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SWINE FLU IMMUNIZATION PROGRAM

MONDAY, JUNE 28, 1976

HOUSE OF RiEPRESENTATIVES,
COMM rI"IEE ON INTERSTATE AND FOREIGN COMMERCE,

SUBCOMMITtEE ON HEALTH AND THE ENVIRONMENT,
Wa8hingtan, D.C.

The subcommittee met at 10 a.m., pursuant to notice, in room 2123,
Rayburn House Office Building, Hon. Paul G. Rogers, chairman,
presiding.

Mr. ROGERS. The subcommittee will come to order, please.
Today we are holding supplemental hearings on the President's na-

tional swine flu immunization program. As many of you know, in-
April this subcommittee considered the proposal and, despite unre-
solved questions respecting the liability of manufacturers for their
participation in the program and other issues, approved the initiation
of the vaccination campaign. Since that time, the manufacturers have
grown the virus in quantities sufficient to produce vaccine extensive
clinical trials have been held in various communities around the coun-
try, funds have been appropriated for the program and the Depart-
ment of Health, Education, and Welfare has made initial arrange-
ments with the States for the conduct of the program.

While this progress has been made, there hias been some criticism
heard from the Health Research Group, the New York Times, and a
few members of the scientific community. In addition, as should have
been expected, some problems have been encountered in resolving the
liability problem for the manufacturers of the vaccine, establishing
doses for use in children, and in other areas. For these reasons, we have
concluded that it is appropriate at this time to hold hearings on the
full scope of the program and to explore in detail on the public record
the progress and problems to date. We have invited a wide array of
witnesses representing a variety of different interests involved in the
program and hope to hear from them a full description of their ef-
forts and problems. We will also explore in detail the legislation which
the Department of Health, Education, and Welfare has now proposed
which would give it authority for indemnification of the manufac-
turers against claims resulting"from the use of the vaccine in situations
in which they have exercised due care in its manufacture and han-
dling. If the hearings show there to be reasonable need for this legis-
lation, we will then proceed expeditiously to its consideration by the
subcommittee in markup in hopes of its early enactment.

' See also "Proposed National Swine Flu Vaccination Program." hearings held before
the Subcommittee on Health and the Environment, Interstate and Foreign Commerce Com-
mittee. Mar. 31, 1976, serial No. 94-79.
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Our first witness this morning is lion. Theodore Cooper, Assistant
Secretary for Health, and he is accompanied by Dr. James F. Dickson,
Deputy Assistant Secretary for Health, Dr. David J. Sencer, Director,
Center for Disease Control, and William Taft IV, General Counsel.

Mr. Secretary, we welcome you and your colleagues to the commit-
tee, and we will be glad to have you proceed. Your Statement will be
made part of the record and you may proceed as you see fit.

STATEMENT OF THEODORE COOPER, M.D., ASSISTANT SECRETARY
FOR HEALTH, DEPARTMENT OF HEALTH, EDUCATION, AND WEL-
FARE, ACCOMPANIED BY WILLIAM H. TAFT IV, GENERAL COUN-
SEL; JAMES F. DICKSON III, M.D., DEPUTY ASSISTANT SECRETARY
FOR HEALTH; GENE R. HAISLIP, DEPUTY ASSISTANT SECRETARY
FOR LEGISLATION (HEALTH); W. DELANO MERIWETHER, M.D.,
DIRECTOR, NATIONAL INFLUENZA IMMUNIZATION PROGRAM;
DAVID J. SENCER, M.D., DIRECTOR, CENTER FOR DISEASE CON-
TROL; HARRY M. MEYER, JR., M.D., DIRECTOR, BUREAU OF BIO-
LOGICS, FOOD AND DRUG ADMINISTRATION; AND JOHN R. SEAL,
M.D., DEPUTY DIRECTOR, NATIONAL INSTITUTE OF ALLERGY
AND INFECTIOUS DISEASES, NATIONAL INSTITUTES OF HEALTH

Dr. CooPER. Thank you, Mr. Chairman, members of the committee.
In addition to the members that you have mentioned, we have Mr.
Gene Haislip, our Deputy Assistant Secretary for Health Legis-
lation, Dr. W. Delano Meriwether, Program Director for the national
influenza immunization program, Dr. Harry .M[eyer. Director of the
Bureau of Biologics of the Food and Drug Administration, and Dr.
John R. Seal, Deputy Director of the National Institute of Allergy
and Infectious Diseases of the National Institutes of Health, available
for any information that you may need.

Mr. RooGEs. We welcome all of you gentlemen to the committee.
Dr. CooPER. It is a pleasure to appear before you today to repot on

the status of the national influenza immunization program and on one
of the most pressing problems which confronts the program-the
need to relieve vaccine manufacturers of concern that they may be
held liable for damages, not by reason of any negligence or error of
their own. but by reason of the conduct of others participating in the
program-more particularly the conduct of the Federal Government.
TIT.R. 14409, introduced by Congressmen Carter and Madigan on June
16, 1976. on behalf of the administration, would permit the U united
States to provide indemnification against claims for injury related to
inoculation with vaccine under a comprehensive, nationwide influenza
immunization program. I will discuss that issue later.

STATUS OF TNFIUENZA 17MMrUIZATION PROGRAM

First. let me bring you up to date on the implementation of the
program. Since we last appeared before you. on March 31, an appro-
priation bill has been enacted. initial vaccine trials have been com-
pleted. and project grants have been awarded to assist in the imnlemen-
tation of the pro..rram in Pverv .tate and territory of the TTnited Stateq.
Virtually every naencv of the Federal Government has begun the task



of identifying its own role in the program, and of working with us
in the Department to insure optimum cooperation and coordination.
The same spirit of involvement and cooperation is being seen among
a wide range of voluntary organizations, the private medical sector,
labor organizations, and many of the Nation-s largest and smallest
employers.

At the State level, the organization framework for getting the vac-
cine to people is well advanced. Voluntary help is being identified and
organized. Training of volunteers and of heal th department personnel
is Beginning. The private medical community is deeply involved in
the planning of the progirain in many States, and through State and
local medical societies, is endorsing and pledging support for the
program.

Influenza surveillance both here and abroad, particularly ini the
Southern Hemisphere where the normal influenza season is occurring,
is being stepped up. We have not as yet identified any additional out-
breaks of A/New Jersey influenza, or swine flu, as it is commonly
known.

Despite the problems which we face, and to which I will turn in a
minute, the public health community is well prepared to meet the
unprecedented challenge which we outlined les than 3 months
ago, and it has done so with unprecedented cool)eration from virtually
every sector of American society. The problems we face are very dif-
ficult ones, but in my view they are solvable.

The first issue which must be addressed is the likelihood of a pan-
demic in view of the fact that we have identified no more outbreaks
of swine flu (A New Jersey influenza) since Fort Dix. Unfortnatelyq
we know no more about the probability of a pandemic, this fall and
winter than we did 3 months ago. Was the Fort Dix outbreak a fore-
warning of a pandemic or a chance isolated incident? The answer to
this question cannot be given. However, we have never identified a
major antigenic shift, in the influenza virus which did not lead to a
lpandemic.

Let me reiterate my conviction that the mobilization of Alcric'
resources to take preventive steps in the face of a possibin infliienza
pandemic, is still the proper step to take. We have watched influenza
take an enormous toll in human and economic resources in previous
pandemics, and for the most part we have been helpless to do much
more than watch. Even in nonpnndemic years, influenza has often
been a major cause of illness and death.

CLTINICAr, TRIALS

Public Health Service-sponsored clinical trials with the new swine
influenza vaccine began on April 21. 1976 at the National Institutes of
Health. Results from studies employing 33 separate experimental pren-
arations of influenza vaccine in over 5,000 volunteers are now avail-
able. Additional studies are still in progress and others will be ini-
tiated during the coming months to supplement the information
already obtained. The experimental vaccines were Provided by the
four United States manufacturers currently engagaed in vaecm- pro-
duction. The purpose of the trials is to evaltate the effectivenepss--
protective antibodies-and safety-side reactions-of different dosage
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levels of the various vaccines being considered for routine use this
fall. Consequently, the age of the study populations ranges from
young children to senior citizens. The preparations being tested include
monovalent vaccinpi containing A/swinelike virus, monovalent vac-
cines containing the A/Victoria virus, bivalent vaccines containing
both A/swinelike and A/Victoria viruses and monovalent vaccine
containing the B/Bong Kong virus. All vaccines are produced using
standard manufacturing procedures that purify, concentrate, and in-
activate the virus. The products of the two manufacturers contain
itact-"whole"-virus while the other two produce vaccines con-

taining virus disrupted.--"split"-by chemical treatment.
The studies completed demonstrated that all swine influenza vac-

cines at as low as 200 CCA--chick agglutinating agentdosage level
were highly effective in immunizing persons over the age of 24 years.
Between 74 and 100 percent of these individuals were found to have
developed protective antibodies as a result of vaccination. As was ex-
pected the effectiveness was particularly pronounced in persons 53
years of age or older since they had been primed by exposure to swine

flu during the period between 1918 and 1929 or 1930, presumably.
Reactions to the vaccine at the 200 CCA dose among all recipients over
the age of 24 were minimal; only 1.9 percent of recipients experienced
any fever during the 48 hour observation period, a frequency not sig-
nificantly different from that observed in the placebo control group
where 1.7 percent had fevers.

Persons below the age of 25 years were less successfully immunized.
In these younger adults and children larger doses of vaccine virus were
required to induce a protective antibody response. For example, in
adults less than 25 it was possible to produce an antibody response at
the 200 CCA dose level with only one of the four vaccines. Also, the
disrupted-split"--virus vaccines were less effective than the "whole"
virus products. Adequate-large--doses of "whole" virus vaccines were
effective; however, at these higher dosage levels side reactions such as
fever, headache, and malaise occurred with increased frequency during
the first 24 hours.

Studies in young adults and children am being continued to obtain
more data. It was noted, for example, that the split virus vaccines, al-
though relatively ineffective in the younger age groups only rarely
induced fever or other side reactions. Therefore, studies will be con-
ducted to determine if higher doses of the vaccines than those tested
thus far will be acceptably effective. Another possibility being explored
in the pediatric age group is the use of two dosee of vaccine.

Mr. Chairman, our clinical trials have attempted to cover the en-
tire spectrum of the American public, as well-designied trials should.
There have been accusations that our ped(iatric trials in Maryland in-
appropriately emphasized recruitment in the black areas of Baltimore.
I want to assure you that this was not true and that letters of recruit-
ment were directed to parents and physicians throughout the State.
The percentage specifically addressed to parents of black children ap-
proximated the percentage of black children who participated in the
trials, about 8 percent, or 8 of 106 children. We 1eieve we .iave con-
ducted the trials in a responsible manner, providing the opportunity
for voluntary participation to all segments of the public, irrespective
of socioeconomic, racial, or other factors.
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It is generally agreed that the ongoing clinical studies are providing
a wealth of new information that will be of assistance in guiding the
production and use of inactivated influenza viruses for many years
to come.

We believe that answers to these experimental questions will be ob-
tained and that a significant quantity of vaccine should be available in
time to enable us to carry out the program.

ADMINISTRATION BILL

I would like to turn now to the administration bill, H.R. 14409, which
addresses the concern of the manufacturers about their own liability
arising under the program. The bill --ould permit us to include in the
contracts for the purch e of the vaccine provisions to indemnify the
manufacturers against m a ributable to inoculation witI-the-
vaccine other than claims resulting from the manufactures' own
negligence.

I will discuss: the manufacturers' concerns that they be protected
against liability; how we have attempted to meet those concerns
through provisions in the contracts for the purchase of the vaccine;
and why there is a need for the legislation and the manner in which
we will iplement the legislation if enacted.

I. CONCERNS OF MANUFACTURERS

The manufacturers' concerns that they be protected against liability
for injuries or adverse reactions stem from some court decisions which
hold manufacturers of some drugs and vaccines strictly liable to the
users of the products unless the manufacturers see to it that warnings
of any hazards are communicated to the users.

Mr. RoGoas. May I interrupt? There is a call to the floor for a vote.
We will recess for 10 minutes.

[Brief recess.]
Mr. Room. The subcommittee will come to order.
Mr. COOPER. As I was saying, Mr. Chairman..
Thus, the U.S. Court of Appeals in two circuits, the fifth circuit and

the ninth circuit, have held the manufacturer of Sabin live polio vac-
cine liable to plaintiffs who were inoculated in public clinics and did
not receive proper warnings of the hazards of inoculation, even though
the plaintiffs did not establish any negligence by the manufacturer in
the production or handling of the vaccine. These cases are Reyea versus
Wyeth Labaratoriei and Davis versus Wyeth Laboratorie.

Although these cases involved inoculation with a live virus vaccine,
whereas a killed virus vaccine will be used in the flu immunization
program, the manufacturers believe that the courts may apply in any
litigation arising out of the flu immunization program the same strict
liability standards as were applied in the Reyes and Davis cases, par-
ticularly since the vae ;ne will frequently be administered on a mass
basis in public clinics without the physician-patient relationship that
generally accompanies the administration of prescription dnrgs.

The tests of the vaccine conducted by the Public Health Service have
borne out our views that the vaccine is safe and that the risks of seri-
ous reactions from inoculation are very low. Nevertheless, because
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of the size and intensity of the immunization program there may well
be a number of suits filed against the manufacturers, and we cannot
deny the possibility that some courts will apply the same standards
of liability as were applied in the Reyes and Davme cases.

II. A'ITEMPT BY iEW TO MEET THE MAXUFACTURFRs' CONCERNS THROUGH
PROVISIONS IN T1E CONTRACTS FOR PURCHASE OF THE VACCINE

In negotiating the terms of the contracts for the purchase of the
vaccine, we have attempted to meet the concerns of the manufac-
turers by offering to include provisions in the contracts which would
make it clear that the Government would assume the responsibility
for (1) investigating and determining the risks of inoculation; (2)
devel hoping an information statement of the benefits and risks of
inoculation; and (3) taking reasonable steps to assure that all per-
sons vaccinated are notified of those risks and benefits. The Gov-
ernment has been willincr to assume these responsibilities because,
in planning for and implementing the immunization program, the
Public Health Service hasbeen performing functions which would
ordinarily fall upon the manufacturers. We have investigated and
determined the risks from the use of the vaccine. Because we are
purchasing the manufacturers' entire output of the swine flu vaccine,
we are arranging for its distribution to the State health agencies which
in turn will arrange for the inoculation of the population.

II. 'NEED FOR INDE3 NMCATION LEGISLATION

Although our General Counsel, he is with us, Mr. Taft, to my left,
has informed me that the clause we have negotiated with counsel
for the manufacturers offers reasonable assurance to the manufac-
turers that they will not be held liable for any failure in that part
of the immunization program for which the Government is assum-
ing responsibility, we have not been able to give absolute assurance
to the manufacturers that. they would be protected from liability
because of the assumption by the Government of the notice-giving
responsibilities. From the outset of the contract negotiations (ana
before that during the congressional hearings on the appropriation
for the program), the manufacturers have sought indemnification
against claims attributable to inoculation from the vaccine other
than those resulting from their own negligence. We have never
taken issue with the reasonableness of the position of the manufac-
turers that they should not be held liable for failures in that part
of the immunization program for which the Government is assum-
ing responsibility and over which the manufacturers have no con-
trol. The provisions of the Anti-Deficiency Act have, however, pre-
cluded us froin including indemnification provisions in the contracts
since such provisions might create obligations in excess of the appro-
priation. We therefore sought to meet the problem of transferring
the notice-giving responsibilities from the manufacturers to the Gov-
ernment through the contracts provisions I have discussed.

Events in recent weeks have made clear to us that the manufac-
turers need the assurance that they will be made whole for any losses
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resulting from the failure of the Government to carry out its respon-
sibilities under the program. The risks to the manufacturers have
been heightened by the threatened loss or reduction in their insur-
ance coverage on the vaccine. One manufacturer has advised us that
it recently received notice that its liability insurance will likely
exclude coverage for claims other than those based on negligence
in the manufacture of the vaccine, that is, claims resulting from fail-
ures in the Government's part of the program. Another manufacturer
has been notified that its liability insurance will not cover any vaccine-
related claims. A third manufacturer has advised us that its insur-
ance coverage for such claims has been drastically reduced.

The success of the program is in jeopardy unless we obtain the
participation of all four of the manufacturers. In order to assure
that all four manufacturers will agree to supply us with the
needed vaccine, we need legislation to authorize us to indenmify them
against any liability resulting froi failures in the Government's
portion of the program. I wish to emphasize that we are not seek-
ing. andl tfe manufacturers have not asked us to seek, legislation
which would indemnify then for negligence in the production or
handling of the vaccine or for their failure to carry out any of their
obligrations, under the contract.

ifthe legislation is enacted, we will include suitable provisions in
the contrits for i e l)llrchase of the vaccine to give the Govern-
ment control over all suits against the manufacturers which are not
predicated on their own negligence, that is, suits which allege a failure
of the manufacturer to give adequate notice of the risks of inocu-
lation to the plaintiffs. The manufacturers would be indemnified
for judgments awarded againstvthem in such suits and for associ-
ated costs of litigation. The manufacturers would not be indemni-
fied for out-of-couirt settlements unless such settlements are approved
in advance bv the Government.

I cannot overemphasize the urgent need for this legislation since it is
essential that the contracts for the purchase of the vaccine be awarded
within a few weeks in order that stufficient vaccine may be avail-
able for the national influenza immunization program.

Notwithstanding the need for the legislation, I do not envision
any substantial costs to the Government resulting from our author-
ity to idemnify the manufacturers. As I stated earlier, the tests of
the vaccine have borne out our view that the vaccine is safe and that
the risks of serious reactions from inoculations are very low. Addi-
tionally, we are making every effort to see to it that adequate notice
is given to all persons inoculated. The Center for Disease Control
(CDC) is preparing a comprehensive information statement of the
benefits and risks of inoculation. Our grantees, the State health agen-
cies, are obligated to arrange to have that statement, or a substi-
tute approved in advance by CDC, distributed to all persons who
receive vaccinations in other than the offices of private physicians.
We have also required the States to obtain documentation that the
notice has been given to all such persons.

In summary, we believe the national immunization program has
progressed rapidly and with enactment of H.R. 14409, the program
should be able to continue to a successful completion.
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Thank you, Mr. Chairman, we would be pleased to answer any
questions you or the members of your subcommittee might have.

Mr. RooERs. Thank you very much, Dr. Cooper.
Mr. Preyer.
Mr. PREYER. Thank you, Mr. Chairman.
Good to have you here, Dr. Cooper.
First, a few general questions about the epidemiology of the swine

flu. You mentioned that no new cases have been discovered or found
since you last testified. When might new cases be expected to show
up by traditional flu epidemiology?

Dr. CoopFr. The usual period is between September and March,
but I think Dr. Sencer might comment in some detail on that issue.

Dr. SENCER. The usual fiu season, as Dr. Cooper said, is late fall
and early winter, usually peaking around November. However, there
is no guarantee that we cannot have isolates of flu tomorrow, oi' we
night not ever.

Mr. PREYER. Well, when and if it does reappear, how fast does it
spread?

Dr. ScGER. When A/Victoria was introduced into the continental
United States this year, the first isolates were in Oregon in the first
week in January. By the first week in March we had isolates from
47 of the 50 States.

Mr. PtEYER. In short, it is not possible to contain it unless you
move

Dr. SENCER. No, sir; the incubation period of flu is so short that once
it be gins appearing, there is no way we can deliver the vaccine into
people and develop immunity fast enough to stay ahead of it.

Mr. PREYER. If it doesn't show up this winter, Dr. Sencer, might
it reappear next year and, if so, would that require revaccination ?

Dr. SENCER. There is a good possibility that it might appear in
subsequent years. The duration of immunity to the vaccine is not
known. We have never in the past immunized or attempted to im-
munize the entire population to know what that might do to immunity
for a subsequent year.

Dr. Coomm. It is true, however, Mr. Preyer, in prior years, we have
recommended for certain groups in the population immunizations
against influenza, the Asian, the Hong Kong B and so on. We do that
every year anyway. It is quite likely that there would be recom-
mendations for immunization against influenza every year until we
could develop a program that in a farseeking way would be able to
suppress the disease more effectively than we are doing now. That is
an important point; it was made at the first hearings and the first
announcements of this program. What we are proposing as a program
gives no assurance to the American public that there will be no "in-
fi uenza" next year. The flu to many people is many different things.

That is the first part. Some people during the winter consider any1.
upper respiratoryv infection or gastrointestinal disturbance the basis
for the decision they would like to stay home for a day from work
when they feel bad. So they call in and say I have the fu. Now that
isn't going to eliminate all upper respiratory infections, all gastro-
intestinal infections or all people feeling bad during the winter.

Second, influenza has multiviral causes, as you have heard, A Vic-
toria, Hong Kong B, and so on.
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Now, at the moment we are not saying that this particular effort
will guarantee protection against all kinds of influenza anyway and
I don't want that misunderstood. We are not offering that as the
activity. Every year the U.S. Public Health Service has recommended
for certain segments of the population, and so has the Armed Services
Epidemiology Board, protection for certain conditions by the admin-
istration of vaccine.

Mr. PREYXR. The fact that no new cases have shown up since the
Fort Dix outbreak raises the question of why don't we just stockpile
the vaccine until there is some indication that it is going to break out
again. We hear that suggestion. What is your reaction to that ?

Dr. CooE m Well, I think Dr. Sencer has in effect given the basis
for our answer as we know it now. For the people for which we would
like assured coverage, because of the short incubation period and be-
cause of its rapid spread by known patterns in past years, we would
like to asure that we are ahead of this spread. Now for people in
which the risk, the reaction rate, would advise us if we might not,
do that, then we would'be willing to consider a later program and
those studies as we have pointed out particularly in the younger. do
merit further consideration. But as a total reaction to stockpiling,
the data that Dr. Sencer pointed out is the basis for our basic recom-
mendation.

Perhaps he would like to comment again.
Dr. SENCER. We have worked out, Mr. Preyer, a costing both in dol-

lars and in time for attempting to stockpile and then do epidemic con-
trol once influenza appears. I would be glad to submit this for the
record. It would not save us any money to stockpile, and it is our
estimation that with the rapidity of spread of influenza across the
country once introduced, we could not vaccinate enough people in a
short enough period of time to offer the protection we can by doing
preventive medicine and immunizations before the fact.

[The following information was received for the record:]

ANALYSIS OF VACCINE STOCKPILE OPTION CENTER FOR DISEASE CONTROL

One of the options discussed at the CDC very early after the Ft. Dix outbreak
was to produce the monovalent A/New Jersey vaccine and stockpile until further
evidence of virus spread. This option was again considered at the ACIP meet-
Ings on March 10 and May 6. The consensus on all three of these occasions was
that stockpiling is nr e alternative to a complete and fully com-
mitted vaccination pr am. In more recent weeks the issue of stockpiling has
re-emerged. Reevaluation of this option is the subject of this report. To facilitate
analysis we have made the following four basic assumptions:

(1) Bivalent vaccine (including some monovalent) would be distributed In
1976 for "high risk" groups as planned, presumably in the early fall.

(2) Mouovalent A/New Jersey vaccine would be stockpiled at the state or
local level.

(3) Materials would be accumulated and well-trhined key personnel would be
placed on a standby basis at the national, state, and local level.

(4) Evidence of reappearance of swine influenza-like virus in humans would
trigger the remobilization of resources and begin the nationwide immunization
program.

The concept of stockpiling has been considered on the basis of feasibility and
costs in terms of dollars and time for each of the following three major elements
of the program:

A. VACClNE STORAGE

Present FDA regulations list the expiration date of vaccines as 18 months after
the date of bottling. This regulation is designed--largely to prevent the use of

76-371-76-----2
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outdated vaccine in the event of an antigenic drift or shift. Considerable evidence
suggests that the vaccine may be stored under proper conditions at 4°C without
loss of potency for 3 years, and probably longer.
1. Dollar cost

A mixture of 10- and 50-dose vials packaged and ready for distribution requires
1 cu. ft. for 5,000 doses, or 32,000 cu. ft. of storage for 160 million doses.

The cost In Atlanta for maximum security storage under controlled refrigera-
tion is 60 per cu. ft. per month. Assuming this to be an average price throughout
the country, storage costs for the vaccine would be $20,000 per month or approxi-
niately $240,000 per year.
2. Time cost

The vaccine could be delivered to the state or local grantees as per present
contract with manufacturers, resulting in 62 storage points. An alternative would
be for the Federal Government to maintain control and storage of the vaccine
at selected sites throughout the country. Distribution from these sites may
require more time, however. Distribution of the vaccine from the 62 or more
storage points to designated vaccination sites and private physicians would
require a minimum of 1 to 2 weeks.

B. STANDBY PROGRAM ORGANIZATION

Before placing the immunization program on a standby basis, all organizational
plans and training sessions will have been completed and all project grantees
will have had experience in conducting the bivalent vaccine campaign. Tem-
porary employees would be released and other state or local public health em-
ployees detailed to the vaccine program would return to regular jobs. To restart
the program would require a well-trained "disaster relief" team consisting of key
permanent personnel capable of quickly training newly-hired or assigned person-
nel to perform essential program functions such as clerical duties, operation of
the jet gun, and gun repair.
1. Dollar coat

Much of the present $26 million allocation to grantees would be spent on present
organization, training, and delivery of bivalent vaccine. Additional monies would
be requested for training new personnel, which may consist of as much as 50%
of the total program staff. Additional personnel and training costs may approach
$6 million. The cost for a second publicity campaign at the time of the decision to
"go" is unknown. Free publicity from the report of new virus outbreaks may
lessen the need for publicly supported publicity campaigns.
2. Time cost

Initiating the "disaster plan" publicity, and the hiring and training of new
personnel for the vaccination program is estimated to require a minimum of 2
to 4 wewtks.

c. PROG3A RESPONSIVENESS

As presently planned, most of the vaccine would be administered by jet Injector.
Additional Jet injector guns would be needed since the number of vaccinations
given per day would increase under the stockpile option. These guns can be
manufactured and delivered.
1. Dollar cost

The major direct cost would be $1 million for 1,000 more guns. At present, 3,000
guns are to be available on September 1.
2. Time cost

To vaccinate 160 million people with 4,000 guns would require 40 days, or ap-
proximately seven 8-day weeks. This does not, of course, account for vaccine
given by needle and syringe, which may require a longer period to complete.

D. CONOLUSION

Obstacles to the stockpiling concept and "disaster relief plan" are not insur-
mountable. The vaccine could be stored and a qualified team which is capable
of responding quickly to an epidemic threat could be maintained if the federal,
state, and local public health authorities were committed to the program. How-
ever, with time, very likely that commitment would become less, key personnel
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would be lost through reorganization and attrition, and program effectiveness
would decrease.

The total cost of stockpiling the vaccine and delaying the program for 1 year
would be approximately $7-8 million. Not Included in this figure would be the
cost of an "all-out" virus surveillance program. Part of this cost would be diverted
from the present $26 million allocation to project grantees, but many of the 62
grantees are unlikely to agree to the concept of stockpiling without an estab-
lished mechanism for providing additional funds to cover at least a portion of the
above cost. If we can assume for purposes of this report that the Administration
and the Congress would agree to additional appropriations, cost also ceases to
be an obstacle. The whole Issue of stockpiling then becomes a question of time.
Can we afford to wait for additional evidence of virus spread before beginning
the campaign?

Only 2 years in modern times, 1957 and 1968, can serve as models for predict-
ing the spread of pandemic Influenza In the continental U.S.A. The period from
the first virus isolation to the first outbreak in the civilian population was 3
weeks in 1957 and 7 weeks in 1968; from virus isolation to documented outbreak
in one-third or more of the States was 10 weeks in 1957 and 12 weeks In 1968;
from Isolation to peak activity was 14 weeks in 1957 and 15 weeks in 1968.

Assuming that an additional 2 weeks are required to produce a protective
antibody response after vaccination, the vaccine must be given 1 to 5 weeks after
the first virus isolation in order to prevent the first outbreak. This is clearly not
possible. The longer the time after 1 to 5 weeks which is required to administer
the vaccine, the less effective the program will be. However, if we consider a
more modest goal, such as interruption of the pandemic before outbreaks occur
in one-third of the States, more time Is available. But even to achieve this, vac-
cination must be completed 8 to 10 weeks after first evidence of virus isolation.
According to our estimates above, to complete the vaccination program from
the signal "go" would require a minimum of 9-11 weeks. A few smaller, highly
urbanized States may require less time. Many may require more. Thus, some
States could probably achieve this goal. But in our view, a goal which accepts
success In only less populated States cannot be adopted as national policy.

In this report we have consciously attempted to avoid bias by using minimal
estimates of dollar and time costs. We have not, for example, considered the
additional time which may be required to confirm the next swine influenza-like
viru' isolation or outbreak, the diminished Impact of the initial $135 milllioi In-
vestment of public funds, or the morbidity and mortality from early sporadic
outbreaks. On the other hand, by our use of 1957 and 1968 as models we may
have overestimated the speed at which the virus might spread. We have no real
bashq for predicting the epidemic behavior of the swine-like virus. Never before
has an antigenic shift been detected so early or associated with such a limited
outbreak. Quite likely, the longer the time before the next swine virus isolation,
the longer the period of warning before a major epidemic. But we cannot be sure.
Therefore, at present there is no acceptable alternative to a complete and fully
committed vaccination program.

Mr. PIH;YE:i. You are unalterably op posed to the stockpile option?
Dr. SJENCER. It would be nice to be able to do so, but if we were to

stockpile we would have to be able to, I think, guarantee we could
deliver if flu were to appear. I don't think that. we can give that
guarantee.

Dr. CooPER. Dr. Meyer of the Food and Drug Administration.
Dr. MF mi. When we were briefing the Hous staff the other day,

one point came out in the discussion that may be useful to put in here.
Some people have gotten the impression from reading various news
articles and editorials that the absence of the reported swine flu during
the past month or two is something very unusual and something that
is quite unexpected that somehow alter people's thinking in terms
of the national vaccine program. Actually going back to those meet-
ings in March. when all the experts got together in the decisionmaking
process, it was felfthat it was certainly possible that one might not
detect a single case of swine flu all during the late spring and summer
and yet still possibly have a pandemic this coming fall or winter.
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One might not detect a case all fall and still have a pandemic or out-
break after this Christmas. That does not mean there will be a pan-
demic. The point I am making is that exactly what occurred was
discussed and considered to be entirely possible and the groups felt
at that time that even if further cases of swine flu were not reported
during the spring months, it was prudent to go ahead.

So all I am trying to say is that this is nothing unexpected.
I)r. COOPER. Dr. Meriwether.
Dr. MIIWETHER. Your question, of course, is obviously related. We

would like to be able to predict whether influenza virus appear and
reappear. In this case we cannot guarantee that we will ever see this
particular virus again, although we have evidence that makes us

believe that this possibility is a reasonable one, but the concept we
are talking about here is one of preventive medicine. There is an ele-
ment of gamble that is inherent with the concept of preventive medi-
cine. Stockpiling is not preventive medicine. What you are talking
about is doing something after it has happened, after you have gotten
your heart attack, after you have gotten your stroke, after some inci-
lent has happened. It is only then one considers taking a preventive

ste p .
The second problem with the stockpiling concept is that it depends

upon where that next outbreak occurs. If it is in Chicago, New York
City, Washington, D.C., we can all envision the headlines that read,
"Case of Killer Flu Found, City Health Department Urges Immediate
Vaccination." You can envision what that situation would be.

Mr. PREYER. I think your arguments against stockpiling are very
persuasive.

Mr. Chairman, I was going on to something else and I have already
us(d up my 5 minutes, so I will yield at this time.

Mr. ROEs. Dr. Carter.
Mr. CARTER. Thank you, Mr. Chairman.
WVill the drug companies guarantee the purity and efficacy of the

vaccine?
J)r. Coo'ER. I couldn't hear.
Mr. CARTER. Will the drug companies guarantee the purity and ef-

ficacy of the vaccine?
Dr. CooPER. The drug companies are quite willing to stand behind

the performance that we require of them of purity and efficacy as the
Bureau of Biolog ics sets the specifications.

Mr. CARTER. In what kind of cases do these companies think they
may be liable I

Dr. COoPER. They think they will be liable for cases in which there
is the so-called unavoidable risk-and instances in which an individual
gets a real or alleged effect of inoculation itself, after they have pro-
duced a vaccine completely in conformance with our specifications.
It might be a case in which the risk was not explained to them, if they
are egg sensitive. It might be a case in which they get high fevers from
the protein load, not from any life virus or something, that they hap-
pered to be one of those people who are sensitive to high fevers.

There are such people, as you know, Dr. Carter, in the population
and they may be one of those people who when you are inoculating or
dealing with 100 to 150 million people who, when they are coming to a
situation, may have a heart attack, may faint, fall down and hit their
heads and have some untoward effect.It is one of the general liability
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questions that is accompanying the administration of the vaccine, not
its scientific based determination of efficacy or safety.

General Counsel would like to comment.
Mr. TAFr. If I might just add to the point that Dr. Cooper hift

made. the drug companies are, in particular, apprehensive about being
held liable for whatever might go wrong in the program after they
have sold tle vaccine to the Government, whether it is the Govern-
nwit's failure to give a warning concerning the risks or benefits of the
program or somebody else's action that might not be performed as it
should be performed and the manufacturer might be held liable as a
result.

Mr. CAMrIR. The Government might not give a warning? 'What type
of warning do you mean?

Dr. COOPER. As an easy example, it will be our recommendation that
people who are sensitive to eggs not take it.

Mr. CARTER. Yes, Sir.
)r. SENCER. If I could elaborate on that a little.

We would also be making sure that all people in public clinics are
told of the possible side effects of sore arm, of a transient fever, rather
than just assuming that they know that this might happen. So we are
going to greater lengths this time than in any other public program
of telling the general public and the individuals what benefits they
can assume from the vaccine, what the risk of getting influenza might
l)e. and what the side effects of the vaccine might be.

Mr. CnTFt. Beyond the sensitivity to eggs, of course, what is the
difference between this and typhoid vaccine? One is a virus of course
an(l

I)r. CooiEIm. One is bacteria and one is a virus. The principle is the

Mr. CARTER.. What is the difference in the effect?
Dr. COOPEn. It. is the same.
Mr. CARrFn. Do we guarantee drug companies immunity against

typhoid vaccine?
Dr. COOPER. Do I think that should apply to other vaccines?
'Mr. CARTER. Do we do that?
Dr. COOPER. No, we do not do it. I think if you are asking me

whether we should, that is a larger question than I would have a
positive answer to, because it affects all public health programs that
are restricting our capability at this moment to develop biologicals
in this country. I have been concerned about it for a couple of years
now, Mr. Carter.

Mr. CARTER. So as far as we know at the present time the sensi-
tivity to egg seem, to be one of the egg albumen or that portion of
the egg used in the manufacture of the vaccine that presents the
greatest problem. Otherwise it would be similar to any other vaccine
developed; is that correct?

Dr. COOPER. Generically, it would be in the same category, yes,
sir.

Mr. CARTER. Yes, sir. Well, we are asked to provide immunity
across-the-board to the companies for this, is that correct?

Dr. COOPER. No, sir, we are not -asking for across-the-board
immunity for all vaccines nor are we asking for immunity across the
board for anything t .ut, the drug companies do, nor would I endorse
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an idea of immunity for anybody involved in the program to get
protection against their own negligence. We are not asking them-

Mr. CARTER. No, ',e have gone over that. We have decided that.
Dr. COOPER. That is not across the board.
Mi. CARTER. Efficacy and purity of the vaccine.
Dr. COOPER. What they are responsible for, that is right.
Mr. CARTER. Other than sensitivity to eggs, there is no difference

between this and any other vaccine except we are guaranteeing the
companies imimunity for suits in this case for this program?

Dr. COOPER. That is correct.
Mr. CARTER. Now, how (lid Parke-Davis happen to grow the wrong

Virus?
Dr. COOPEn. Dr. Meyer can answer that in some detail. It is my

understanding that there was an error nade in selecting the virus
for the production line.

N11'. CARTER. What kind of a virus was it that they grew out
there?

Dr. MEYER. If 1 could I would like to respond to one of your
earlier questions and then come back to that.

Mr. CARTER. Please respond to this one first and then go back to
the other, if you don't mind.

Dr. MEYER. All right, the Parke-Davis question that you raised
has to do with two closely related swine flu viruses, both of which
were provided to the manufacturers during the early experimental
days of looking at possible vaccine production. The relationship of
these viruses is like a brother and sister, if you will, two very, very
closely related viruses. The manufacturers actually received from the
Public Health Service a whole host of swine flu viruses, any one of
which might have been potentially useful for vaccine production.
When the early experimental vaccines were made, we requested that
they I)e produced from A/New Jersey swinn flu virui,. Subsequently
Dr. Sencer's people found that the experimental vaccine, made by
Parke-Davig, appeared to resemble the earlier Shope swine virus
more than the New Jersey virus.

We had origin ally thought this earlier swine virus might be useful
for preparing the vaccine. We felt, after further testing, that the recent
New Jersey virus was slightly different from the earlier virus and yet
the Parke- Davis' inatfrial seemedd to have the characteristics more of
the earlier virus. here are a couple of possibilities Thi3 is a very
complicated thing to work out, determining exactly the scientific
explanation. When you are dealing with two viruses that are closely
related, it takes a lot of science to differentiate between the two. The
two possibilities would be: one, that Parke-Davis in working with
several swine flu viruses in the same general research facilities could
actually make a vaccine from the wrong virus. And two which is
still being considered, is that no actual mixup occurred. If you had a
virus population, if you had a teaspoonful of swine flu virus, that
teaspoon would have 10 billion virus particles in it.

A virus population of that sort would have several representatives.
It's like a family in that not all members of the family are identical.
It's possible that family of the New Jeniey virus could have members
of the family in it that act more like the earlier virus.
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This is one of the things we are still investigating.
In any event, the people who received the vaccine-I might add I

am one of them-developed antibodies with some high degree of
regularity and the reaction rates to that vaccine would be the same as
if it were to the A/New Jersey.

I might also point out that this is exactly the type of thing you have
experimental programs for and that it is during an experimental
program that one can look at all of the questions arising with the use
of a new virus and a new vaccine.

Dr. COOPER. The question is asked me, what did it cost us for that
error? We did not pay them anything.

Certainly if we only used the routine serological responses in the
human, as ]5r. Meyer is pointing out, it would never have been picked
up. It's because of the surveillance system that it has been developed
with the use of the Ferret system that this was picked up.

It's a tribute to the monitoring system on the one hand but it's an
important contribution in the other sense. It does put us back because
we would like to have that amount of vaccine in the pool, but I think
it is one of those things that goes on in a big program of this type.

Mr. CARTER. What sort of contracts do we have with Parke-Davis,
Wyeth, and the other companies-cost-plus?

Dr. COOPER. In this area right now?
Mr. CARTER. Yes.
Dr. SENCER. It's a negotiated contract, Mr. Carter.
Dr. COOPER. None of them are completed as yet. We have no

contracts active at the present time.
Mr. CARTER. We have no contracts?
Dr. SENCER. We have asked for bids. We have received some bids

and it's in the process of negotiation, Mr. Carter.
Mr. CARTER. How much above the cost do you think these bids

will actually be?
Dr. SENCER. I don't know, and I should not make any comments.
Mr. CARTER. This sounds like sort of a blind deal, in other words,

we are going ahead with the program but we don't know what we are
going to pay for it.

Dr. COOPER. Yes we do; it's a question of the rules that we use in
negotiating a contract. The program people are not allowed to in-
fluence the actual negotiating costs.

For example, if I went to the contractor and I said I really need
that, pay anything, then they are willing to accept the bid that isn't
appropriate. We do not know the actual numbers at this point in
time.

Obviously, we will not do it blind if we can reach a basis in the con-
tract for solving all other limitations. You are asking whether it's
cost-plus-I rely don't know what the nature of the four individual
hids are at this particular point in time.

Mr. CARTER. You don't know what they are and no bids have been
accepted?

Dr. CooPEa. No bids have been accepted, and we will not accept
them until all of the points are made. That is the issue that is being
raised here. We will not try to in any way cover what the actual nature
of the cost-plus activity is when the bidding is completed.

Mr. CARTIER. I think you must be rather trusting souls.
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Dr. COOPER. We are not trusting souls, we will make it public
when we are able to complete the negotitions and we will come to
heads with that.

Mr. CARTER. They are already in the process of making the vaccine
now and it seems to me that you would be subject to whatever price
they might want to charge.

Dr. COOPER. No, sir, that is not the case.
Mr. CARTER. That would be a cost-plus contract.
Dr. COOPER. No, sir; ve do not have to accept any charge.
M r. CARTER. You are going to depend upon their benevolence to

give you a good contract.
Dr. COOPER. Absolutely not.
Mr. CARTER. How are you going to do it?
Dr. COOPER. Because we know the basis on which we want to

negotiate the price. That was the basis on which we made the original
appropriation.

.M.r. CARTER. After the product is made and you have received it
and have been using part of it, and experimenting with it, you don't
even know what you are paying for vaccine.

Dr. COOPER. No; we have received experimental lots to use in the
usual way. We will not accept a contract that we don't know what we
are buying. We know what it costs to produce it. We know what is a
fair bid here. We have set criteria for our negotiators. What we are
trying to avoid is exactly that. I don't want it made on the basis that
there is a big national program and that we will pay anything. We -

reject that philosophy.
Now, when we can understand what is negotiable, including the

liability question, we will kfiow what is a fair price. At the time bids
are opened, we will make it quite clear publicly what the basis of the
cot and factors are and if there is any plus on top of the costs.

We have not yet bought anything and we do not intend to take the
pig in a poke.

Mr. CARTER. I thank you for your answer.
I would say it's a rather unusual way of purchasing.
Mr. TAFT. We are dealing here w-ith four manufacturers of the

vaccine.
Mr. CARTER. Yes.
Mr. TAFT. It's important, I think, to deal with them separately

and to see that we got from each one the best deal that we possibly
can. That is another reason why we wouldn't want to tell one of them
what we were doing with any of the others and so on.

'Mr. CARTER. Just a minute. You mean that you would not treat
each of the four companies the same, that you would-

Mr. TAFT. Each of the four companies has submitted bids to us
within the terms of our proposal or with variations of their own. We
will be dealing with each of the four-companies independently.

Mr. CARTER. Independently and each one will pay a different
price. One will got more than the other.

Dr. COOPER. Each one has a different process. Some of them are
split virus, some of them are whole virus, some of them have different
kinds of costs.

Mr. CARTER. That is quite true in the split virus, it hasn't proven
too effective, has it?
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Dr. COOPER. In some adults-
Mr. CARTER. Why don't you stop the contract?
Dr. COOPER. In some adults it's proven very effective with low

reaction rates.
Mr. CARTER. It's not effective on young children.
I)r. COOPER. Well, we haven't. decided whether we are going to (1o

young children yet.
Mr. CARTER. You are going to let them suffer the outbreak?
Dr. COOPER. No, sir. As you know, in our first testimony, our initial

target was to try to protect everyone. If the scientific data do not
allow us to protect everyone, we will back off and see the best job we
can do including the point of the herd effect; but the idea that each
company would have a different bid is what is necessary because they
have different costs, different processes, and different criteria.

Now, we do not want to lump them all together and pay everyone
the same. If we did that, then you would accuse us of a different kind
of mismanagement of the bidding.

Mr. CARTER. I wouldn't think so necessarily. Of course, you are
arriving at two different ends. You are buying a split virus which
really has not proven its effectiveness as yet and another virus which
has.

Dr. COOPER. The split virus has some effectiveness on the-
Mr. CARTER. I don't see any competitiveness at all in this deal.
Dr. COOPER. Well, Mr. Carter, we would be glad to present to you

the detailed analysis of why we think there are differences in these
viruses and what differential ideas are. We will also be glad to give to
the whole committee during the bidding process, as fair practices
determine, the actual dc ription of what the bids were and what the
negotiations were and why they were done on that basis.

Mr. CARTER. Fine. What did the Parke-Davis mistake cost?
Dr. COOPER. It didn't cost us anything.
Mr. CARTER. It did cost Parke-Davis.
Dr. COOPER. You will have to ask them.
Mr. CARTER. How many people received the wrong virus?
Dr. COOPER. Nobody.
Mr. CARTER. Nobody received it?
Dr. COOPER. In the trial some did, yes, sir.
Mr. CARTER. They did then?
Mr. COOPER. Dr. Meyer said he was one that got that batch.
Mr. CARTER. Dr. Meyer got the batch. How many received it then?

First I got an answer no one received it, then-
Dr. COoPER. Dr. Meyer indicated he was one that-got an inocula-

tion from that batch. Now we have not paid for any of that virus.
Mr. CARTER. Yes, sir. I see, but I still don't know how many re-

ceived it except Dr. Meyer.
Dr. COOPER. Can you tell him how many received it?
Dr. MEYIER. The Parke-Davis vaccine in the clinical trials was all

of this particular type, as I said, and I might stress again that I
received the first shot and got a beautiful protective antibody re-
sponse; so if we have swine flu next fall, I will be protected as a result
of having received the Parke-Davis vaccine.

Mr. CARTER. You think {ou will have an immunity even though
you took the wrong vaccine

Dr. MEYER. Yes.
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Mr. CARTER. I think you will have immunity for the wrong type
of swine flu, according to your testimony here.

Dr. MEYER. Well, speaking as a virologist, I know how to interpret
virologic tests for immunity, and I can assure you I have a very
beautiful antibody response to the A/New Jersey as well as the
Shope swine flu virus.

Mr. CARTER. Why was it wrong? What is wrong about it if you have
immunity to it? How is the vaccine wrong?

Dr. MEYER. As I explained a moment ago, you are dealing with two
very closely related viruses. We feel that you would have a slightly
less efficient vaccine with materials such as Parke-Davis produced.

Mr. CARTER. You had an excellent response you say, is that right?
Didn't you say that?

Dr. MEYER. Yes,-sir.
Mr. CARTER. From the wrong virus.
Dr. COOPER. It's wrong in the sense. Dr. Carter, that we would have

preferred the A/New Jerser one to do it. It's closely related. There
is every reason to believe, as Dr. Meyer said, that if he were exposed,
he would have the same kind of protection. It's not wrong in the total
sense, it was a swine variant.

Mr. ROGERS. Mr. Waxman.
Ir. WAXMAN. Thank you.

I am pleased to have these oversight hearings today on the swine-
flu vaccination program. The Congress at the request of the Depart-
ment of Health, Education, and Welfare moved with great speed in
passing appropriations of $135 million so we could proceed with the
program. Many of us at that time suggested that both the Congress,
the administration, and those involved in this program handle their
participation with a great deal of care and concern; not to go ahead
with the commitment just because the commitment was made, but
to continue to evaluate whether there is really a need for a swine flu-
vaccination program of thi magnitude.

I am looking forward to hearing from Drs. Salk and Sabin and others
who can give us scientific testimony concerning whether the risks we
are asking the American people to take are worth while.

I want to ask some questions about the need for legislation to in-
demnify the drug manufacturers for liability they might have.

Dr. Cooper, you stated that the vaccine is safe and that risks of
serious reaction from inoculation are very low.

If that is the case, why does the insurance industry refuse to provide
coverage to the manufacturers for this program?

Why are we asking the American people to be financially liable for
the pro gram?

Dr. COoPER. I am glad you asked that question. Members of the
insurance industry are here today and I hope you will ask them that
question. They are insuring a variety of people at the present time
for programs that involve high reaction rates.

Why in this particular instance? Aside from the number of people
we are targeting toward, the fact that they have elected to calulate
that it's necessary to double or triple the rate is incredible to me. I
find it wholly irresponsible on that basis. Now, I think that if we are
going to appropriate it for a part of the population at a very high
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risk, and if the data in the children indicate that we shouldn't give
it to the children, we will not give it to the children.

Mr. WAXATAN. Dr. Cooper, are you in effect saying that the in-
surance industry is using the possibility of a swine flu pandemic as an
excuse to blackmail the American people into paying higher insurance
rates?

Dr. COOPER. Well-
Mr. WAXMAN. You suggest that you don't understand why they

are charging three or four times more than is customary.
Dr. COOPER. I do not. -I don't translate one to the other, Mr.

Waxman. If you want to pursue that line of questioning, I think you
will have the opportunity.

Mr. WAXMAN. I certainly will have the opportunity to questioli
them, but I want to question you on your statement.

Dr. COOPER. Mv view on this is that we have to reach a more
responsible way of dealing with this in the sense of public service and
the public heath.

Mr. WAXMAN. It's your view that the insurance industry is not
acting responsibly when they are asking to charge three to four times
the ususal rate for a vaccine that does not offer significant risk, while
at the same time they are insuring vaccination programs where
there are more substantial risks involved.

Dr. COOPER. That is correct.
Mr. WAX.MAN. As I understand your testimony, the reason we are

now asking the American people to stand behind this program, because
the insurance companies threaten not to insure the manufacturers.

Dr. COOPER. No, sir, as I pointed out in the testimony, the insur-
ance issue has heightened the problem, but the real problem here
stems from the facts of the Reyes-Wyeth and Davis-Wyeth cases in
which the manufacturers were held liable for essentially dissemination
of information directly to the recipient.

Mr. WAXAMAN. Whatever the legal basis might be for a successful
lawsuit, or even an unsuccessful lawsuit, the real concern to you in
trying to administer the program is to .get the manufacturer to agree
to furnish the vaccine, which they will not do unless they are pro-
tected legally?

Dr. COOPER. Against things that they are not responsible for.
Now, I want to make it clear again that they have not asked me

for protection against their own negligence. Now they are willing to
stand behind that and will seek ways, and as I have been told, even
if the insurance companies refuse their coverage for that. They have
been extremely responsible on that basis but what they are asking
for is for protection against those parts that they are by precedent
liable for and I know its unusual and unique for those parts that we
are responsible for. In other words, determination of safety and efficacy
by scientific study which in an unusual manufacturers preparation,
as you know from the FDA legislation, they have to provide the
data and the information and stand behind it. I

We are doing the studies under these circumstances. We are setting
the recommendations, we are buying the whole lot. We are distributing
it to the States with a full set of recommendations, a full disclosure
statement, which points out what we expect to be the limitation, and
so on.
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It's against those provisions that they seek protection and the
reason they do so is because there is legal precedents for them to be
held liable.

Mr. WAXMAN. Nevertheless, is it your testimony that the insurance
industry will insure the manufacturers against liability for their own
negligence?

Dr. COOPER. I know you have representatives of the manufacturers
here to speak to that. It is my recent information that perhaps one
or two of them now have been informed that their insurance will not
even cover their own negligence in this particular program.

Mr. WAXMAN. How do we know that those manufacturers might
not come to us and say that they can't go ahead with the production
of vaccine unless the Government assumes fiscal responsibility for
liability they might have for their own negligence?

Where is the end to it, when the U.S. Government becomes the
guarantor of liability for manufacturers or physicians or for the Public
Health Service programs run by the State and local governments?

In effect, aren't we saying to the American people-you ought to
take all the risk. If we are going to take all of the risk, what is the
insurance industry doing in the liability business? Why are they
asking for the taxpayers' money? Let's take over the insurance busi-
ness of the county.

Dr. COOPER. We are not asking the public to assume the responsi-
bility for anybody's negligence.

Mr. WAXMAN. Risk?.
Dr. COOPER. Negligence.
What I want to clarify is that we are not proposing in this bill or

any other position that the public pay for anybody's negligence.
Mr. WAXMAN. What guarantee do we have that you won't be here

next month when the manufacturers are told by the insurance in-
dustry they won't cover them for that aspect of liability?

Dr. COOPER. Because I won't come back and I will tell you I
won't come and do it; I won't support that. I will not support a bill
that supports somebody else's negligence.

Mr. WAXMAN. But you are supporting a bill t' .at will take the
insurance company off the hook for insuring what is a minimal risk
on the part of the manufacturers, because the Government, in fact,
is going to assume the responsibility.

Dr. COOPER. I will never propose a bill, whether it is doctors,
manufacturers, public health departments, or anything else, to relieve
them of their own negligence. I think that is irresponsible.

Mr. WAXMAN. What effect is this going to have on all of the other
immunization progams?

Dr. COOPER. I think that is a very important question. The question
of the Reyes-Wyeth case has come up before and it is not a new issue.
The reason it comes up particularly now is because we could not find
a way by contract, or the companies could not find by adequate in-
surance, a means to do this. The reason for this is that it is a very
large program. It brought it to a head but it is not a new issue. As I
said to the chairman or to Mr. Preyer earlier, the issue of broader
dealing with public health immunization activities is one we will have
to deal with.
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In any case, are we advocating relief of anybody's responsibility
for their own negligence? That is not an administration position; it is
not my position, and I will not be here next week with another bill
for that reason.

Mr. WAXMAN. Dr. Cooper, we have been stampeded into passing
this legislation because of the fear of a pandemic, and now we are
being asked to move quickly to take a step that might well have great
consequence in terms of liability coverage for all of the governmental
health programs, and I appreciate your statement that you would
not ask us to protect the manufacturers or the physicians for negli-
gence, but it seems to me once we take that first step we had better
look down the road. We have committed ourselves to a massive
immunization program with some questionable-or minimal, I should
say--suggestion that there may be a pandemic. We are now committing
ourselves to involving the American taxpayers in an insurance pro-
gram for liability.;

Dr. COOPER. Mr. Waxman, do you have children?
Mr. WAXMAN. Yes; I do.
Dr. COOPER. Have you given them DDP shots?
Mr. WAXMAN. I wouldn't give them the vaccine for flu; you say

it is not safe or effective for the children.
Dr. COOPER. Whooping cough and diptht aeria-how many people

are going to die next year, how many cases of that do you think are
going to exist next year in the country?

Mr. WAXMAN. I am interested in your comments.
Dr. COOPER. None, or very little." There were a few in Alaska last

year. Why do people continue to do it? The point is that if we are
trying to make the case here that this is not worthwhile because -I
can't prove right now that it is not going to happen or that a lot of
people are going to (lie, we are missing the whole point of what pre-
ventive medicine is. We would not be here advocating this and we are
not trying to railroad the American public or the Congress into pre-
ventive medicine.

You did a very fine job on the bill on health education and preventive
medicine designed exactly for this purpose.

Mr. WAXMAN. Why aren't we talking about a mass vaccine pro-
gram for other health areas where we have the ability to prevent
illness? Here we are going into a mass program that is going to in-
volve most of the American people for something that may not even
be a risk during the forthcoming flu season.

Mr. Chairman, I appreciate the sincerity of the administration
and its concern that there may well be the pandemic. This was cer-
tainly on the mind of those in the Congress who voted for this.
We were concerned that there may well be a pandemic, and I want to
protect the American people from the eventuality. I don't think that
suggests that because we voted for the program, we have to close our
mind to the reevaluation before we go any further into whether this
is really a program that is necessary. I am interested in later testi-
mony on this point.

Thank you.
Mr. ROGERS. Mr. Maguire.
Mr. MAGUIRE. Thank you, Mr. Chairman.
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Dr. Cooper, what is the period of time that the swine flu vaccine
could be expected in different populations to be effective? Over what
period of time?

Dr. CooPER. How long would the immunization last?
Mr. MAGUIRE. Yes. I have heard everything from 6 months to 2

years and I wonder if you could give us a clear answer on the question.
Dr. SENCER. A fairly good study has been done in recent years that

which indicate that influenza vaccine that contains the appropriate
virus, that is, the virus that causes the disease in that particular time
frame, provides immunity up to 60 percent over a period of 3 years.

Mr. MAGUIRE. Well, what about the particular-
Dr. SENCER. We have not had experience with this; but since we

feel there is not much reason to believe that it is any different than
any other influenza vaccine, we would think that there would be
fairly solid immunity for the first year, waning away over a period
of 3 years to 50 or 60 percent efficacy.

Mr. MAGUIRE. You would not anticipate it would be necessary if
there were an outbreak of the disease this coming winter that people
would have to be revaccinated within the next couple of years?

Dr. SE CER. At the present time I would say no, but we would
want to be doing biological studies and serological studies to try to
make a scientificaly sound decision.

Dr. CooPER. We would not take a final position here that we would
not recommend revaccination for any of these, including the previous
swine A/Victoria, Hong Kong B or the others.

We think there may be reasons, as Dr. Sencer has pointed out,
to recommend within a given time frame, depending on the type of
epidemiologic and serologic data, but we would not foreclose it.

Mr. MAGUIRE. In what month does the flu season usually begin?
Dr. SENCER. The usual influenza season is from October, November,

peaking in January, down by-March.
Mr. M AGUIRE. o getting started in August won't be too early to

begin the immunization program.
Dr. SENCER. That is correct. We hope to get started actually early

in September.
Mr. MAGUIRE. With respect to the question of antibodies, what

has been the experience with regard to children, those over 50, and
others, with respect to the percentage of subjects which showed a
significant rise in antibodies?

Dr. M~rEn. I think Dr. Cooper gave a brief summary of that in
his opening statement.

Just speaking in general terms, the 200 cca dose, which was the
lowest of the three doses tested in adults in the clinical trials, induced
good levels of antibodies and immunity in people who before immu-
nization had no antibodies. As I recall, a 200 cca dose of vaccine
induced a significant antibody response in 75 to 100 percent of the
adults.

The clinical trials which were discussed this past Monday at the
conference at NIH showed that the response of children was less
predictable. One could give them the whole virus vaccine in a dose
that would evoke some febrile reaction in some and get good anti-
body response but smaller doses of the vaccine did not predictably
evoke good levels of antibodies as in adults.
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I might say if you look at the population 25 years above which
gets a slight antibody response with doses of vaccine that would not
be reactive, that is roughly two-thirds of the American population.

Mr. MAGUIRE. Two-thirds of which?Dr. MEYER. Two-thirds of the 4mericanpppulation roughly is in
the age group that would get a predictably excellent response to a
relatively small dose of swine flu vaccine dose that have little or no
side effect of reaction, and we are still exploring.

Dr. COOPER. These are not children, these are adults.
Mr. MAGUIRE. But then what of percentages of the various sub-

population groups are we finding that do not have any significant
rise in antibodies, and therefore I assume would not actually be
protected?

Dr. MEYER. This is largely in the younger population.
Let's take the group of children 6 and 10 years of age. With one or

two of the vaccines in a dosage that would produce some reactions,
you got a very good antibody response, but comparably in adults,
to get that type of response you did not have enough virus to produce
a reaction. You can get a good antibody response in children, but at
the price of having some degree of febrile reaction. Ten or 15 or 20
percent, which is being explored now, is the use of two doses of vaccine,
or larger amounts of the nonreactive vaccines which produce no
reaction but poor antibody response. I think it is possible within 2
or 3 months we may have information that would give us some basis
for making a recommendation going into the younger age groups.

At the moment our data for the above 25 years of age group are
quite good.

Mr. MAGUIRE. Did I hear you correctly that you felt there could
be as many as up to 25 percent of the adults, at least in some age
groups, that would have significant increases in antibodies?

Dr. MEYLR. Yes, sir, it would vary with the exact group, the exact
vaccine, but I would hasten to say. that I referred to influenza vaccine
as an imperfect vaccine. All vaccines are imperfect vaccines. If one
gives polio vaccine, 100 percent do not develop immunity. One
would see a perfect vaccine as one in which you get perfect protection
that lasts the rest of your life, and you never'have an adverse reaction.

Mr. MAGUIRE. I am trying to get a fix on the number.
Dr. MEYER. If one looks at the adult groups in all of the studies,

one is looking at an age range of 25 to 100 years. In these groups, one
finds that with the lowest dose of vaccine used, no less than 75 percent
developed antibodies and I think the average overall percentage was
somewhere up in the high eighties or low nineties.

Mr. MAGUIRE. Does that mean 75 percent developed significant
amounts of antibodies?

Dr. MEYER. Yes, sir.
Mr. MAGUIRE. Or some antibodies.
Dr. COOPER. To the particular dose that was administered to that

group.
Mr. MAGUIRE. Up to 25 percent then really don't develop anti-

bodies.
Dr. MEYER. Did not develop at the level I specified. I was giving

you a quote on antibody leveks-
Mr. NMIGUIRE. OK. Among children what is the experience with

the testing that has been done so far with the small doses, as opposed
to the, if I might use the phrase "hyped up" doses?
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Dr. MEYER. This gets into very detailed data.
Mr. MAGUIRE. Is it 50 percent, 60 percent, 70 percent that don't

develop significant antibodies?
Dr. MEYER. The split virus vaccine given as a single dose was

not at all effective in children and less than 50 percent developed
antibodies. With the whole virus vaccine, it varied somewhere on the
dose. There were some groups in which, as I recall, 80 percent or more
of the children did develop good levels of antibodies. As I say, to get
that 80 percent with antibodies you will have an occasional febrile
reaction in the child, whereas a comparable dose in an adult did as
well.

Mr. MAGUIRE. I have always had febrile reactions to flu shots and
some years ago I abandoned taking them because I always

Dr. COOPER. Most children-a lot of children -get febrile reaction
to the DDP shots and measles and everything else. That is not a
novelty.

Mr.'MAGUIRE. You haven't done anything with children under
3, is that correct? Don't they get the flu also?

Dr. MEYER. Yes, sir.
Mr. 'MAGUIRE. What do we do about that?
Dr. MEYER. Your interest is in the whole population. What one

does is recognizing a potential for increased activity in children is in
the experimental study. We are describing the experimental studies.
In a mass use program, one starts first with the adults. This is the
safest group. After getting a base of information on a particular
vaccine, a dose, one then moves down into older children, the 6 to 10
year old group. One then moves down to the 3 to 5 year old group.
This is the stage the studies are in now. You are in the 3 to 5 year
old group, and only after getting a safe experience would one move
down.

Mr. MAGUIRE. In your experience would you say the problem
with children is going to be solvable, that we are going to be able to
develop some combination of vaccines or serological innoculation
which will result in perhaps the same 75 percent figure of effectiveness
but without reaction that would be acceptable?

Dr. MEYER. I think it is like most problems we deal with that are
complex. Most problems we deal with can be solved to a certain extent
but do not lend themselves to complete solution. With regard to
children, if there were a high enough risk of flu one would feel confident
in giving children these vaccines at doses showing some reactivity.

We are experimenting to see if we cannot achieve the same pro-
tection with less reactivity, as I previously mentioned, by divided
doses. Past experience suggests that one will be able to do a better
job of immunizing and have less reaction using the divided doses;
this is almost predictable.

Dr. COOPER. As we said on page 6 of my testimony, we are studying
the two doses and other maneuvers.

Mr. MAGUIRE. Let me ask about the bivalent vaccine for the
elderly.

As I understand it, it is swine flu plus A/Victoria, is that correct?
Dr. COOPER. Yes.
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Mr. MAGUIRE. Is A/Victoria still likely to be a threat in the next
few years, or have we tailed off on A/Victoria.?

Dr. COOPER. Yes.
Dr. METER. Based upon the clinical data, in the studies that we

are referring to, if one looks at either the elderly adults or young
adults, roughly 40 percent had no detectables antibodies, no antiodes
to A/Victoria. One could say, at least of the adult age group, that if
this is representative of the population, then on the order of 40 or 45
percent of our population at this time is susceptible to A/Victoria flu,
or something similar.

Mr. MAGUIRE. If you were picking right now something to go along
with the swine flu, you would pick A/Victoria for the future?

Dr. MEYER. What you always do is pick the latest of the A strains.
If something new came up, one then evaluates something new. There
is nothing newer at the moment among the conventional A strains
than A/Victoria.

Mr. MAGUIRE. You have 20 million doses of this, right?
Dr. MEYER. The number of doses, sir, will depend upon the exact

CCA that is recommended for each human dose; this is not yet deter-
mined. There will be at least 20 million doses, perhaps more.

Mr. MAGUIRE. You have many more people !n the high--risk cate-
gory, do you not, that are supposed to be receiving that?

9)r. MEYER. Yes, sir.
Mr. MAOUIRE. How many?
Dr. MEYER. Dr. Soncer could probably answer questions about

high-risk category better than I can.
Dr. SENCER. This is a very difficult figure to come up with with any

degree of precision. We have estimated in the past between 25 and
30 million people in the category.

Mr. MAGUIRE. So this available dosage will not cover those people.
- Dr. ME YER. Let me jump in, Dr. Cooper. I would like to correct
something on your assumption there.

I am not playing with words, but I was trying to be hesitant in
giving an absolute answer because we are still reviewing, all of our
experts and ourselves, the data presented at the conference last

londtay. We are still getting computer printouts and analyzing data
but it app cars that it may be possible to use a 200-CCA (lose of
Victoria; lsay it nay be possible. We are still evaluating the data.

Antibody response on the preliminary evaluation is about as good
as it is with 400-CCA (lose which is not too surprising. If we end up
with a 200-CCA dose, there probably would be more than enough
Victoria antigen. You might even want to consider reducing the
minimum age for those eligible to receive the bivalent vaccine. So
we are not thinking in terms of a shortage of the bivalent vaccine.

Mr. MNIAGU~iEu. Thank you, Mr. Chairman.
Ir. RoGERs. Thank you.

Dr. Cooper, Aren't we really talking about the Government
assuming responsibility to notify people about the vaccine?

Dr. COoPEr. Yes, that. i a major part. It is also a major part if
our calculation of dosage were wrong, it would be our fault.

Mr. ROGERS. Shouldn't we perhaps zero in on failure of recipients
of the vaccine to receive proper notice of the risks and benefits?

76-371-70-----3
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Dr. COOPER. That is a very large portion of the concern, and it was
the basis of the Reyes decision, yes, sir.

Mr. ROGERS. I think, Counsel, it might be well if you would let
us have more specific language. This other seems quite broad.

Mr. TAFr. Yes.
Mr. ROGERS. Look at that and let us have some language. I think

it woild be helpful to the committee, Mr. Taft.
Mr. 1AFr. 1 would be pleased to do that. What we have done is

attempt, as Dr. Cooper described in his statement, to provide author-
ity that would permit the Secretary to do what we consider to be
reasonable, within the parameters ol the legislation. There are many
things. There would be notice, for instance, which you mentioned and
which the case referred to, which we have responsibility for.

It would be possible for the Secretary in his negotiation with the
manufacturers to write the contract in such a way, consistent with the
legislation that we have proposed, that it only dealt with notice, and
if we were able in our negotiation with the manufacturers to arrive
at that position, we would certainly do that, and I think we would
not go any further in exposing the Government to liability than was
necessary.

The legislation would permit us to go into a variety of other things.
Mr. ROGERS. Well, I am not, sure how broad we want to make it.

Thab-is why I think it would be well for you to let us have language
defining more precisely the obligation that. the Government would
assume under this particular piece of legislation.

Mr. TAFT. What I was trying to point out is the risk in that ap-
proach, which is one of the reasons why this legislation was proposed
in the first place. In view of the Antideficiency Act, we did not have
sufficient flexibility in drafting our contracts with the manufacturers
to meet what in the end we were forced to concede were reasonable
concerns of theirs. The breadth of our proposed legislation gives us
the flexibility we need to meet reasonable concerns.

Mr. Ro3ERS. That is why I want you to let us have specific language
indicating you!r position with respect to the concerns that this com-
mittee should address itself to.

Mfr. TAFT. We will be happy to work with you on that.
Mr. Rooms. Also for the recor(l--
Mr. WAXIMAN. I am1 a little concerned abo it the present testimony.

As I understood Dr. Cooper's testimony, the only area of concern
was the question of notice because of the lReyes case. Now we are
talking aboit a more incluxi4ve potential liability that the Govern-
luIeut is goingto a,,sulnle.

Dr. COOPER. The Chairman asked the counsel to separate out the
issue of notice from tlie others. however, what I pointed out in my
testimony is that there are areas for which we are regularly responsible
in this kind of program that are not their responsibility.

We are doing the studies on these. Normally in dine development
of a project thev do the studies and present the data. We are doing
it. I see no reason why they should be held for our doing the studies
or our interpretation.

Mr. WAXMN . Why would one think they would be held responsible
for that which we are responsible for?
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Dr. CooPER. I don't know the answer.
Mr. TAFT. We do not believe, and we have attempted to persuade

the manufacturers, that they would not be held responsible for that.
We could not, however, deny the possibility, as Dr. Cooper said in
his statement, and we don't think that they should be held responsible
for our errors.

Mr. RoGERs. 'his is why I want you to articulate what you think
you r responsibilities are so we are not, giving a broad immunity.

M1r. WAXMAN. Could the statement also give us an explanation of
the potential liability which HEW foresees and for which the Govern-
ment may involve itself in the negotiations?

1)r. CooPER. We will be glad to draw out what the issues are,
their bases, and their relative weight.

M r. RoGERs. I would also like for you to put in the record-I
won't ask you to respond now-the liabilities and responsibilities
of the various people in the program and please indicate how they
(lifter-the manufacturers, the Federal Government, State healthIi
departments, local health departmentss, physicians, when they are
paid, and when they act in a voluntary capacity, hospitals in normal
practice offering a mass program, schools, and others that might
participate. I think we should have those articulated.

Mr. TAFT. We will provide that. I think it will be useful.
[Testimony resumes on p. 33.]
[The following letter andattachments were received for the record:]

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,
OFFICE OF THE SECRETARY,

Washington, D.C., July 1, 1976.
lion. PAUL G. ROGERS,
Chairnian, Subconnittee on Ileallh and the En.vironment,
House of Representatives, Washington, D.C.

)EAR MR. CHAIRMAN: At the oversight hearings on the National Influenza
Immunization Program, you asked that we submit for the record a statement on
the potential liability of the various participants in this program.

I am enclosing a statement discussing the potential liability of the (1) Federal
Government, (2) vaccine manufacturers, (3) state and local governmental agencies,
(4) private, non-profit organizations and institutions, and (5) physicians, health
professionals, and other individuals, including employees of staW and local govern-
mental agencies and of private organizations, and persons serving as volunteers
for such agencies and organizations.

Except for the Federal governmentt and, to some extent, the manufacturers,
liability is governed by state law. Since it would be virtually impossible to review
the statutory and case law of fifty states, the statement we have prepared is, of
necessity, an overview of tort liability rather than a detailed state by state analysis.

As I)r. Cooper noted in his testimony, we believe that it is necessary that legisla-
tion be enacted authorizing the indemnification of the manufacturers for failures in
that part of the inmmunization program for which the Government is assuming
resp ousibility and over which the w-anufacturers have no control. Notwithstanding
the ined for the legislation, we deplore the exaggerated statements of the risks of
vaccination, the inflated estimates of potential lawsuits, the cancellations of
insurance and the increases in insurance rates-all of which have beclouded the
the fact that the vaccine is safe and that the risks of serious reactions from inocula-
tion are very low.

We trust that the matter of potential liability of all participants in the program
will be viewed with a sense of balance and perspective.

Sincerely yours, WILLIAM 1. TAFT IV,

General Counsel.
Enclosure
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POTENTIAL LIABILITY OF PARTICIPANTS IN THE NATIONAL INFLUENZA
IMMUNIZATION PROGRAM

1. LIABILITY OF THE FEDERAL GOVERNMENT

The Government i liable under the Federal Tort Claims Act (FTCA) for the
negligent or wrongful acts or omissions of its employees acting within the scope of
their employment. 28 U.S.C. 2672. Individuals claiming injury in the course of
the immunization program may assert a tort claim against the Government on
the following four grounds:

A. Negligence by the Secretary and other HEW officials in the decisions to
undertake and to proceed with the program;

B. Negligence by the Food and )rug Administration in approving particular
lots of the vaccine;

C. Negligence by the Public Health Service in (1) investigating and determining
the risks of inoculation with the vaccine, (2) developing the content of a statement
of the benefits and risks of inoculation, and (3) taking steps to assure that each
person inoculated is informed of those benefits and risks; and

J). Negligence by physicians or other health professionals employed by the
Federal Government in administering the vaccine to other than Federal employees.

Each of these grounds of possible governmental liability is discussed below.

A. Decision to proceed with the pr'ram
Conceivably a person claiming injury from inoculation with the vaccine could

allege negligence by the Secretary and other HEW officials In the initial determina-
tion to undertake the immunization program or in subsequent decisions to go
forward with the program following the clinical testing.

We see virtually no risk of liability to the Government from allegations of this
nature because of the availability of the so-called "discretionary function" excep-
tion to the FTCA. The Act exempts claims based upon the "exercise or performance
or the failure to exercise or perform a discretionary function or duty on the part
of a federal agency or an employee of the Government, whether or not the discre-
tion involved be abused" 28 U.S.C. 2680(a). It is well established by case law
that the discretion protected by this section is "the discretion of the executive or
the administrator to act'according to one's judgment of the best course, a con-
cept of substantial historical ancestry in American law." Dalehite v. U.S., 346
U.S. 15, 34 (1953). The rule laid down by that decision and later decisions inter-
preting the discretionary function exception is that the exception is available
where the decisions of Government officials involve considerations of "policy
judgments as to the public interest." Griffin v. U.S., 500 F.2d 1059, 1064 (3rd
Cir. 1974).

The determinations to proceed with the flu immunization program, both at the
outset and after clinical testing data became available, clearly involved policy
judgments. The discretionary function exemption would therefore be available
to the Government irrespective of whether, in the hl1guage of 28 U.S.C. 2680(a),
"the discretion involved [was] abused."
B. FDA approval of particular lots of the vaccine

Flu vaccines are biological products regulated under section 351 of the Public
lHe(alth Service Act, 42 U.S.C. 202. Pursuant to this section and the regulations
issued thereunder, 21 CFR Parts 600-680, the Secretary of HEW issues licenses
for the manufacture of biologics upon the determination that the product involved
meets the regulatory standards for safety, purity, and potency.

The Government was held liable under the FT CA In Griffin v. U.S., supra to a
plaintiff who had contracted polio after being administered Sabin oral live virus
polio vaccine. The court found that the lot from which the vaccine came had been
released for use by the Division of Biologic Standards of NIH1 even though it
did not meet the neurovirulence standards established in the regulation. The
court held that this was negligence per se and that, therefore, the Government
was liable under the FTCA. The court held that the action of the Government in
failing to apply the regulatory standards did not involve policy decisions of a
discretionary nature, and that, therefore, the discretionary function exception to
the FTCA was not available to the Government.

Thus, the Government can be held liable under the FTCA if the FDA deliber-
ately or negligently fails to adhere to its regulatory standards in certifying batches
of vaccine.

I The Division of Biologic Standards of NIH formerly administered the regulation of
biological products. That function was later transferred to the Bureau of Biologicm, FDA.



29

C. Responsibility of the Government for determining risks of inoculation and notifying
vaccines of such risks

For the flu immunization program, the Government has assumed responsibility
for certain functions which would normally be performed by a drug manufacturer.
These are responsibilities for (1) investigating and determining the risks of inocula-
tion with the vaccine, (2) developing the content of a statement of benefits and
risks of inoculation, and (3) taking reasonable steps to assure that each person
inoculated is informed of those benefits and risks.

The Government might be held liable under the FTCA to a plaintiff who re-
ceived injuries from inoculation and who establishes that the Government wits
negligent in failing to carry out one or more of the above three functions. In both
Davis v. Wyeth Laboratories, Inc., 399 F.2d 121 (9th Cir. 1968) and Reyes v. Wyeth
Laboratories, Inc. 498 F.2d 1264 (5th Cir.), cert. denied 419 U.S. 1096 (1974), the
manufacturer of Sabin live polio vaccine was held liable to the plaintiffs who were
found to have contracted polio from the vaccine even though the plaintiffs did
not establish negligence in the manufacture of the vaccine. In both cases, the
court-s applied the "strict products liability" rule set forth in section 402(A) of
the Restatement (Second) of Torts of 1965 that the manufacturer of a so-called"unavoidably unsafe product" is under a duty to see to it that proper warning of
the hazards of the use of the product reaches the user. The courts held that the
Subin oral live virus vaccine was an "unavoidably unsafe product" in that, in the
language of comment k to section 402(A) of the Restatement of Torts, it was
"incapable of being made safe for fits] Intended and ordinary use." The manufac-
turers were held liable for failure to give the requisite notice to the plaintiffs, who
received the vaccine in community clinics, of the risks of ingestion of the vaccine.

In an action under the FTCA premised on the negligence of the Government
in carrying out any of the three functions listed above, the Government might
successfully invoke the discretionary function exception. The determination of
what the risks of inoculation are, which depends largely upon interpretation of
data from the clinical testing of the vaccine and data from other flu vaccination
campaigns, would likely be deemed by the courts to be matters within the dis-
cretfon of the Government officials Involved.

Similarly, the development of an adequate statement of the benefits and risks
of inoculation would require the kind of exercise of judgment which the case law
(see Dalehite and Griffin, supra) has held to be protected by the discretionary
exception.

We believe the discretionary function exception would als be a defense to a
Suit against the Government premised on the failure of a plaintiff to receive notice
of the benefits and risks of inoculation. The decision as to the method by which
the Government chose to discharge its responsibility to seu to it that vaccinees
are notified of such benefits and risks, i.e., through inclusion of a condition in the
grants to state health agencies to make appropriate arrangements for the com-
munication of the notice to vaccinees, would appear to be an exercise of discretion
within the meaning of the exception in 28 U.S.C. 2680(a). Where there is a break-
down in the communication of the notice to a vaccinee, the Government will be
held liable only if the breakdown can be attributed to the negligence of a Govern-
ment employee. Although courts have been permitting recovery on the theory of
strict liability (without negligence) under certain circumstances, the Government
cannot be held liable under the FTCA on a theory of strict liability. A plaintiff
must establish negligence in order to recover under that Act. Laird v. Neims, 406
U.S. 797 (1972). Where the breakdown in the communication of the notice is
attributable to the negligence of the grantee or to the clinic in which the vaccina-
tions were given-rather than to the Government's negligence-a recovery under
the FTCA would be unlikely.
D. Administration of the vaccine by Federal personnel

It Is unlikely that the vaccine will be adrfiinistered, to any large extent, by
federal physicians and health professionals, except to other federal employees.

A federal civilian employee who alleges that he was injured by the negligence
of a federal physician or health professional in administering the vaccine, would
not have an action under the FTCA since a claim under the Federal Employees'
Compensation Act, 5 U.S.C. 8101, et seq. would be available to him. Suits by
federal civilian employees under the FTCA are prohibited when the remedy under
the Compensation Act is available. 5 U.S.C. 8116(c). Uniformed service personnel
of the Government, including the Commissioned Corps of the PHS, would also
not have a remedy under the FTCA, but would be limited to compensation
provided for members of the military and other uniformed services. Fetes v. U.S.,
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340 U.S. 135 (1950); Alexander v. U.S., 500 F. 2d I (8th Cir. 1974), cer. denied,
419 U.S. 1104 (1975).

Where the vaccine is administered by federal personnel to persons not employed
by the Federal Government, the United States would be liable under the FTCA
if its employees are negligent in the administration of the vaccine, e g failure to
sterilize a syringe needle. If the negligence can be established by the failure of a
federal health professional to obtain the informed consent of vaccinee, the Gov-
ernment would also likely be liable under the FTCA.

The recent decision of the Supreme Court in United Stales v. Orleans, 44 L.W.
4700 (June 1, 1976), established that the United States would not be liable under
the FTCA for the negligence of non-federal personnel who administer the vaccine,
e.g., private physicians, employees of public or private agencies, since such
personnel would not be receiving day-to-day supervision by the Federal Govern-
ment. The fact that the Government conceived and planned the immunization
program, investigated the risks of inoculation, developed and arranged for the
communication of the notice to vaccineets supplied the vaccine, and, in large
part, funded the program would not be sufficient to make any of the non-federal
participants in the program employees or agents of the United States for purposesof the FTCA.

I. LIABILITY OF THE VACCINE MANUFACTURERS

As noted in the discussion in Part I, the responsibility which the courts in
Davi8 and Reyes placed upon the vaccine manufacturers to communicate warnings
of the risks of Sabin oral live polio vaccine-was based upon their determination
that the Sabin vaccine was an "unavoidably unsafe product," i.e., a product
"incapable of being made safe for [its] intended and ordinary use." Restatement
(Second) of Torts, section 402(A), comment k (1965). The Sabin vaccine was
considered to be such a product since there was a chance-albeit a very small
chance-that a person to whom the vaccine was administered could contract
polio from the vaccine. Flue vaccines, including Swine and A/Victoria, are made
of killed-rather than live-viruses, and thus a person inoculated with flu vaccine
cannot contract the flu from the vaccine. There have been no reported deaths
from flu vaccine since the early days of the use of such vaccines in the 1940's.
Serious reactions from the vaccine are very rare.

Under these circumstances, a court would likely decide that the Davis and
Reye. standards of liability are not applicable in a suit against a manufacturer
in which the plaintiff alleges that he id not receive notice of the hazards of the
flu vaccine or that the notice was inadequate. If the notice-giving function is not
imposed upon the vaccine manufacturer, it could be held liable only for delivery
of vaccine which was negligently produced or handled.

We cannot, however, deny the possibility that some courts may apply the same
standards of liability as were applied in Reles and Davis, particularly in view of
the magnitude of the flu immunization program and the fact that the vaccine
will be frequently administered on a mass in community clinics without physician-
patient relations hip that generally accompanies the administration of prescription
drugs.

Yven assuming that the courts would apply the DavipReye standards of
liabilit, it does not necessarily follow that the manufacturers would be held
liable T0rany failure in the notice-giving function. As Dr. Cooper has testified,
this function will be assumed entirely by the Public Health Service. Our contracts
with the manufacturers for the purchase or the vaccine will so provide. Thus,
a court might hold the manufacturer to have been relieved of the responsibility
for giving the requisite notice to vacciiiees by the provisions in the contract under
which the Government assumed that responsibility. Other factors which might
militate against the imposition of the notice-giving requirement on the manu-
facturer of flu vaccine are (1) the vaccine has been tested by the Government-
not the manufacturers, and (2) the Government is purchasing the manufacturer's
entire output the vaccine, thereby effectively foreclosinb the manufacturer from
making appropriate arrangements with the public health agencies and clinics
which willlargely administer the vaccine to give notice of the risks of inoculation
to vaccinees. I

Even if a court would not relieve the manufacturer of the responsibility for the
notice-giving function, it might deem that function to have been satisfactorily
discharged through the provisions in the contract. Davis held that it was "the
responsibility of the manufacturer to see that warnings reach the consumer,
either by giving warning itself or by obligating the purchaser to give warning.'
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399 F. 2d at 131. This language was quoted in Reyes. 498 F. 2d at 1276. A court
might therefore consider a manufacturer of flu vaccine to have discharged the
notice-giving function by obligating the purchaser to give warning, particularly
since the purchaser in this instance, the Government, bought the manufacturer's
entire output of vaccine and had the wherewithal to implement the notice-giving
obligation through placing appropriate requirements in its grants to the state
health agencies.

It is therefore our belief that the manufacturers would likely not be held liable
for a failure in the notice-giving function either because the Government has
relieved them of that responsibility or because they discharged their responsi-
bility by requiring the Government, as the purchaser of the vaccine, to perform
that function. There are, however, no judicial decisions dealing with comparable
situations. It is conceivable that a court, state or federal might hold that the
manufacturer cannot divest itself of the responsibility of the notice-giving func-
tion, particularly to a purchaser who would not itself administer the vaccine to
the public. A court might construe the language in Davis and Reyes that a manu-
factuirer must "see that warnings reach the consumer . . . obligating the
purchaser to give warning" as applying only to situations in which the purchaser
administers the vaccine or is abl to communicate the notice directly to the
vaccinees.

In short, we cannot predict with any degree of certainty the outcome of an
action by a vaccinee against a manufacturer of flu vaccine predicated upon the
failure of the vaccinee to receive adequate notice of the risks of inoculation.

I1. LIABILITY OF STATE AND LOCAL GOVERNMENTAL AGENCIES

The immunization program is a cooperative effort which will involve the
states and their political subdivisions. The Public Health Service is providing
funds and vaccine to its grantees, generally the state health agencies, which will
be responsible for the arrangements to have the vaccine administered to the
public. This will likely often entail the use of community clinics run by municipal
or county health agencies.

As sovereigns, all states were initially immune from tort liability. Over the
years, there have been inroads in a number of states on the doctrine of sovereign
immunity from tort liability, either by legislative or judicial action. The doctrine
still prevails, however, in most states for both state and local governmental units.

At the local governmental level, the "central idea in the law of municipal tort
liability is that a municipality is liable for its torts in the exercise of proprietary
but not governmental functions." Davis, Administrative Law Treatise, J 25.07.
The Supreme Court has noted, however, that thereee probably is no topic of
law in respect of which the decisions of the state courts are in greater conflict
and confusion than that which deals with the differentiation between the govern-
mental and corporate powers of municipal corporations. This condition of conflict
and confusion is confined in the niain to decisions relating to liability in tort for
the negligence of officers and agents of the municipality. In that field, no definite
rule can be extracted from the decisions." Brush v. 1C.I.R., 300 U.S. 352, 362
(1937). Notwithstanding the difficulty in differentiting, at times, between a
governmental and proprietary function, taking into account the public benefit
to be derived from the flu immunization program and the fact that no profit
will accrue to the local governmental unit from the program, there seems little
doubt that the program would be regarded as a "governmental" function. In
those jurisdictions in which the proprietary/governmental function distinction
is made, the municipality or other local governmental unit involved would not
be liable for the negligence of its employees in the administration of the vaccine.

One indirect method by which tort liability of state and local governmental
units is created is through the use of, liability insurance. Generally immunity is
waived in such instances to the extent of the insurance coverage. Davis, supra,
§ 23.04.

Assuming that a particular state or local governmental unit is not immune
from tort liability, a person who establishes injury from inoculation with the
vaccine might successfully sue the state and local governmental agencies involved
for damages on several grounds, including (1) negligent administration of the
vaccine, (2) failure to give adequate notice of the benefits and risks of inoculation,
and (3) negligence in the storage or handling of the vaccine prior to its administra-
tion to the plaintiff.
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The fact that the Federal Government or the manufacturer might be respon-
sible for seeing to it that a vaccine is given notice of the risks of inoculation
would not absolve a local health agency, which is administering the vaccine,
from obtaining the informed consent of the vaccinees.

IV. LIABILITY OF PRIVATE, NON-PROFIT AGENCIES

In addition to state and local governmental agencies, it is expected that a
number of private, non-profit agencies will participate in the program, e.g.,
non-governmental neighborhood health centers. At one time, in a number of
states, private, non-profit agencies, organizations and institutions which were
organized for charitable purposes enjoyed immunity from tort liability. This
"charitable immunity" doctrine survives today in only a handful of states. See
annotation in 25 ALR 2d, § 39.

In those states in which the doctrine is not applied, non-profit agencies or or-
ganizations which administer vaccine could be successfully sued by persons who
are injured from inoculation and establish negligence by the employees of the
agency or organization. The grounds upon which such suits might be brought
would be the same as those discussed in Part III, viz., negligence in administering
the vaccine, failure to obtain informed consent, and negligence in storing or
handling the vaccine.

V. LIABILITY OF INDIVIDUAL HEALTH PROFESSIONALS

Some physicians will participate in the program in a dual capacity-in their
private offices and as volunteers for public or private health agencies. Other
health professionals will participate either as employees of, or volunteers for,
such public and private agencies.

A private physician could be held liable for the negligent administration of
the vaccine or for failure to obtain informed consent. The grantee of the 13I1S,
the state health agencies will send copies of an information statement to all
rvate physicians who receive vaccine through a program assisted by the grant.

Wile the physician will not he obligated to furnish this statement to patients who
receive the vaccine from him, he might be held liable if he fails to obtain the
informed consent of his patient to inoculation.

Physicians who serve as volunteers for private agencies could also be liable for
negligence in administering the vaccine. Health professionals serving as employees
of, or volunteers for, private, non-profit agencies could be held liable on the same
grounds. -

A physician or health professional administering the vaccine in a community
clinic run by a public or private agency would not have a physician-patient
relationship with the vaccinee. The informed consent would be obtained by the
clinic through furnishing the vaccinee a statement of risks and benefits prescribed
or approved by the Center for Disease Control. The physician or other health
professional could conceivably be held liable for the failure of the clinic to furnish
the statement to the vaccinee.

Generally employees of public agencies are immune from liability for negligence
in the exercise of discretionary authority, but are iiable for negligence in performing
ministerial functions.2 While this dichotomy does not seem to fit the administra-
tion of the vaccine in a clinic run by a public agency, the physician or health
professional employee of the agency would probably not be immune from liability
for negligence since the administration of the vaccine would likely be regarded as
a routine function.

Physicians and health professionals who serve public agencies in a voluntary
capacity would probably be held liable for. their negligence. At least one state,
Pennsylvania, exempts from liability (except for gross negligence) physicians and
nurses who participate as volunteers in mass immunization projects approved
by the Pennsylvania Department of Health. 35 Health and Safety Code § 10151,
Purdon's Pa. Stat. Ann.

A number of states afford one or more forms of protection for state or local
government employees against whom suits are brought for acts or omissions
within the scope of their official duties. Three types of protection are afforded:

1. Some states require or authorize the purchase of liability insurance for
state or local governmental employees;

I Davis, supra, 1126.01, 26.02.
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2. Some states require or authorize indemnification for state or local govern-
mental employees who are held liable f9r actions in the performance of their
official duties; and

3. Some states require or authorize legal representation for state or local
governmental employees who are sued for acts within the scope of their official
duties.

CDC has compiled lists of states which provide the three types of protection
discussed above. These lists, which are attached to this statement, are based upon
rather hasty research and do not purport to be complete. The lists include only
those states which provide protection for county and municipal employees,
although the same type of protection is provided by some states for state employees
as well.

Attachments.
States requiring or authorizing purchase of liability insurance generally for

county and/or municipal officers, employees, and agents (without express exclu-
sion for governmental functions)

1. Arizona 14. Michigan
2. California 15. Minnesota
3. Colorado 16. Missouri
4. Connecticut 17. New Hampshire
5. Florida 18. New Mexico
6. Georgia 19. North Carolina
7. Illinois 20. North Dakota
8. Indiana 21. Oklahoma
9. Iowa 22. Oregon

10. Kansas 23. Vermont
11. Maine 24. Washington
12. Maryland 25. West Virginia
13. Massachusetts 26. Wyoming

States requiring or authorizing indemnificatoin generally for county and/or
municipal officers, employees, and agents (without express exclusion for govern-
mental functions)

1. California 9. Missouri
2. Connecticut 10. New Jersey
3. Florida 11. New York
4. Illinois 12. Oklahoma
5. Iowa 13. Oregon
6. Masachusetts 14. South Dakota
7. Minnesota 15. Utah
8. Mississippi 16. West Virginia

States requiring or authorizing legal representation generally for county and/or
municipal officers, employees, and agents (without express exclusion for govern-
mental functions)

1. California 10. Minnesota
2. Colorado 11. Mississippi
3. Connecticut 12. Missouri
4. Florida 13. Nevada
5. Georgia '14. New York
6. Illinois 15. North Carolina
7. Iowa 16. Oklahoma
8. Maryland 17. Ore o
9. Michigan 

18. Utah

Mr. ROGERS. We have quite a list of witnesses and we may want
you to come back. We will want to be in touch.

Mr. MAGUIRE. Dr. Cooper, I have a report from the State of New
Jersey, commissioner of health, which indicates that the money
awarded to the State is significantly short of what they would expect
they would have to spend in order to conduct this program by about
half a million dollars, to be precise.
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Mr. Chairman, I would ask permission to insert that report into the
record at this point.

Mr. ROGERS. Without objection.
[The report referred to follows:]

REPORT OF JOANNE F. FINLEY, M.D., M.P.H., STATE COMMISSIONER OF
HEALTH, STATE OF NEW JERSEY DEPARTMENT OF HEALTH, TRENTON, N.J.
The budget committee of the In-House Task Force of the New Jersey Depart-

ment of Health, to implement the immunization program, has updated its budget
to more accurately reflect current needs in conjunction with the program as it isemerging from the CDC. We have compared our new estimates with the $731,447
grant award received June 23, 1976. Our "bare bones" budget is $576,258 short of
being able to afford us the capability of providing a program that will be re-
sponsive to the immunization needs of the eligible residents of New Jersey.

Our largest single anticipated cost is for personnel. For example, for evening and
weekend technician and nurse assignments we anticipate the need "or 70,000
man hours, but the CJ)C grant allows us the funds for only about 35,000 man
hours. In this highly industrialized State it is only logical to assume that we
must provide the immunization services during hours other than those considered
to be the normal working day.

Furthermore, the laboratory and field surveillance manpower needs far exceed
the capability of the existing staff normally engaged in surveillance activity.
Compounding this problem is the lack of clearcut guidelines for immunizing
individuals under age 24 and tbose tht are pregnant. We will definitely have to
monitor school children to determiz. if the disease ii manifesting itself in that
unprotected age group. Also, countless bloods received from individuals hospital-
ized with flu-like illness and from individuals that have expired from similar
illnesses, must be analyzed to determine if the virus is present.

If the disease beings to appear in the unprotected ago group the present reasons
(low seroconversion vs high reaction rate) for not providing an effective vaccine
will be negated. We would have to muster a crash effort to reach over 1,000,000
individuals in a very short period of time. This second effort, plus the conceivable
need to provide booster shots for individuals in the 24 to 35 years old age group,
as well as for chronically ill children under age 24, serves to emphasize how skimpy
our budget really is. The grant provides $282,799 for all personnel costs. Our
anticipated minimal need is $560,000 without the extra efforts implied for the
unprotected age groups. This minimum budget is actually confined to the costs of
actual teams who will give the immunizations. For medical services, recordkeeping,
traffic control, clerical help, for space and much equipment, we already know we
can depend on the volunteer efforts of many public and private agencies.

Coincidentally the grant provides $134,205 for travel and we anticipated our
needs to be $125,000. We feel we will be able to hold these costs down by using
State, county, municipal, and civil defense vehicles. However, we will be in
trouble if situations such as those previously mentioned develop.

The supply category is one in which we feel the grant of $114,410 falls far short
of our needs. We feel very strongly that someone has failed to take into con-
sideration laboratory supplies for the tremendous task of providing surveillance,
as well as the need to repair the guns, and the alcohol wipes and band aids neces-
sary to protect tha tirget-6 million arms.

Further, we do not feel enough thought was given in the original federal author-
izations to enable the CDC to provide enough for needles and syringes for im-
munizing housebound patients and senior citizens, residents of smaller nursing
and boarding homes, industrial plants, and State and county institutions. Again,
if we have to provide booster shots and or reach the under age 24 population, our
supply figure of $204,950 will be grossly insufficient.

We also know that to conduct a successful, meaningful program we will have
to "get the word out," and in a manner which will hopefully keep those under
24 years of age out of our immunization sites until the appropirate time, whiie
sti Iattracting those over age 24, and the chronically ill of all ages. The other
problem is that at some pont in time we may have to go back, first with educa-
tional materials, and then with the immunization guns to reach those under age
24 or to provide boosters.

We are still not clear as to whether the Federal Government is going to supply
the consent IBM cards or if we must. This item alone could conceivably cat up
all currently allotted printing budget, and leave nothing for health education
materials.
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There is now evidence from the vaccine trials that there are, for at least a large
and significant population over 24, and especially for debilitated and chronicaLly
ill oder persons vaccines that are quite effective and with minimal reaction rates.
Therefore, in New Jersey, as a matter of State policy, we are preparing to offer
these valuable preventive health services to several million people in the appro-
priate age groups. 1

To do this we must have he!p to eliminat-3 the $576,258 budget deficit. The
assistance of Congress in this effort to protect the residents of the State of New
Jersey is needed and appreciated. We also must not jeopardize our capability to
continue to provide other health programs for our residents for the balance of
fiscal "76". It was appropriate to confine initial Congressional authorizations
primarily to vaccine manufacture, but now that the first trials have been reported:

The CDC and State health units must be permiteed the wherewithal to conduct
the necessary scientific surveillance.

The CI)C should be permitted to convene further expert conferences to deter-
mine the scientific consensus as to the need vs the safety of immunizing pregnant
women; and to come to sonic conclusions as to the course with the population
under 24.

The nation should be afforded the underwriting of further efforts to develop
an effective but safe vaccine for the younger age groups-if the $135,000,000
already appropriated does not do so.

State Htealth I)epartienL responsible for the administration of the massive
immunization effort should be allowed the capability of reaching an informed
public and conducting a safe and effective program.

NEW JERSEY INFLUENZA PROGRAM-ANALYSIS OF APPROVED FEDERAL BUDGET AND DEPARTMENT
ANTICIPATED COSTS (FINANCIAL ASSISTANCE ONLY)

Department Federal Difference:
cost approved (shortage)

estimate budget balance

Personnel:
Technicians and nurses ........ -------------------------------- 560,000 137, 610 (422, 390
pdem ooy ................................................. 48,5 0 35,477 (13,023

Laboratory support ---------------------------------- 29, 820
Courier service ............................................... 8, 000 11, 130 3,130
Clerical support .......................................... .... 51,270 55,078 3, 808
Maintenance of equipment ---------........................... 12,000 16,427 4,427
Health education .............................................. 0 10,115 10,115
Fringe benefits ................................................ 42, 575 59,398 16, 813

Total personnel ............................................. 752, 165 342,187 (409,978)

Equipment:
Office ......................... ............................. 2 5,345 200
Refrigerators................................................. 145
Gun pats ............-...................................... 8,965 0 (8,985)

Total equipment ............................................ 14, 130 5,345 (8,785)

Travel (including rental of vehicles) .......................... .------ 135, 500 134, 205 (1, 295)

Supplies:
Clinic ........................................................ 90,000 90,542 542
Surveillance .................................................. 4,000 5,095 1,095
Autoclaving .................................................. 900 925 25
Gun repair ................................................... 14, 250 10, 000 (4, 250)
Laboratory ---------------------.---------------------- 7,800 7,1 48
Supplies-agencies administering vaccine ......................... 38, 000 0 (38, 000)

Total supplies ............................................. 154, 950 114,410 (40, 540)

Other:
Printing and health education ................................... 65, 500 38,300 (27, 200)
1BM caids ............................................................ .----- 42,000 42,000
Communications .............................................. 15,460 25,000 9, 540
Rental of vehicles (see travel) ............................................................................
Computer services .......................................................... 30,000 30, 000
Postage ...................................................... 20, 000 -------------- (20, 000)

Total other ...... .......................................... 100,960 135,300 34,340

Contingency fund ....................... 1........................ 100, 000 .............. (11., 000)

Total ost -------------------------------------------------- 1,257,705 731,447 (526,258)

Note.-The positions of public health physician, training technician, statistician, project nurse, program assistant, and
serologist have been specifically disapproved from Federal reimbursement.
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Mr. MAGUIRE. Now, have you looked at that question with respect
to New Jersey and other States as to whether or not the funding is
adequate? They indicate that many of their regular ongoing health
programs would virtually have to grind to a halt in order to absorb
the impact of the shortfall of funds.

Dr. COPPER. Yes, sir, we have looked at that and it is more than
the State of New Jersey. We have made estimates as to what woffld
actually be necessary, and Dr. Sencer in awarding those grants has
an analysis which we would be pleased to provide for the record of a
certain kind of projection.

Mr. ROGERS. Without objection it will be made a part of the record.
[The following information was received for the record:]

FUNDING ANALYSIS AND RECOMMENDATIONS NATIONAL INFLUENZA IMMUNI-
ZATION PROGRAM

Four alternatives 'were considered soon after the Fort Dix outbreak. These
were: no Federal action ($0); a limited Federal response by purchasing anddelivering vaccine to Federal beneficiaries only ($40 million); a total government
program, supported almost totally with Federal funds ($186.0 million); and a
combined approach drawing upon the resources of the private sector as well as
State and-local governments ($134 million). The last option was recommended
to the President, and with minor adjustments in the budget was subsequently
submitted to the Congress.

The basic cost estimates for the selected option were as follows:
Immunization programs ------------------------------------------- 126. 0

Vaccine $.50 per doseX 200 million ------------------------------ 100. 0
Personnel 1 my per 200,000 doses 1,000 myX $10,000------------__ 10. 0
Education/motivation $.025 per dose................. . 5.0
Supplies $.05 per dose for public programs only (80 percent of 200

million) 160 million ------------------------------------------ 8. 0
Travel $1,000 per my-------------------------------------- 1.0
Jet guns 1,000 at $1,300 ---------------------------------------- 1.3
Transport of vaccine and supplies --------------------------------. 7

Surveillance and research ------------------------------------------- 8. 0
CDC -------------------------------------------------------- 2.0
NI --------------------------------------------------------- 4.0
FDA -------------------------------------------------------- 2.0

Total ---------------------------------------------------- 134. 0
The cost of immunization programs, excluding the cost of vaccine, was to be

supported through project grants to health departments.
These estimates differed from the "total government" option primarily in the

estimated amount of funds needed for personnel. It was assumed that much of
the work would realistically be done through temporary reallocation of existing
public health personnel. Similarly, it was assumed that, by involving the private
sector in the program, many of the public awareness activities would be carried
out at no cost to governmental agencies.

All States and territories and eight individual local health departments applied
for and received project grant assistance, providing nationwide coverage of the
population. Awards were based on the appropriateness of the program plans and
on the relative need for project grant assistance, and not on a predetermined
formula.

Data on the amount of grant funds requested compared to actual awards as
of July 18, 1976, is shown in the following table. The grantee is the official health
agency of the State, county, city, or territory as listed.
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Total amount of grant

Requested ApprovedGrantee

Region 1:
Connecticut -------------------------------------------------------------- - $326, 800 $316. 924
M aine --------------------------------------------------------------------- 100,000 9 780
M assachusetts -------------------------------------------------------------- 731,963 681, 757
New Hampshire ------------------------------------------------------------ 98, 456 97, 984
Rhode Island ---------------------------------.---------------------------- 1 00,431 99, 605
Vermont ------------------------------------------------------------------ 66,444 £6,150

Total ------------------------------------------------------------------- 1,424, 094 1,362,200

Region I1:
New Jersey ----------------------------------------------------------------- 2,541,308 820, 543
New York State ------------------------------------------------------------ 2, 995,132 1, 105, 274

New York City 1,606,984 1, 135, 795
Puerto Rico ----------------- -------------------------------------- 300, 000 278, 525
Virgin Islands ---------------------.------------------------------------- 58, 000 48, 164

Total ---------------------------------------------------------------------- 7,501,424 3,388,301

Region IIl:
Delaware ---------------------.------------------------------------------ 67, 275 67, 275
District of Columbia -------------------------------------------------------- 237, 299 206,944
Maryland ---------------------------------------------------------------- 496,600 494, 535
Pennsylvania ------------------------------------------------------------- 935, 320 934, 960

Philadelphia -------------------------------------------------------- -- 237,875 218,588
Allegheny County ------------------------------------------------------ 184,600 164,260

Virginia ----------------------.------------------------------------------ 550,004 548,684
West Virginia ------------------------------------------------------ 200,000 199,780

Total ------------------------------------------------------------------- 2,908,973 2.835, 026

Region IV:
Alabama ------------------------------------------------------------------ 401,172 399, 697
Florida ----------------------------------------------------------------- - 969, 000 871,445
Georgia ------------------------------------------------------------------- 565,591 498,091
Kentucky --------------------------------------------------------- 391,936 370, 166
Mississippi ------------------------.-------------------------------------- 242,193 242,193
North Carolina ------------------------------------------------------------ 603, 265 584, 364
South Carolina ------------------------------------------------------------- 301,554 297,458
Tennessee ------------------------------------------------------------ 6 - 52,060 494,108

Total ------------------------------------------------------ ------------ 4.026,771 3,757,522

Region V:
Illinois ..................................................................... 1,611,100 873,075

Chicago ................................................................ 415,480 415,480
Indiana .................................................................... 519,103 507,601

Marion County .......................................................... 171, 190 108,960
Michigan ----------------------------------................................ 1,479, 761 1,040, 340
Minnesota ................................................................. 598, 266 205,963
Ohio ............................ .......................................... 1,194, 100 1,194, 100
Wisconsin ...................................... --------------------------- 635, 491 484,441

Total .................................................................... 6, 624, 491 4,829, 960

Regio:.-i VI:
Arkansas ................................................................... 235,200 2.34,492
Louisiana .................................................................. 486, 700 436, 900
New Mexico ............................................................... 173,914 149,621
Oklahoma .................................................................. 360, 718 299, 292
Texas ........... .......................................................... ,10, 245 997, 387

Houston ................................................................ 210,644 209,910
San Antonio .................... ........................................ 118,849 108, 37-7

Total .................................................................... 2,696, 270 2,435, 979

Region VII:
Iowa ...................................................................... 363,911 329, 09
Kansas .................................................................... 292,430 273,045
Missouri ................................................................... 558, 821) " 539,120
Nebraska .................................................................. 178,000 177,115

Total ............. . ...................................................... 1, 393, L61 1,318,379

Region VIII:
Colorado ................................................................... 375, 258 288, 593
Montana ................................................................... 88,337 54,912
North Dakota ............................................................... 97, 579 69,823
South Dakota ............................................................... 110,268 90, 775
Utah ....................................................................... 156,336 132 835
Wyomi5 ................................................................... 55,332 49: 

Total .................................................................... 83, 110 6,820
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INFLUENZA AWARDS, JUNE 15, 1976--Continued

Total amount of grant

Grantee Requested Approved

Region IX:
Arizona .................................................................... 26 425 $253, 057
Clifona .. ................................................. 2 023 2,239,344
Guam ...................................................................... 23,279 1. 575
Hawaii ..................................................................... 149, 648 112, 938
Nevada .................................................................... 79,374 78, 784
Trust Territory .............................................................. 57, 922 59, 540
American Samoa ............................................................ 4,000 4,000

Total .................................................................... 3,181.671 2.766, 138

Region X:
Alaska ..................................................................... 126, 065 98,932
Idaho ...................................................................... 110,316 107. 726
Ore .................................................... 1,357, 340 253,000

W as ingon... ... .. ... .. ... ... .. ... ... .. ... .. ... ... .. ... .. 400:000 397. 993
Total .................................................................... 1,993.721 857,651

U.S. Total ................................................................ 32,633,686 24, 237, 976
Deferrals and othei items pending June 15, 1976 .................................................. 1, 762,024

Grand total ............................................................................. 26,000,000

Dr. COOPER. At this point in time, it is our feeling that despite the
added burden that would be placed on States and the great need for
responsibilities and even some additional sacrifice by all sectors of the
population, including individuals, this program can still go forward.

Think it is in the nature of a preventive public health program and
we are quite willing to modify our views on the availability of appro-
priate data.

Mr. MAGUIRE. May I ask one final question?
Can you invisage any set, of circumstances in which you would

advise that we not proceed with this mass innoculation?
Dr. COOPER. Yes, certainly.
Mr. MAGUIRE. If so, what would they be, and at what point would

we have to make this judgment.
Dr. COOPER. I think that, we could make that judgment any time

before we started based on the availability of information that it would
be inimical to the public interest to give it and that could be based onit whole range of things, including that the vaccine waspoor, con-
taininated, the lots available were no good, it had some effect on the

population or subsets thereof, a large enough dimension I don't
now about at, the nioment that would be inimical to the public

interest.
Mr. ROGERS. hank you, gentlemen. Thank you very much for your

presence here today.
I might state that the Chair plans to continue. We would like to

cover the testimony of Dr. Sabin and Dr. Salk and we have promised
one witness we would because of their demand that they had arfange-
ients with the Chair to try to testify before 12:15. So we will excuse
the Government witnesses at this point.

Thank you for your presence.
The next witness is Mr. Ivan Ilusovsky, who is the president of

Merrell-National Laboratories, accompanied by lion. William P.
Rogers, Esq.Wve welcome you gentlemen to the subcommittee, and we are glad

to see our former colleague in Government here.
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STATEMENTS OF IVAN HUSOVSKY, PRESIDENT, MERRELL-
NATIONAL LABORATORIES, DIVISION OF RICHARDSON-MERRELL,
INC., AND WILLIAM P. ROGERS, COUNSEL

Mr. HusovsKY. Thank you, Mr. Chairman, I am Ivan Husovsky,
president of Merrell-National Laboratories. With me is our counsel,
William P. Rogers. We appreciate the opportunity to present our
comments respecting the Government's proposed nationwide immuni-
zation program.

Following the March 24, 1976, announcement by President Ford
concerning the program, Merrell moved rapidly to assure that it would
be in a position to contribute significantly to this vast public effort.

Immediately, we made plans to divert and redeploy our manpower
and equipment, and we began to reorient our entire normal ongoing
production progam at our Swiftwater, Pa., biological facilities.

Without the benefit of a contract with the Government, or, at that
time, even the assurance that Congress would appropriate the neces-
sary funds so that the program could be implemented as announced
by the administration, we took steps to assure that we could increase
our production capacity for the vaccine. The company made significant
investments for additional equipment such as for refrigeration, incu-
bation, inoculation, and holding tanks. We installed a second incinera-
tor with an appropriate crew. We proceeded with the reassignment of
permanent employees, the hiring of numerous new temporary per-
sonnel and implemented a number of other steps to assure that we
cotild meet the anticipated substantial increase in our normal produc-
tion volume of the influenza vaccine.

having taken these measures, we are confident that we will be able
to meet the production levels expected of us.

Because of the magnitude and complexity of the program, it is
understandable that. many questions of concern to the manufacturers
remain unresolved.

For example: of primary importance, we still do not know whether
we will receive indemnification for potential liabilities arising from
this massive Government program; we have not as yet been oficially
advised of fie potency of the vaccine to be used, nor of the precise
age groups to be vaccinated; the specific amounts of monovalent and
bivalent vaccine required from each cornpany has not yet been deter-
mined, and the form and content of labels and package inserts are
yet to be specified; as we understand it, a final decision has not yet
been made as to whether any of the B/Hong Kong vaccine will be
Used in conjunction with or included in the nationwide program.

Because of the difficulties which could arise in assigning liability
if both the B/Hong Kong and A/Swine are given during the same

general time period, Merrell has concludedd that it cannot make its
supplies of B/H1ong Kong available for use unless it is subject to
indemnification on the same basis as we ex )ect to obtain under the
swine flu program. We feel so strongly in this regard that we have
offered to provide to the Government our entire inventory of close to
5 million doses of the B/IIong Kong vaccine at a nominal charge, so it
can be included within the indemnification provided under the pro-
posed bill.
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As you probably know, satisfactory resolution of the indemnifica-
tion question is essential to our continued participation in the program.
We need full protection against potentially vast liabilities and
associated costs not attributable to our own fault, which might arise
from the vaccine program. I

Finally, I think it is evident that we have demonstrated our willing-
ness to cooperate fully in the program. However, it is necessary that
we know by early July that indemnification legislation will be passed,
because it is impractical for us to continue to produce massive
quantities of the vaccine without such assurance.

If I may, I would now like to ask Mr. Rogers to expand upon the
legal considerations related to the indemnification bill.

STATEMENT OF WILLIAM P. ROGERS

Mr. WILLIAM ROGERS. Thank you, Mr. Chairman and gentlemen.
I appreciate the opportunity to discuss the problems which have

created the need for legislation indemnifying the manufacturers of
the vaccine to be used in the Government's national immunization
program. We believe as a matter of law that there are risks of sub-
stantial liability inherent in such a program which Merrell should not
have to assume.

To begin with, let me say that Merrell is prepared to give its full
cooperation to this vital public health program, as has already been
shown by its performance to date.

I want to emphasize that nothing I say here today is intended to
suggest that the vaccine in itself poses any unusual or unacceptable
risks in the voluntary mass immunization program planned by the
Government.

There are, however, at least two factors which make this immuniza-tion pro am unique.
The first is its unprecedented size. The largest previous flu vaccine

program is believed to have involved only about one-fourth of tile
number of people to be inoculated in the current program.

The second is that this program is almost entirely governmental.
The Government is in control of all key aspects of the program; that is,
planning and development of the vaccine specifications, clinical testing,
labeling, the content and communication of warnings to recipients of
the vaccine, and the direction and supervision of the inoculation
process.

By contrast, Merrell's participation is limited to manufacturing the
vaccine in accordance with the Government's specifications and
delivering it as provided in the contract.

As this committee knows, recent developments in products liability
law impose extremely heavy burdens on the drug manufacturers.
Courts and juries have tended increasingly toward holding the manu-
facturer to a standard of almost absolute liability.

In this program Merrell is not in the traditional role of the manu-
facturer. It merely performs the mechanical act required in producing
the vaccine to Government specifications. All of the customary func-
tions and responsibilities associated with the manufacturer's role
have been taken over by the Government. Nonetheless-absent
legislation-there is a substantial risk that courts and juries still
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may charge Merrell with responsibilities that traditionally go with
manufacturing the vaccine.

Given the size of this program, many people receiving the vaccine
undoubtedly will develop subsequent ailments which may bear no
relationship to the inoculation other than having followed it in time.
Many of these people undoubtedly will sue for damages and name
both the Government and the so-called "manufacturer" as defendants.
The risks of both monetary ju(lgments and legal costs cannot now be
calculated, or even estimated with any accuracy. However, it is
cear that very substantial risks are involved which we believe Merrell

should not be required to take.
Significantly-and this underscores the seriousness of the matter--

Merrell's insurers have recently notified it that they will withhold any
coverage with respect to liability arising from this nationwide program.

In the initial congressional hearings on the program earlier this
year, it was assumed that problems respecting the manufacturer's

otential liability for the Government's portions of the program could
e resolved contractually. The Government's attorneys and those

of the manufacturers have made sincere efforts to accomplish such
a result. But I think everyone now agrees that the proper apportion-
ment of responsibilities can be firmly established only by indemnifi-
cation legislation. This is because limitations on the scope of Govern-
ment tort liability and, as I pointed out earlier, the nearly absolute
ability of vaccine manufacturers imposed by some courts, makes,
any contractual protection of doubtful value.

Under the Federal Tort Claims Act, the Government may not be
held liable for any claim based upon the Government's performance
of a discretionary function. Some courts might regard the Govern-
ment's activities in connection with the preparation and communi-
cation of a vaccine warning, or the establishment of vaccine
specifications, as discretionary. Further, court interpretations of the
'fort Claims Act cast doubt on whether the Government can be held
liable under theories of strict liability in tort or breach of warranty.

In cases where such limitations )ar recovery against the Govern-
ment, plaintiffs would sue the vaccine manufacturers. In the Reyes
and Daris cases, the vaccine manufacturers were held responsible for
the adequacy of warnings, even though they had no control over the
administration of the vaccine or the communication of the warning.

In light of these developnents, t,'-'el understandably feels it
would be unwise to participate in a program it neither conceived,
tested, directed, or controlled without obtaining adequate protection
for the potential liabilities resulting therefrom.

In that regard, we would suggest an addition to the bill which will
clarify the scope of the indemnity. We believe that the bill should
specify that the authorized indemnification extends to attorneys'
fees and other costs incurred by the manufacturers in defending
against covered claims, as well as in any litigation which might
prove necessary to recover indemnity from the Government.

Further, we believe that the contract language should make it
clear that the manufacturer will be indemnified in all cases except
where there has been a separate and clear finding that a judgment for
the plaintiff is based solely on negligence of the manufacturer in not
meeting the Government's specifications.

76-871-76----4



42

Merrell believes that statutory indemnification along the lines
set forth in the bill before this committee, with the above stated
provisos, is the only available means to provide an adequate level of
protection under the unique circumstances of this year s immuniza-
tion program. Without such protection, the company simply cannot
jistify its participation in the progam to its stockholders in light of
the risks of substantial uninsurable financial loss which would be
involved.

Thank you, Mr. Chairman.
Mr. ROGERS. Thank you very much.
I might say we will have other manufacturers testifying so we will

be able to go into some of these questions in greater detail at that
time. I think we will adhere to the 5-minute rule, if there are any
questions. -

Mr. WILLIAM ROGERS. I would be glad to take some questions for
10 or 15 minutes, if the committee would like. I wouldn't want to
shut off questions.

Mr. ROGERS. Mr. Carter.
Mr. CARTER. Thank you, Mr. Chairman.
Your company will tiarantee purity and efficacy of the vaccine

which you manufacture.
Mr. WILLIAM ROGERS. Yes, sir. That is right, Dr. Carter.
M\r. CARTER. All right.
Ip 1957 and 1958, we had Hong Kong flu. Did your company

Manufacture a vaccine at that time or since that time, for prevention
of the Hong Kong flu?

Mr. HUSovSKY. We have been manufacturing flu vaccine all along.
Mr. CARTER. Did you ask for indemniffication then?
Mr. IIUSovSKY. At that time? Prior to this time?
Mr. CARTER. Yes.
Mr. HUSOVSKY. No; we have not.
.Mr. CARTER. We had Asian flu, then, I believe, I-long Kong flu

probably in 1967 and 1968 and Asian flu in 1957 and 1958. Did you
ask that the Government take over the liability?

Mr. IIUSovSKY. No, sir, at no time have we asked for the Govern-
ment to take over the liability.

.MIr. CART ER. You did manufacture that vaccine?
Mr. llusovs ly. Yes, sir.
.MIr. C a'rx. Ilow is this case different?
Mr. IIUsovsKY. This situation is quite different in our opinion,

and it is different mostly because of the size of the program. Under
normal circumstances, in most vaccination programs in regard to
fl1 vaccine, there is a doctor-patient relationship which is a normal
ty)e of relationship from year to year and we have no worry whatso-
ever about liability.

Under normal circumstances we are conducting our clinical trials,
we prepare and suibmit for approval to the government labeling, we
warn the patient--it is a program that is under our control. This, as
Mr: Rogers and Assistant Secretary Cooper have pointed out, is a
mass program which is primarily a government program. There are
going to be circumstances where just because of the size of the pro-
grain some of the doctor-patient relationship is not going to exist
where, by pure coincidence, people happen to die on the same day
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when they get vaccinations. All of these things don't normally exist
during a normal-

Mr. CARTER. An autopsy would show the difference, though;
wouldn't it? An autopsy would show whether one died from the im-
munization or from other factors?

Mr. HUSOVSKY. Sir, in many of these instances in a court case, in our
litigation happy times, it is sometimes very, very difficult to prove
what was caused by what.

Mr. CARTZR. 1 am sure that might be true, but, the real liability
falls on those administering the drug. And I think rarely would the
liability be related to the manufacturer so long as he could prove the
purity and efficacy of a drug.

Why have insurance carriers refused to offer programs, offer in-
surance for this program?

Mr. WILLIAM ROGE1S. You asked why do they? I would assume
tht they do because they think there is substantial risk involved
that the don't want to take.

Mr. CARTER. All right, thank you, Mr. Chairman.
Mr. ROGERS. Mr. Preyer.
Mr. PREYER. Thank you, Mr. Chairman.
Good to see you in Washington, Mr. Secretary.
Mr. WILLIAM ROOERS. Thank you.
Mr. PREYER. I have just one question.
From hearing some of the testimony, it is difficult to understand

why there is such a fuss about this liability question. I don't mean to
deny it is real for you. But here we have had testimony that the
clinical trials have been more extensive, I suppose, than any sort of
flu vaccine before. It is a safe vaccine. It is a killed virus. In other
words, substantively, it seems to be a safe situation.

Yet here we are in a problem where you can't get liability insurance.
My question is, is the market for product liability insurance for drugs
collapsing the way medical malpractice is, or is this a new situation
because of the mass immunization feature?

In other words, do we need only to address this situation as a mass
immunization problem, or is the whole product liability insurance
collapsing in this area?

Mr. VX ILLIAM RoGEitS. I suppose it is a bit of both. I think, cer-
tainly, it is the latter, because this is a very large program, as I
pointd out.

I think, also, that insurance companies are being very timid about
the risk they will acce pt. 1 don't know, myself, why they don't accept
the risk in this case. We are prepared to accept the risk for what we
do. It is a little hard to understand why the insurance companies
don't want to insure us for that risk.

I think they are getting very nervous, and I think, probably, they
can tell you better than I can. They have had a lot of lawsuits that
worry them.

Mr. HusovSKY. I believe, Congressman, that you are absolutely
right; both of those factors play a part. There is no question about it
that as a result of more and niore litigation the general question of
product liability is becoming a different one.

I think the insurance companies seem to be increasing the deduc-
tibles, self-insurance for the company, but at the same time, there is
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no question about it that the insurance companies do consider this
mass immunization program is a very special situation.

Mr. WILLIAM ROGERs. I think, also, I would like to add, I noticed
in'the questions, this morning that they were basically principally on
whether judgments would be obtained or not,,and I think that many
of the questions were right. I think , robably, in the final analysis,
there won't be that many judgments, gut undoubtedly there will be a
lot of lawsuits. And lawsuits are very costly, and as I have said in my
statement, when ailments follow tie inoculation there are lawsuits
and there are juries anti judges that have a feeling that drug manu-
facturers are able to pay any kind of a judgment so they will find
any kind of a legal excuse to sock them. It is as simple as that.

if jnries and judges were as thoughtful as this committee about
who was responsible, T wouldn't have any worry about the program.

Mr. ROGERS. Mr. Waxman.
Mr. WAXMAN. Thank you, Mr. Chairman.
Mr. Rogers, your last comment was about the thoughtfulness of

the juries and judges. How about the thoughtfulnesms of the insurance
companies, since we don't understand why they are not willing to
take what is acc)ted-that it is minimal risk?

Mr. WILLIAM R OGERS. Yes, sir, well, I don't have the answer to
that.

Mr. ROGERS. I might say that we will have representatives of the
insurance industry this afternoon and members may pursue that.

Mr. WAXMAN. We will want to pursue it with them.
Let me pursue this. As I understand what you are saying, it is not

the concern that you won't be covered for the ultimate result of a
lawsuit that might be brought, it is the fear that you might be sued
and all the expenses that would go along with a defense in a lawsuit?

Mr. WILLIAM ROGERS. Let me say this. Because the Government
is taking the actions that I have mentioned here-they have decided
what the specifications should contain, they have decided what the
vaccine should be, they have (lone all of the testing, which is a very
important factor in a lawsuit, they will be responsible for the labeling,
how the warnings are communicated to the recipient of the vaccine,
and they will supervise and direct the program of inoculation.

When lawsuits are started, plaintiffs' lawyers will, if the patient
has an ailment or feels aggrieved-then the plaintiff's lawyer will
name both the United States and the manufacturer and it will
allege violations of all of these things.

Now, most of the things that I have referred to the manufacturer
will have had no part of at all, and all we are saying is, in view of that
fact, in view of the fact that the manufacturer is not involved in this
process at all, why should we be charged with the liability that goes
with those things and why should we have to pay the legal costs
in defending those things?

We are prepared to assume the responsibility for a claim of negli-
gence, and we will pay the legal costs in that event, assuming we lost.
We just don't want to have to pay the cost of the things we are not
responsible for.

The way cases are tried these days the charge will be made both
against the Government and the manufacturer.

Mr. WAXMAN. This is certainly a problem in all liability cases where
a number of people are named as defendents, and it might well turn
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out to be that only one or two of the actual named defendants were
responsible, if any are responsible.

Mr. WILLIAM ROGERs. Yes.
Could I say the difference is, of course, in most cases, the Govern-

ment is not highly involved. In this case it is a Government program.
Mr. WAXMAN. What would you do if lawsuits were brought where

the real problem was the conduct of the physicians who administered
the drug or the vaccine? Now, you are goingto be named, the manu-
facturer will be named as a defendant in the lawsuit, and it is cer--
tainly unfair that you are named as a defendant in the lawsuit if,
in fact, the reason for the injury was due to the negligence or mis-
conduct of a physician. But that is a fact of life.

You still have to defend in those lawsuits, isn't that correct?
Mr. WILLIAM ROGERS. That is correct.
Mr. WAXMAN. Who compensates you for the successful defense

in those lawsuits?
Mr. WILLIAM ROGERS. Well that is one we assume ourselves.
Mr. WAXMAN. You assume that yourself
Mr. WILLIAM ROGERS. Yes.
Mr. WAXMAN. You assume it yourself because you know that we

live in a world where you can be named a defendant even though
it isn't fair?

Mr. WILLIAM. ROGERS. Of course, in those cases, in the past, we
have been covered by insurance.

Mr. WAXMAN. Your insurance covers the legal costs for defending
against a lawsuit in which you are liable;

Mr. WILLIAM ROGER.s. That is right.
Mr. WAXMAN. Now the situation here, where the insurance com-

panies refuse to give insurance, or is charging such an exorbitant
amount that it becomes unprofitable to pay for that-

Mr. WILLIAM ROGERS. As I understand, they have so far just said
they will not give us coverage at all.

Mr. WAXMAN. The question we have to answer is: since they won't
give you coverage at all for Olaat, if the Government steps in and
takes over this responsibility, either by indemnification agreements
or by self-insurance by the U.S. Government, what do we do if the
insurance company says it won't give you insurance for your own
negligence in this new program? The claim being-it is unique,
it is a mass inoculation program; the company just can't handle
the burden of the program. Is this not similar to the kind of problem
you have with the medical malpractice? Is the Government also to
assume that responsibility?

Mr. WILLIAMi ROGERS. I think-that, Mr. Waxman, is a good ques-
tion. I think it is one that probably will have to be faced on the road.
I don't think it applies to this program but it is one of a real concern.

Mr. WAXMAN. You understand as a Government official, once
you take a step, even though you might not be looking at all of the
other possibilities, it is a precedent for somebody-else to come in and
ask for the same kind of action?

Mr. WILLIAM ROGERS. Yes, but I think in this case the difference
is very substantial. In other words, the speed and the extent of this
program and the Government involvement will be such it won't
create a recedent.

Mr. WAXMAN. Thank you,
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Mr. ROGERS. Mr. Maguire.
Mr. MAGUIRE. Thank you, Mr. Chairman.
Mr. Rogers, I noted, near the conclusion of your statement, that

you indicated your desire to be indemnified by the Government for
anything except what would be deemed to be your responsibility
under the contract specificatibns?

Mr. WILLIAM ROGERS. That is right.
Mr. MAGUIRE. And under the contract-why couldn't we draw it

the other way around?
Mr. WILLIAMi ROGERS. Why should we?
Mr. MAGUIRE. Let me state my question and then you can respond

to it. -
The other wTay around would be to say the Government will indem-

nify for claims against you arising out of what the Government is
responsible for doing under this inoculation program but anything
else relating to the manufacturing and handling of the product,
whether or not it may be covered by the specifications of the contract,
will be your responsibility?

Mr. WILLIAM ROGERS. Well, that is because the words that you
just used are imprecise in legal terms and the courts have held in
these cases that there are certain responsibilities the manufacturer'
has inherent in his role as a manufacturer. So that even though we -

attempted to define all of the things that the Government would be
responsible for, in this case they are responsible for everything except
one area, so it is much easier and much cleaner from a legal standpoint,
more satisfactory to say, in effect, that, any claim that is made by a
plaintiff, where the manufacturer has to pay legal costs, or whatever,
will be indemnified except for the things that the manufacturer was
responsible for.

Why should we assume any responsibility for things that we
didn't do?

Mr. MAGUIRE. Suppose something happened that nobody thought
of in terms of writing up the contracts which nevertheless results in
a defective vaccine of some sort? There gems to be a no man's land
here between the two.

Mr. WILLIAM ROGERS. If you look at the terms of the contract, it
says, in effect, that Merrell will have to provide vaccine in accordance
with specifications, as Dr. Carter said, and we have to deliver it and
we have to refrigerate it, and all these things are all spelled out and any
failure to do those things is our responsibility.

All the other responsibility parts of the program are run by the
Government.

Mr. MAGUIRE. Suppose there were something wrong with the
vaccine that resulted in having side effects that were three or four
times more numerous than they might have been if substance A or
process B had not been used in thi manufacture of the vaccine?

Mr. WILLIAM ROGERs. I don't think I follow you. Ask me aghin.
Mr. MAGUIRE. Well, you could still manufacture, handle and deliver

a vaccine according to the specifications, but you might do it either
accidentally or in some other way, unknowingly, in a way that would

be less efficacious than perhaps it might have been if you had not
been so easily indemnified.

Mr. WILLIAM ROGERS. No.
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Mr. MAGUIRE. Under the proposal as it is now drawn.
Mr. WILLIAM ROGERS. We would be responsible under those circum-

stances, no doubt about that.
Mr. MAGUIRE. Well, I wonder if we shouldn't revise the language

to make sure that there is no doubt about it.
Mr. WILIA1. ROGERS. There is no doubt about it, and the contract

provides that. There is no doubt about that, that is exactly what we are
saying.

If the manufacturer doesn't perform his responsibilities under the
contract, doesn't carry out, manufacture, according to the specifica-
tions or there is any foreign substance in the vaccine, or anything of
that kind, the manufacturer is obviously liable.

All we are saying for all the other things, for planning it, for deciding
what the vaccine should be to begin with, all the things about whether
it goes to children or doesn't go to children, all of these things, the
testing, we haven't done the testing, that had been Government
testing, the labeling, the warning, those are- all done by the Govern-
ment. All we are saying, those things that we are not involved in andl
not responsible for should not be charged to us either directly or
indirectly and we would like to have indemnification to protect us
against those things.

Mr. MAGuIRE. If you had your own way you would say, in your
own judgment, that there would be any reason why the insurance
companies shouldn't handle this?

Mr. WILLIAMa ROGERS. Yes; that is right.
Mr. MAGUIRE. Thank you, Mr. Chairman.
Mr. RoGE:Rs. Thank you very much.
Do I understand that the insurance companies have not canceled

policies on the other vaccines?
Mr. HUSOVSKY. They have not canceled.

-- Mr. WILLIAM ROGERS. Ali that has happened is they have said that
they will not when they renew our insurance, they will not give us
coverage for the swine flu vaccine program.

Mr. HUSOvSKY. Either for the Government's part or our own part.
Mr. ROGERS. I see.
[The following letters were subsequently submitted for the record

by Mr. Husovsky:]
DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,

PUBLIC HEALTH SERVICE,
CENTER FOR DISEASE CONTROL,

Atlanta, Ga., March 6, 1975..%r. IVAN 11USOV8KY,

President, Merrell-Nalional Laboratories, Cincinnati, Ohio.
DEAR MR. HusovsKY: We appreciate the interest of Merrell-Nationr., Labora-

tories in arranging for Mr. Frederic 1). Lamb to attend a discussion on the iinpli-
cations of litigation of vaccine-associated injury at the Center on February 25.
In our judgment, the objectives of the session were well met. It was helpful for all
of us to review trends in the field and consider generally the alternative responses
to court opinions in selected cases. Having thought through the issues collectively,
we adjourned with a more uniform and consistent interpretation of the reasonable
directions which our efforts might now take.

Sincerely yours,
% As)AVID J. SENCen , M.D.,
Assistant ,Surgeon General, Director.
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MERRELL-NATIONAL LABORATORIES,
DIVISION OFi.RiCHARDSON-MERRELL, INC.,

DAVID J. SENCER, MT.D., Cincinnati, Ohio, March 11, 1976.

Director, Center for Disease Control, Department of Health, Education, and Welfare,
Atlanta, Ga.

DEAR DOCTOR SENCER: The meeting which you held to discuss the implications
of litigation of vaccine-associated injuries was excellent. The agenda and sub-
sequent discussions were well planned and well executed. You are to be compli-
mented for your farsightedness in holding this conference.

You may recall that during the course of the discussion I expressed the opinion
that legislation on the federal level is tMe only real alternative to the court-
imposed absolute liability that exists for injuries which arise in mass and clinical
immunization programs.

I believe that if one accepts the following premises: (1) that from an overall
public health standpoint, mass immunization programs and in-patient/but-
patient clinical care by nurses are an important part of public health medicine;
(2) that the consumerism movement ill demand compensation for a person
injured in such programs; (3) that patient informed consent is impractical; and
(4) that federal or state governments cannot accept the product liability respon-
sibility, the only answer to the problem appears to be federal legislation. The
legislation, in general, should have the following elements:

(a) Provision for "no fault" coverage for substantial injuries which arise from
the administration of biological products in a clinic or mass immunization program;

(b), Legislation should provide that the coverage, administered under a work-
mens compensation-type of fund, Would pay to the injuredparty a specified sum
established by a rate schedule depending on the injury;

(c) A panel of experts would review the circumstances of each injury case and
assess whether or not there was a causal relationship between the drug administra-
tion and the injury. In the event this expert panel deemed "no relationship" then
the injured party would be denied compensation and would have to resort to the
courts for an ultimate assessment of the causal relationship. In the event the suit
were initiated by the injured party, the expert government panel would be called
upon to testify as expert witnesses in the case.

(d) The government would have the right to join the manufacturer, or physi-
cian, or health department in litigation, if the expert review panel found the
biological product to be adulterated or misbranded, or deemed it to be negligence
on the part of the health department in administration of the vaccine.

(e) The federal fund from which the no fault injury compensation would be
paid would either be drawn from the general fund of the U.S. Treasury, or possibly
be funded through a tax on manufacturers based on the sale of the class of products
involved. In effect, the latter funding would be like the present workmens' com-
pensation payments made by employers.

I am not suggesting that the legislation should be any broader than the bio-
logical products that could be utilized in mass immunization programs.

It becomes clear that this "no fault" approach would provide protection to the
state and county medical associations, and to the physician who allows adminis-
tration of the various vaccines by his nurse without his direct involvement. The
protection would be against exhorbitant and unfounded jury verdicts in cases
where there was no causal relationship between the drug and the injury (which
unfortunately are often found to be compensable by a lay jury) and would also
allow the manufacturer opportunity to spread the risk on an insurance-type
basis.

The case of Cochran v. Brooke, 243 Orc. 89,409 P. 2d 904 (1966) addressed
the question we were discussing on February 26th. The Supreme Court recognized
that the extension of strict liability to absolute liability was a social question for
the legislature-not the judiciary-to determine. But, unfortunately; the courts
in the Davis and Reyes cases have taken on this social decision. The only way to
undo it is by action of the federal legislature.

I sincerely hope, Dr. Sencer, that the Center for Disease Control, the Food
and l)rug Administration, and other interested health officials, will write to their
Congressmen and Senators and urge that the type of legislation which I have
proposed be adopted at an early date. Frankly, I am fearful that if no legislation
is forthcoming, the supply of vaccinA under the present distribution set-up
will be sharply curtailed, since the manufacturer can't reasonably stand the new
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court-imposed absolute liability without fault. There is no way the manufacturer
can gauge the liability exposure.

Thank you again for allowing me to be a part of the seminar which you had.
Sincerely yours,

FREDERIC D. LAMB.
Vice President and Counsel.

Mr. ROGERS. Dr. Sabin, you may proceed as you desire.

STATEMENT OF ALBERT H. SABIN, M.D., DISTINGUISHED RE-
SEARCH PROFESSOR OF BIOMEDICINE, MEDICAL UNIVERSITY
OF SOUTH CAROLINA

Dr. SABIN. Mr. Chairman, members of the committee. I am here
in a personal capacity as one who has spent many years in vaccine

-development an(lmass vaccination campaigns, and as one who during
the past year has made an in-depth analysis and synthesis of current
knowledge of acute respiratory disease problems of which influenza
is only a part, and of which tlie influenza A and B viruses are only a
partial cause of all clinically diagnosed influenza.

It was my original intention to limit my remarks to the impact of
the new findings that were reported a week ago at the National
Institutes of Iealth meetings, which I attended, and that I summar-
ize(l in one table attached to the back of my statement [see page 521
but I would also like to say something about the important discussion
here about the proposal for legislation.

In my judgment, even though the Department of Health, Educa-
tion, and Welfare is asking for legislation that would deal with lia-
bility connected with adverse reactions only to swine flu vaccine,
I believe that there exists a larger problem involving vaccinations for
national public health. In my judgment, if the present tendency for
litigation continues there will be fewer and fewer manufacturers of
vaccines that the Nation needs, and the Nation will suffer serious
consequences. That is all I am going to say about that.

There has been some difference of opinion as to just what the new
swine influenza vaccine findings are. Do we know certain things now
that we didn't know when, along with others, I appeared with the
DHEW Secretary and the President 3 months ago to request manu-
facture of the- vaccine for possible use in "every man, woman, and
child" in the United States.

I think there are, and they should have an impact on policy (leci-
sions. I would like to list them quickly. First of all, we did not know
then and we know now that 94 percent of persons aged 52 and over had
antibodies to swine influenza virus prior to vaccination, compared with
25 percent in the age group of 35-51, and 6.3 percent in the age group
of 17-23-indicating that some other influenza viruses causing infec-
tion in previous years have also provided some immunity for the
swine influenza virus.

The next point, and this is most important in relation to this dis-
cussion-the standard laboratory test used for measuring vaccine
)otency; that is, chick cell agglutinating-CCA-units, was unsatis-

factory because it did not correspond to the immunizing potency of the
split or whole virus vaccines produced by the four manufacturers
in the tests on human beings of different ages. We cannot make any
generalizations without reference to age groups.
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Now, I am going to consider the findings in different age groups.
First of all, the vaccines prepared by all four manufacturers pro-

dlced an unexpectedly good antibody response in persons about 30
years old and older-with only 200 CCA units of the Merck, Wyeth,
and Parke-Davis vaccines and with 400 CCA units of the Merrell-
National vaccine. At these doses the incidence of systemic reactions;
that is, temperatures over 1000, headaches, malaise, and nausea was
no different from what was found in those who received a placebo
injection. This is very important. So in this age range, there is no
evidence of adverse reactions to the vaccine any greater than would
occur after an injection of salt solution:

However, the picture changes in the younger age groups. In the
17- to 23-year age group the Merck vaccine produced an adequate
antibody response at a ininimum dose of 400 CCA units; that is, an
antibody titer of 1 :40 or greater in 86 percent of vaccinated persons-
while even 800 CCA units of the I "'errell-National, Parke-Davis, and
Wyeth vaccines produced a comparable antibody response in only 84
percent, 45 percent, and 33 percent, respectively. This is very
ttnportant.

N ow, while systemic reactions for a 400 CCA dose of Merck vaccine
were not reported separately for the 17- to 23-year age group, they
were at least two times more frequent in all vaccinated adults than in
the placebo group; that is, about 40 per 1,000 could be expected to
develop fever between 1000 and 101.9 0-none at 1020 or over-and
some systemic symptoms.

In the 6- to 10-year-old children only the Merck vaccine at a dose
of 100 CCA units produced an adequate antibody response in 77
percent of the vaccinated children, while the Merrell vaccine produced
a comparable response in only 44 percent, the Parke-Davis vaccine in
2 percent and the Wyeth vaccine in none. At 400 CCA units the latter
three vaccines were no better, so that increasing the dose of the
Merrell vaccine fourfold will not help.

At 100 CCA units the effective does of Merck vaccine produced
fevers of 1010 to 103.90 in about 19 percent of the children while no
fevers of this magnitude occurred in any of the children in this age
group who received a placebo injection. The fever was accompanied by
headache, malaise, muscle pains, and abdominal pains or nausea in a
comparable percentage of vaccinated children.

Translating these percentages into larger numbers one may expect
that among every 1 million children receiving an effective dose of Merck
vaccine about 190,000 would become sick in this manner within about
24 hours after vaccination. It is noteworthy that the U.S. population
figures for 1974 indicate about 17,600,000 children in the 5-9 age group
and a total of about 59 million in the 5-19 age group.

In the 3- to 6-year-old children a dose of 50 CCA units of both the
Merck and Merrell vaccines produces an adequate antibody response
in only 50 percent, the Wyeth in 10 percent, and the Parke-Davis in
none. Children in this age group frequently have febrile illnesses of
various kinds and 4 percent of those who received a placebo injection
had fevers of 1020 or higher accompanied by various symptoms.
Comparable fever and illness was reported in about 14 percent and 6
percent of those receiving the 50-percent effective dose of the Merck
and the Merrell vaccines, respectively.
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No tests were reported in children under 3 years old, the age
group that can suffer severe and occasionally fatal illnesses, such as
croup and pneumonia, during influenza epidemics.

From everything that I heard and have seen, I see no basis for
expecting any significant change in this picture curing the forth-
coming months from further studies that are now being planned with
existing vaccines.

I would like at this point to add to the prepared testimony that I
have been reading to you, my judgment regarding the impact of these
findings on policy: in the first place, I believe that phase 1 of the
contemplated program in which "high-risk" groups, particularly
65 and over, would be vaccinated, should be pursued with much more
effort than ever l before and that they should receive a triple vaccine
consisting of influenza A-the Victoria/75 and swine/76 strains-and
the current influenza B strain. Up until now, with all the efforts of
CDC and others, only 10 to 15 percent of the "high-risk" groups have
been receiving influenza vaccine. So I am not against mass vaccinationof the older high-risk groups, involving about 22 million persons-
for whom I understand vaccine is now available. But this also cannotbe don.e by the "business as usual" procedures of previous years.
But what I am going to talk about now is the proposed mass vac-
cincation of healthy persons of all ages, or only those in the 25 years
and older group.

It is evident that the original pln for mass -vaccination of "every
man, woman, and child" in the United States as a means of preventing
a potential epidemic of swine influenza virus disease is no longer
possible in the face of the results that have been obtained in school
children, preschool children and even those under 25. No longer
possible.

Moreover, the level of antibodies against the 1976 swine influenza
virus found in those aged 52 years and over strongly suggests that most
of them, not all, would be protected against the disease without vac-
cination. In 1974 there were about 48 million people in this age group
in the United States.

The proposed mass vaccination of the adult population that re-
spends well to all the vaccines without significant side reactions cannot
b expected significantly to modify the dissemination of the swine
influenza virus in the United States if it should reappear later in 1976.
Accordingly even if this virus should reappear in 1976, another
epidemic wave can be expected in the autumn and winter of 1977
when all those not previously infected as well as those who had lost
their vaccine-induced immunity would be affected.

I want to stress that a vaccine is a weapon and a weapon must be
used properly, it must be used against the proper target at the proper
time. Some of our well-known sayings like "keep your powder dry"
and "don't shoot until you see the whites of their eyes," reflect
this important concept about not wasting ammunition. I think we are
in a comparable situation with the swine influenza vaccine which is not
likely to be replenished-next-year.

Therefore, my recommendations are as follows:
First, I believe that it is necessary to determine by an accelerated

type of test how long the various vaccines that have now been pre-
pared can be stored without loss of antibody-inducing properties, and
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that can be done in animals. Although previous experience has shown
that, under proper conditions of storage, vaccine potency can last
for a year or more, it may vary with different strains and preparations.

My second point: I completely disagree with the concept of CDC
and with the concept of some health officers that a mass vaccination
campaign has to be a paid operation for which you would now need a
lot more money, and that it cannot be done with unpaid well-organized
volunteers. I agree that if one is going to depend on vaccination pro-
grams currently recommended, that there would not be enough time
to obtain a significant vaccine effect if it were initiated after the
appearance of a "swine flu" epidemic is recognized. But it is necessary
to determine as quickly as possible whether or not volunteer com-
munity brigades-I would call them epidemic preparedness bri-
gades-composed of professional and nonprofessional personnel can
be organized and rehearsed in advance of a possible epidemic-
organized and rehearsed so that, as soon as the expanded national
and international influenza surveillance activities indicate that out-
breaks of swine influenza disease have appeared in the United State.
or elsewhere in the world, these epidemic preparedness brigades of
unpaid volunteers-never mind more- millions and millions of dollars
for vaccine injections-could go into action within a matter of days
rather than weeks. I know there are people who believe that this is
not possible. Maybe it isn't. But I recall that when Dr. Richard
Johns of Phoenix, Ariz., showed -me such a plan for volunteer com-
munity organization. to administer the oral polio vaccine 15 years ago,
I also thought it was impossible, but he went ahead anyway and proved
me wrong.

I am very happy that he proved me wrong, and I think it can be
(lone again. I am certainly in favor of the judgment that was attributed
to you in the press, Mr. Chairman, that this is a kind of national
effort, in which volunteer activities by everybody are terribly impor-
tant, and that we cannot and should not be expected to pay the very
large number of persons who would have to be involved to make such
a program a success.

[Dr. Sabin's prepared statement and attachments follow:]
STATEMRNT OF AiBERT B. SAImN, M.D., DiSTINOUISHED RESEARCH PROFESSOR

or BIOMEDICIN., MEDICAL UNIVERSITY OF SOUTH CAROLINA, CHARLESTON,
S.C.

A. NEW FINDINGS OF IMPORTANCE FOR POLICY DECISIONS

1. 94 percent of persons aged 52 and over had anitbodies to swine Influenza
virus prior to vaccination, compared with 25 percent in the age group of 35-51,
and 6.3 percent in the age group of 17-23.

2. The standard laboratory test used for measuring vaccine potency, i.e., chick
cell aglutinatlng (CCA) units was unsatisfactory because it did not correspond
to the immunizing potency of the four different split or whole virus vaccines in the
tests on human beings of different ages.

3. Vaccines prepared by all four manufacturers produced an unexpectedly
good antibody response in persons about 30 years old and older-with only 200
CCA units of the Merck, Wyeth and Parke-Davis vaccines and with 400 CCA
units of the Merrell-Nationa vaccine. At these doses the incidence of systemic
reactions, i.e. temperatures over 1000, headache, malaise, and nausea was no
different from those who received a placebo injection.

4. In the 17 to 23-year age group only the Merck vaccine at a minimum dose of
400 CCA units produced an adequate anitbody response (i.e. a titer of 1:40 or
greater in 86 percent of vaccinated persons), while even 800 CCA of the Merrell-
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National, Parke-Davis, and Wyeth vaccines produced a comparable antibody
response in only 48 percent, 45 percent, and 33 percent respectively.

While systemic reactions for a 400 CCA dose of Merck vaccine was not reported
separately for the 17 to 23-year age group, it was more than twice as high in all
adults as in the placebo group, i.e. about 40 per 1,000 could be expected to develop
fever between 100* and 101.9 (none at 1020 or over) and some systemic symptoms.

5. In the 6 to 10-year old children only the Merck vaccine at a dose of 100 CCA
units produced an adequate antibody response In 77 percent of the vaccinated
children, while the Merrell vaccine produced a comparable response in only 44
percent, the Parke-Davls vaccine in 2 percent and the Wyeth vaccine in none.
At 400 CCA units the latter three vaccine were no better.

At 100 CCA units the effective dose of Merck vaccine produced fevers of 1010
to 103.90 in about 19 percent of the children while no fevers of this magnitude
occurred in any of the children in this age group who received a placebo injection.
The fever.was accompanied by headache, malaise, muscle pains, and abdominal
pains or nausea in a comparable percentage of vaccinated children. Translating
these percentages into larger nninbers one may expect that among every million
children receiving an effective dose of Merck vaccine about 190,000 would become
sick in this manner within about 24 hours after vaccination. It is noteworthy
that the U.S. population figures for 1974 indicated about 17,600,000 children in
the 5-9 age group and a total of about 59 million in the 5-19 age group.. 6. In the 3to 6-year old children a dose of 50 CCA units of both the Merck and
Merrill vaccines produced an adequate antibody response in only 50 percent, the
Wyeth in 10 percent, and the Parke-Davis in none. Children in this age group
frequently have febrile illnesses of various kinds and 4 percent of those who re-
ceived a placebo injection had fevers of 102* or higher accompanied by various
symptoms. Comparable fever and illness was reported in about 14 percent and 6
Percent of those receiving the 50 percent effective dose of the Merck and the
Merrill vaccines respestively.

7. No tests were reported in children under 3 years old, the age group that can
suffer severe and occasionally fatal illnesses, such as croup and pneumonia, during
influenza epidemics.

8. I see no basis for expecting any significant change in this picture during the
forthcoming months from further studies that are now being planned with existing
Vaccines.

B. IMPACT OF ABOVIE FINDINGS ON PLANS FOR MASS VACCINATION

1. It is evident that the original plan for mass vaccination of "every man,
wongian, and child" in the U.S.A. as a means of preventing a potential epidemic
of swine influenza virus disease is no longer possible.

2. The level of antibodies against the 1976 swine influenza virus found in those
aged 52 years and over strongly suggest that most of them would be protected
against the disease without vaccination. In 1974 there were about 48 million people
in this age group in the U.S.A.

3. The proposed mass vaccination of the adult population, that responds well
to all the vaccines without significant side reactions cannot be expected signifi-
cantl y to modify the di.semination of the swine influenza virus if it should reap-
pear later in 1976. Accordingly even if this virus should reappear in 1976, another
epidemic wave can be expected in the autumn and winter of 1977 when all those
not previously infected a. well as those who had lost their vaccine-induced im-
mun ty would be affected.

4. On the basis of the above considerations, it is necessary in my judgment to
determine as quickly as possible:

(a) how long the various vaccines can be stored without loss of antibody-
inducing potency in animals, and

(b) whether or not volunteer, community brigades of professional and nonpro-
fessional personnel can be organized and rehearsed in advance of a possible
epidemic, so that as soon as the expended national and international influenza
surveillance activities indicate the occurrence of swine influenza virus disease
anywhere in the world these epidemic preparedness brigades could go into action
within a matter of days rather than weeks. There are people who believe that
this is not possible. When )r. Richard Johns of Phoenix, Arizona showed me such
a plan for volunteer community organization to administer the oral polio vaccine
15 years ago, I also thought it was impossible but he went ahead anyway and
proved me wrong.
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TABLE I.-ANTIBODY RESPONSE OF DIFFERENT AGE GROUPS TO DIFFERENT SWINE INFLUENZA VACCINES

Percent converted from <10to >40at indicated age Geometric mean titer of antibody In
(years) converters at indicated age

Manufacturer and dose - -
(CCA units) 35 to 51 24 to 34 17 to 23 6 m 1O 35 to 51 24 to 34 17 to 23

Whole virus:
Merck, Sharp &

Dohme:
100 ........... 77

400 ...... 889 87 (1) 138 141 67
800 85 93 89 1) 183 162 72

Merell-National:
00......... 50

400 -------- 87 67 53 59 140 69 47
900 ............ 83 82 40 (1) 150 129 29

Split virus:
Parke-Davis:

100---------- I I 2
200 ............ M 9
400..-........ 96 79 23 2 251 129 31
800 -.. .. . 85 94 4 (1) 343 310 68

Wyeth:100 ............ 0
200 ....... 3 Q
400 ---------- 94 71 32 5 229 102 36
800 ........ 100 83 33 (1) 3$4 150 35

I Not tested.
Note: The number of persons in each group varied from about 30 to 50. Antibody equals hemagglutination inhibition.

No data presented on geometric mean titers for 6- to 10-year-old age group.

U.S. population 1974 (by age)
under 5 -------------------------------------------------- T 16, 305

5 to 9 ---------------------------------------------------- 17, 593
10 to 14 -------------------------------------------------- 20, 719
15 to 19 ---------------------------------------------------- 20, 824
20 to 24 ---------------------------------------------------- 18, 733

Total (44.4 percent) --------------------------------------- 94, 174

25 to 29 ...------------------------------------------------ 16, 223
30 to 34 --.------------------------------------------------- 13, 547
35 to 39. ..-------------------------------------------------- 11,444
40 to 44 -------------------------------------------------- 11, 379
4 5 to 49 ------------------------------.. ..-------------- 11,853
50 to 54 ---------------------------------------------------- 11,967

Total (36.1 percent) -------------------------------------- 76, 413

i.) to 59 ---------------------------------------------------- 10, 302
60 to 64 ---------------------------------------------------- 9,205
65 to 69 --------------------------------------------------- 7,835
70 to 74 .-------------------------------------------------- 5, 702
75 to 79 ---------------------------------------------------- 3, 929
80 to 84 --------------------------------------------------- 2,606
85 pIlus ----------------------------------------------------- 1, 743

Total --------------------------------------------------- 41, 322

Total population ---------------------------------------- 211,909
Source: Bureau of the Cemm.

Mr. ROGESS. Thank you very much, Dr. Sabin, for a very helpful
and informative statement.

I see there is a call to the floor for members. I had planned to
continue. I think if it is satisfactory with the witnesses we will take a



lunch break now. We will recess until 1:30 p.mr,., and then we will
continue with questions of Dr. Sabin. Then we will hear from Dr. Salk.

AFTER RECESS

[The subcommittee reconvened at 1:30 ).m., Lon. Paul G. Rogers
presiding).

Mr. ROUoENS. "l'he subcommittee will come to order, please. I think
we will continue with questions. Members are on their way.

)r. Sabin, I was interested in the difference in the reported effective-
ness of the vaccine, from the various companies. I believe you say the
Merck vaccine, minimnum doses of 400 cea, was effective about 86
percent of the time.

Dr. SABIN. That is correct for the 17- to 23-year age groups.
Mr. RoogRis. Btit even double that amount, N errell-National,

Parke-l)avis, and Wyeth (lid not produce comparable results. Some,
a little over half and one even less than half.

Would there be an indication that. perhal)s these companies might
be able to get better results later?

Dr. SABIN. You realize 1 am relying on data that were reported
last week at the N I H.

Mr. RooErs. Yes.
Dr. SAIN. Now, one proposed explanation for the differences that

have been observed is that the laboratory standard of potency that
was submitted to the manufactuers by the Bureau of Biologics, does
not actually measure the mass of the virus in the vaccine. It measures
only the capacity to combine with chick red blood cells, which differs
with the same mass of virus under different manufacturing procedures.

The Bureau of Biologics is now working with more reliable tests to
measure the total mass of virus in the vaccine, which many years of
work has shown to be related especially to the primary immune re-
sponse of human beings. In my judgment, it will be necessary in sub-
sequent contracts to require that the vaccines contain a certain
minimal mass of virus material as measured by a practical and more
reliable procedure than cca units.

Now whether or not the other manufacturers will be able to meet it
is another questions A,; a practical matter right now, as regards vac-
cination of the older high-risk groups, one can use any one of the
vaccines that have been prepared by the four manufacturers, because
the mas of virtus that is small in one vaccine and higher in another,
does not make too much difference in those over 25 or 30 years of
age, who have already been "primed" by previous infections with
related influenza viruses.

It becomes important when and if one would have to use the swine
flu vaccine in young adults, schoolage children, and preschool children.

So I think these new findings will have to be taken into considera-
tion in contracts for production of additional amounts of vaccine and
in developing a national program to meet a potential swine flu
epidemic.

Mr. RoaEas. So you feel, as I understand it, that the vaccination
program for those 24 years of age and up would be no real problem?

Dr. SABIri. At last week's meetings ti ey said they still have to get
an answer from the computers at what age tinder 30 the breaking point



takes place. I am not prepared to say 24. Thirty definitely; between
25 and 30, to be determined.

Mr. ROGERS. I see.
But for the children, it would be a different matter?
Dr. SABIN. For the children, it is a different matter, and in my

judgment it is doubtful that anything that can be done would make the
split virus vaccine practically available in a sufficiently large mass to
be useful.

Mr. ROGERS. Now, you state also that it has boon determined that
in those 52 years of age and older there would be fair protection
against the disease?

Dr. SABIN. Yes, fair already in existence. Apparently, the reason
for that is, if you subtract 1952 from 1976, you come up with 1924.
There is evidence that swine influenza virus continued to spread for
many years after the severe 1918 epidemic without causing too much
disease. There was another period for those born after 1924-31, when
swine influenza was not spreading as much but some other viruses
that were still related to swine influenza virus were spreading and could
immunize some and sensitize others in the age group between 25 and
51. About 25 percent of the 25 to 51-year-olds als were found to have
antibodies for swine influenza virus and most of the others were
"primed" to react to small doses of "swine flu" vaccine.

So that this very interesting ecological relationship between in-
fluenza viruses and human beings plays a role in all of this.

Mr. ROGERS. Now, if that were true for those 52 and over, would it
be necessary to inoculate those 56 and over?

Dr. SABIN. I would say that, from the point of view of "high-risk"
groups, just because about 70 percent have been found to have levels
of antibody that are considered to be protective, I would not wish to
take a chance on the other 30 percent. I would prefer to give them a
small dose of the swine strain vaccine together with the regular larger
do.se of influenza A/Victoria/75, but I would change the recommend a-
tions that the Public Health Service gave out earlier advising against
inclusion of influenza B in the vaccine. I think I would also add
influenza B virus in the same mixture and give all three strains in
one shot of trivalent vaccine, because the fear that addition of the B
component would increase the number of febrile and systemic reac-
tions to unacceptable levels has been found not to be valid in the
tests reported at the N11l last week.

Mr. RCOGERS. I ee. -
Now, you would also put those with certain diseases in the high-rLsk

groujp-those who have heart disease, lung disease
Dr. SABIN". So-called cardiac and respiratory "cripples," the usual-
Mr. RoGERs [continuing]. And diabetes" and so forth. So those

people should be covered.
Dr. SABIX. I would like to say also that usually old people like me--

I will be 70 in August-that is those who are 65 and over are also
generally considered "high risk," whether they are sick or not, but I

ave reason to doubt the validity of the assumption on the basis of
an analyvsis I made of recent data published by the National Center
for Health Statistics.

Mr. ROGERS. But in your judgment it would be best to go ahead
with the high-risk groups?
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Dr. SABIN. Yes, as a very high priority, and take special steps to
ensure that not only the usual 10 percent to 15 percent of the high-risk
older age groups are covered, but have at least 85 percent to 90 per-
cent covered. I am not now prepared to say what kind of new pro-
grain of administration would be required.

Mr. ROGER.S. So as I understand it, on the high-risk groups you
would go ahead on a preventive basis, and inoculate as soon as possible.

Dr. SABIN. Right. And, I understand that there is enough vaccine
probably already available to do that.

Mr. ROOERS. To do that.
Dr. SABIN. Yes for the two influenza A strains and the influenza B

strain.
Mr. ROGERS. Then would you go into stockpiling? Is that it?
Dr. SABIN. My own conclusion-and Amistant Secretary for

Health Cooper is aware of it, because we discussed it this raorning--
is to stockpile for general use at the most opportune time-that is, iN
would be better not to use up the "ammunition" ahead of time-go
ahead, reconsider the contracts with the different manufacturers be-
cause you have to reconsider the requirements that you are going to
make of manufacturers, the type of and amount vaccine that you want
for young adults under 25 to 30 and the type and amount of vaccine
that you would want for the school-age children and pre-school
children because as you go down in age, the dose goes down and the
vaccine of only one manufacturer can be used. I think that I would
perhaps ask manufacturers who are now making split-virus vaccine
to produce whole-virus vaccine of adequate mass per dose for the
younger age groups and definitely stockpile, have the ammunition
ready. If it should be possible to get the volunteer brigades ready to
act quickly-and I believe that it is possible under a leadership that
believes it can be done-then stock pile, don't use up the ammunition
prematurely, and then find yourself next year with another epidemic
wave and no vaccine, unless another appropriation is made for another
200 million doses for possible use in the season of 1977-78.

Mr. RooEs. I see.
Dr. SABIN. As I said before, some people say that it is not possible

to organize a national volunteer program that could be activated within
a matter of days after-a swine influenza outbreak is recognized in
some part of the world, but I believe that it deserves a trial because
I do not see much hope for success in any alternative program,
especially one that would involve an outlay of huge sums of money
for administration of the vaccine.

My experience in volunteer community campaigns is such that I
believe it is possible under appropriatd leadership.

Mr. ROGERS. I see. But it would have to be organized so it could
be moved quickly if there were any stockpiling.

Dr. SABIN. Yes. The guidelines should be national. The implemen-
tation should be at the grassroots level, in my judgment, in popula-
tion units not larger than 5,000 people to be vaccinated by one team
using disposable syringes and needles.

Mr. ROGERS. I see.
Dr. SABIN. And based on volunteer service, without compensation

for anybody. I found a tremendous backlog of good will among our
people who are ready to serve their communities without being paid

76-371-76----5
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for it during the oral polio vaccine campaigns when 100 million Ameri-
cans received the vaccine on the initiative of the county medical
societies without the help of the U.S. Public Health Service.

Mr. ROGE R.S. Should we expect to assume responsibility for any
liability in the volunteer effort?

Dr. SAIN. The liability of volunteers who are involved in the
administration of the vaccine?

Mr. ROGERS. Yes.
Dr. SABIN. Well, we are living in a culture now in the United States

where all sorts of unjustified liability suits are very common. I am
not now prepared to discuss alternative legal procedures that have
been recommended by others for several years and that are already
in effect in some European countries and Japan.

Mr. ROGERs. All right, sir.
The results of the reactions were interesting. Evidently the reac-

tions in people in 30 and older are not very adverse.
Dr. SABIN. I would say that on the basis of the results reported last

week, the reactions in those 25 years and older, were no different than
in the palcebo groups, those who got only an injection of salt solution.

Mr. Roons. For th6se 30 and over, then, you would not expect
adverse reactions?
- Dr. SABIN. Yes, although that does not rule out the occasional
person whose sensitivity to eggs you may not pick up or a few other
unforeseen reactions. en you vaccinate very large numbers, you
can pick up something in 10 million that you will not pick up in 1
million.

Mr. ROGERS. But generally speaking we should not have any-
Dr. SABIN. No specific reactions due to the vaccine in the older age

groups. .
Mr. ROGERS. Now, is it ever going to be possible to develop a

single vaccine that will protect against all strains of flu, do you think?
Dr. SAIN. I am sorry, sir, I did not quite understand the question.
Mr. ROGERS. We are talking about different strains of flu, would

it ever be possible, do you think to make a single vaccine to immunize
against the various flis?

Dr. SABIN. If I could choose the key word in your question, I would
pick the word "ever", and "ever" may be a short time, or a long time,
and I think there is-much research that remains to be done in the con-
trol of acute respiratory disease.

I want to make the point that the American people no,'st realize
that influenza is the name of a disease, and that all influx_ vo-a is not
caused by influenza A and B viruses. Experience in army c inps and
civilian communities has shown that even though you may get
protection against the virus that is in the vaccine, th( incidence of
total influenzalike disease can remain the same during the course of
a whole year.

Even in that oftquoted report from Seattle, Wash., in which it
is said that there wag still some protection in about 50 percent of
vaccinated children after three years, when you look at the data-
and I have them with ine-there was no protection against disease
diagnosed as influenza. The incidence of influenzalike disease, by
their criteria, was the same in the control and the vaccinated groups.
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There was only a difference in the proportion of the influenza that
was caused by the influenza A virus.

Nir. ROGERS. So presently it is not possible to have one vaccine
to insure against all?

Dr. SAiIN. Currently; no.
Mr. ROGERS. Thank vou.
Dr. Carter, did you have questions for Dr. Sabin?
Mr. C,ARTER. Thank you.
Doctor, do you really think this
Dr. SA IN. D)r. Carter, one of my difficulties resulting from advanc-

ing years is that I don't hear so well.
Mr. CARTER. I hIave the same difficulty; 94 percent of persons

aged 52 and over were found to have antibodies to swine influenza
virus prior to vaccination. Do you think revaccination is necessary
for them?

Dr. SAII N. Probably for the majority, about 70 percent, who have
been found to have high enough levefs, it is not necessary, but the
question -

Mr. CARTER. 70 percent of them?
Dr. SABIN. Yes. T1his was found in studies ini England and in some

of the results presented at the NIlI last week, but nobody can tell
who is in the 30 percent who do not have enough antibody.

Mr. CARTER. )O yOU think this program is absolutely'necessary
and that it will be effective?

Dr. SABIN. As I have indicated before, in my judgment, the
adult "high-risk" groups, as previously defined, regardless of whether
they. are 65 years and over should receive some of the "swine flu"
vaccine, some of the A/Victoria/75 and sonic of the influenza B
vaccine combined in order to give them the greatest benefit.

Mr. CARTER. Yes, sir.
So you think we .should go ahead with this mass immunization

progran.m; is that correct?
Tr. SABIN. Only for the adult high-risk, groups. If by "mass" you

mean a transformation of the usual 10 to 15 percent coverage of
high-risk groups to an 85 or 90 percent coverage, I would say for that
group, yes. The required amounts of vaccine I am told are already
available, anti the swine flu vaccines produced by the different
companies are all satisfactory for this age group. I understand that
the other influenza A and B components are also available in sufficient
quantity. That part of the program could go into operation now.

Mr. CARTER. I notice with interest that you have rated vaccine
put out by different companies as being effective, less effective and
not effective at all; is that correct?

Dr. SAIIIN. Only in the younger adults and children. The reason,
as I explained a little while ago before you came in-and permit me
to repeat it for the record-is that especially the primary human
response is related to the mass of virus material in a vaccine that
is not correctly measured by the chick red blood cell agglutination
test that the manufacturers were asked to use. The different vaccines
did not have the same mass of virus per dose and that is why the
immunizing effect of the different vaccines turned out to be different.
in human beings of the younger age groups.
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N11r. CARTER. What about the youngsters under 3 y-ears of age.
Dc we have a vaccine now that is suitable for them?

Dr. SABIN. They have nt been tested. Whether or uot they would
respond to 50 CCA units of the Merck vaccine as wt 11 as K 3- to
6-year-old ones remains to be determined. During an influenza
epidemic, children under I year of age can have a very high incidence
of life-threatening croup caused by influenza virus. Since during the
few weeks of an epidemic, influenza virus can be the dominant cause
of croup in very young children, something to protect them would be
highly desirable, even if they would get a fever of 1030 or more
shortly after a (lose of vaccine.

Mr. CARTER. Then you think that these youngsters under 3 years
of age should be imminized?

Dr. SABIN. If there is evidence of a spreading epidemic.
Mr. CARTER. Is there evidence of a forthcoming epidemic?
Dr. SABIN. There is not now. The only virus that has been reported

currently to be spreading in the United States is influenza B. There is
reason to expect, therefore, that there may be a higher incidence of
influenza B virus disease (luring the coming season.

There has been no swine influenza virus isolated anywhere in the
world beyond the small limited outbreak in Fort Dix, and even there
it could not-compete with the A/Victoria/75 virus. The influenza cases
that were admnitted to the hospital at Fort Dix in February, March
and April were caused b A/Victoria/75 an(l not by swine flu.

Mr. CARTER. What about the ' young man who died there?
Dr. SABIN. The young man who died might have (lied if he had had

any flu or other comparable disease, and submitted himself to the
physical stress of a long night march.

Mr. CARTER. Did he die of swine virus, or Victoria virus?
Dr. SAB3IN. He died with swine virus in his body, but not necessarily

because of it.
Mr. CARTER. With it?
Dr. SABIN. Yes. Ile did something he should not have done. When

somebody is as sick as he was, to go out voluntarily on a strenuous
march-he was not forced to do it-was not a really prudent act.

Mr. CARTER. I am yet at a loss as to whether you said directly
that we should have this mass immunization program which we have
launched.

Dr. SABIN. If you mean those who are not in the high-risk groups as
usually defined, my recommendation was that vaccine should be
accumulated, high surveillance continued, the determination of the
possibility of organizing epidemic preparedness brigades on a volun-
teer basis be pursued promptly under appropriate leadership, and if
that can be achieved, then the vaccine should not be used on a mass
scale in healthy persons until there is evidence that the swine virus is
causing an outbreak of disease somewhere in the world. In the mean-
time recruit and rehearse an "army of volunteers" in the entire coun-
try to be ready to go into action within a matter of (lays rather than
weeks, after the first sign of a swine flu epidemic is detected anywhere.

As I said before, some people say it is not possible, but I believe it
may be possible, and it should be tried-not only for mass vaccination
against a swine flu epidemic that may not come, but also against some
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other pandemic strains of influenza virus that may come in 2 or 3
years.

Mr. CARTER. How many days does it take to develop immunity
to the swine virus?

Dr. SABIN. Past experience shows that it takes about 10 to 14 days.
Past experience has- sh own that even with pandemic strains, for wldch
the population has had no immunity, that while in a single community
an epidemic may be all over in 4 to 5 weeks, it takes many weeks bere-
the whole country is affected after the first outbreak is recognized.

If some say that after it was discovered on the west coast it was
present in a matter of 2 months somewhere else, it does not mean that
the disease appeared everywhere in so short a time.

There are people who say that we should not wait and that it is
much better to haveithe vaccine in the arms of people than in the
refrigerator, as if that were a simple matter. My point is that if you
have enough vaccine in the refrigerator and the organization to ad-
minister it this year and next year, I would go along with the policy
of total mass vaccination before there is a clear need. But if you have
only so much ammunition and no standing army to use it properly, my
ju(igment is save it, until you can use it to optimum advantage.

Mr. CARTER. Should the drug companies manufacturing this vac-
cine be freed from liability beyond efficacy and purity of the vaccine?

Dr. SABIN. I would like to express a personal judgment, that when
pharmaceutical companies make and test vaccines in accord with
Federal regulations and that are administered in accord with Public
Health Service and professional recommendations for the benefit not
only of the vaccinated individual but for the benefit of the community
andNation, then I think that to hold a manufacturer liable for poten-
tial side reactions that are not his fault is not in the best interests of
the country.

I think if the recent flood of litigations continues, manufacturers
will stop making the vaccines we need for protection of the public
health in this country.

Mr. CARTER. I thank you so very much for your statement. It has
been excellent.

Mr. ROERS. Mr. Maguire?
Mr. MAGUIRE. Thank you, Mr. Chairman, I think most of the

questions have been covered. I just have one additional one which
would be, Doctor, whether or not you would feel that other outbreaks
or other examples, even of isolated or individual cases of swine flu
ought to occur before any massive effort at inoculation, or whether it
would be-I mean even for your high-risk cases-too risky to wait
until that moment occurred? ,

Apparently, there have been no additional cases, as I understand it,
since the Fort Dix cases.

Dr. SABIN. If I understand you correctly, I would answer as follows,
that because of the amount of the swine flu vaccine needed for the
high-risk groups is so small, I would give it to this group now before
there is any evidence of an outbreak. And if an outbreak does not come
till next year, or another wave of swine flu disease comes next year,
there would be enough vaccine for them again.

But for the remainder of the population, I would say that under the
present circumstances, we cannot prevent an epidemic from occurring
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by vaccination of the older adults or even of the whole population,
and therefore, it would not be wise to use up the vaccine at this time
on those that are not high-risk groups.

Mr. MAGUIRE. Scientifically speaking, does it make sense for us to
take one isolated example, such as the Fort Dix case, and then launch
this massive program, or, in other words, can you really conclude
from the one isolated example-which has not been repeated else-
where-can you conclude scientifically chat we are as much in danger
of outbreaks of swin6 flu as we might conclude if there had been a
number of cases of this.

What is the relationship scientifically between those two situations,
one where you have an isolated case and one where you might have
a number?

Does having a number make it five times more likely that we will
have outbreaks, or only> 110 percent more likely, or what?

Dr. SABIN. Limited isolated outbreaks with new influenza viruses
have occurred before w thout spreading elsewhere. One of the reasons
for the special action following the limited Fort Dix episode is that
the swine influenza virus had a record of being a very bad actor in
1917-18. When the President asked me and others, as one had to ask,
whether anybody can be certain that the virus will not come back
later this year-this was in March-and be as bad as it was in 1917
and 1918, end when all said that none could be certain, it was neces-
sary to make a decision. In response to questions from the assembled
communications media at the White House, I then said that it was
the kind of a decision that cannot be scientifically dealt with on the
basis of probabilities, because you are damned if you act and you are
damned if you do not.

You are damned if you act, because if you do everything possible
to prevent a potential' epidemic aid nothing happens, some will say
that it was all a needless big show. But you are damned if you don't,
because if you do nothing to meet the challenge and a devastating
epidemic does come, then you have failed in your duty to protectthe N arian.

Mr. MAGULIRE. I agree with that, and that is why I voted "yes" in
March. It is now practically the 1st of July.

Does the fact that there have been no additional examples since
then tell us anything that we did not know in March?

Dr. SAnIN. Not as regards the probability of a swine flu epidemic
in 1976. The main scientific thing we did not know then is that it
would not be possible to prepare vaccine of sufficient effectiveness in
all age groups, that could be administered to schoolchildren as wellas adults without a high price in side reactions, to prevent continued
transmission of the virus if it reappeared. That is the difference.

Mr. MAGUIRE. We do not know any more about the likelihood of
whether or not there will be an outbreak?

Dr. SAtIiN. We do not.
Mr. MAGUIRE. All right.
Thank you, Mr. Chairman.
Mr. ROGERS. Dr. Sabin, thank you so much. Your testimony has

been very helpful to the committee.
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[The following memorandum was subsequently received for the
record :]

MEDICAL UNIVERSITY OF SOTTH CAROUINA,
DISTINGUISHEtD RESEARCH PRoF ssoH Or BIOMEDICINE,

Charleston, S.C., July 1, 1976.
To: lion. Paul G. Rogers, Chairman, Subcommittee on H[ealth and the Environ-

iment, House Committee on Interstate and Foreign Commerce.
From: Albert B. Sabin, M.D.
Subject: Propos-al for a "National Program for Settlement of Claims Resulting

from Federally Recommended Vaccinations."

A. OBJECTIVE OF PROPOSAL

To pr ivide an alternative legal mechanism for investigation and compensation
of claims of alleged Injury resulting from vaccination programs recommended
by the Federal government for the benefit not only of the individual but also
ol the community at large, including those who are not vaccinated.

1. REASONS FOR PROPOSAL

1. The recent federal recommendation for mass vaccination to meet the poten-
tial threat of a serious swine influenza epidemic has dramatized the obstacle
lused by the unexpectedly high estimated cost of insurance for both the manu-
facture and administration of the vaccine, based not on the expected rare con-
current instances of possible injury but rather on the expected high frequency
and high cost of litigation.

2. The problem concerns not only the current swine influenza program, and
po.Sibly also future programs against other new strains of influenza and other
viruses resporLsible for occasional world-wide epidemics, but also the vaccines
routinely recommended for millions of children to protect the nation against
poliomy-litis, measles, German Measles, etc.

3. In testimony before your committee on June 28, 1976 on bills II.R. 14437
and 11.11. 14409 to indemnify manufacturers of swine influenza vaccine, Mr.
LUslie Cheek, Vice President for Federal Affairs of the American Insurance
Aosociation, pointed out that even if these bills were enacted they "would do
nothing, however, to limit the potentially huge exposure to liability of others
whose participation in the proposed national vaccination program is crucial to
its success-doctors, hospitals and public health agencies." lie quoted the fol-
lowing from a recent statement by the board chairman of one of the nation's
largest insurers:

... What we are experiencing in the area of tort/liability insurance is the
psychology of entitlement gone wild. There is neither rhyme nor reason to much
of what is now happening in the courts of our land . . . [i.e.] . . . the passion
of the judicial system to compensate an injured person by attaching liability,
however remote the justification. We have developed a system whereby the
lawyers and a minority of the claimant,4 reap the money and the insurance com-
panics rmaip the blame. Clearly, it is a- problem and a -erisis which demands
solution."

4. Health, Education and Welfare Secretary David Mathews in an Asociated
Prvss dispatch published July 10, 1976 in connection with the proposed swine
influenza program wa9 said to hav warned that if the liability issue was not
resolved, "it would have serious and negative consequences for all public
immunization."

5. Other American pharmaceutical companies may follow the example of the
Pfizer Co. and stop manufacturing human vaccines that the U.S. Public Health
Service regards as essential for the routine immunization of millions of children
each year.

C. DESCRIPTION OF PROPOSAL

1. The proposal is limited to the settlement of claims arisipg from the routine
or periodic mass use of vaccines, prepared and controlled in accord with federal
regulations, on recommendation of the U.S. Public Health Service for the benefit
not only of the individual but also of the community at large, including those
who are not vaccinated.

2. It does not include federally licensed drugs that are prescribed by physicians
for the benefit of individual patients.
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3. The proposal calls for federal legislation to establish and financially to sup-
port state boards for the investigation and settlement of vaccine-associated claims
against the manufacture of the vaccine or the person administering the vaccine
or both in accord with procedures prescribed by law. Existing State Workman's
Compensation Boards may be regarded as performing a comparable function.

4. Although a citizen cannot be deprived of the ultimate right of litigation,
the law would prescribe that any claim for alleged damages arising from federally
recommended vaccinations be first referred for Investigation and settlement by a
State Board established for this specific purpose.

5. Upon receipt of such a claim, a State Board would appoint an ad hoc panel
of inquiry, with special expertise for the vaccine in question, to determine:(a) whether or not , alleged injury or disability is related to the vaccination
beyond any reasonable doubt, and if there is a reasonable doubt it is expected
that the patient would be given the benefit of the doubt;

(b) whether a valid clim is due to negligence of the manufacturer, e.g. con-
taminated ampule or other accidental defect not detectable by the required
federal control tests, or of the person administering the vaccine, or to a rare side
effect of the vaccine.

6. If the claim is found to be valid by a majority of the expert panel, the state
board is empowered to establish the amount of compensation to be paid by the
Federal government according to a schedule to be established by the proposed law.

7. If the claim is found to be invalid by a unanimous vote of the state expert
panel of inquiry, the board shall inform the claimant of the panel's findings and
of its decision to deny compensation.

8. If the state expert panel is not unanimous in its judgment of the validity
of a claim, its findings shall be submitted for review by an ad hoc national expert
panel to be appointed by a National Board that will be established as part of thiq
program. The final status of the claim shall be determined by a majority vote of
the national expert panel.

9. The National Board for Settlement of Claims Resulting from Federally
Recommended Vaccination, whose composition will be prescribed by the pro-
posed law, shall establish uniform guidelines for the operation of the State Boards
and shall act upon claims against the Federal government.

10. The findings of the State and National Boards shall be admissible as expert
testimony in came the claim is submitted to litigation.

11. A public compensation system for injuries resulting from governmentally
recommended immunization has been in effect in Japan and some European
countries for several years.

12. Copies of the following relevant publications, that may be of interest to
your committee in connection with this proposal are enclosed I herewith:

(a) Dr. John P. Fox (University of Wa'hington, Seattle, Wash.) 1970. From:
Proc. International Conference on the Application of Vaccines Against Viral,
Hickettaial and Bacterial I)iseases of Man (14-18 December, 1970), PAHO Sc.
Pub. 226, Washington, D.C. (1971), p. 453. Discussion suggesting need for public
indemnification for adverse reactions following governmentally recommended
vaccines.

(b) Dr. Ht. Bruce Dull (Center for Disease Control, Atlanta, Ga.) 1970. From:
Ibid. P. 499. Discussion suggesting need for seeking "administrative or legislative
mechanisms that will spread the cost of unavoidable injuries" and will prevent
"the costly litigation of personal injury claims".

(c) Dr. Preben von Magnus (Statens Seruminstitut., Copenhagen, Denmark),
1970. From: Ibid. p. 499. Describes action taken by government of Denmark in
relation to various vaccines.

(d) ])r. Reisaku Kono (National Institute of Health, Tokyo, Japan), 1970.
From: Ibid., p. 500. Describes action taken by government of Japan to compensate
for adverse effects of smallpox and other vaccinations.

(e) Dr. Preben von Magnus (as above), 1973. Compensation for Injuries
Possibly Related to Immunization. International Symposium on Vaccination
Against Communicable Diseases, Monaco 1973; Sympos. Series Immunobiol.
Standard., vol 22 pp. 325-329, Printed in 6 re t Britain. Contains trarLqlation of
"Account of the Provisions of the Danish Indemnification for Injuries Caused by
Vaccination, Act of 7 June, 1972"

(f) Dr. P. B. Stones (Research Division, Pfizer, Ltd., Sandwich, Kent, UK),
1973. Contribution to Discussion, Ibid., pp. 331-332. Discusses problems arising

2 May be found in committee's files.
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during governmentally sponsored mass vaccination campaign of requirement for
vaccine manufacturer to Warn public of risk involved, and the need for govern-
mental assumption of responsibility.

(g) Vaccination and the Statte, 1974. Editorial in The Lancet, April 13, 1974,
pp. 665-666. "If community-health experts decide that the slight risks which
accompany vaccination are justified by prevention and control of the dicase
concerned, then should not the responsibility for the rare case of disability fol-
lowing vaccination also be accepted?"

(h) Dr. Richard D. Kruginan (University of Colorado Medical Center, Denver,
Colorado), 1975. Immunization "dyspractice": The need for "no fault" insurance.
Pediatrics, 56: 159-160, 1975. "Government agencies such as the Social Security
Administration or -Workman's Compensation Boards could serve as the means
of initiating and carrying out a program of 'no fault' insurance coverage for ac-
cepted routine immunization procedures. A one cent (or less) surcharge on each
do-e of all vaccines manufactured would probably be sufficient to ciate an
.Adc'piate trust fund to carry out this program". Senator Gary Hart of Colorado
had this article reprinted in the Congressional Record of April, 1976.

Mr. ROGERS. O1ir next witness is another noted scientist, Dr. Jonas
E. Salk, who is director of the Salk Institute for Biological Studies in
San Diego, Calif.

Dr. Salk, we welcome you to the subcommittee again. We are pleased
to see you, and you may proceed as you desire.

STATEMENT OF JONAS SALK, M.D., DIRECTOR, SALK INSTITUTE
FOR BIOLOGICAL STUDIES

Dr. SALK. Thank you very much, Mr. Chairman. I hope that some
of you will ask me some of the questiohis you asked Dr. Sabin. I think
that it will come as no surprise that we sometimes perceive things
differently.

I would answer one of the questions that you asked before I read
my statement, and then answer further questions, by saving that I do
believe that we do have the knowledge on the basis of which to be able
to consider what I will call a vaccine against influenza, the disease,
and not merely vaccines against one strain or another. This we will
discuss later. I believe that our state of knowledge allows us even to
embark upon what might be thought of as a small Manhattan or
NASA-type project to try to bring influenza under successful control.

Now the issue before this subcommittee concerns the nature and
the probability of risk associated with the proposed mass vaccination
against influenza, and as a scientist who has carried on research
toward developing .safe and effective vaccines for influenza and
poliomnyelitis, come before you, in the public interest, to offer infor-
ination that might not otherwise be brought to your attention and to
offer my views on the issues involved in the legislation which is Under
consideration.

I began active work on influenza in 1939 while a medical student.
In 1942, the development of a means of vaccination against the
disease became my major preoccupation. This work was don, in
collaboration with Dr. Thomas Francis, Jr. who was professor of
epidemiology at the University of Michigan, and it was later con-
tinued at the University of Pittsburgh, where in 1948, simultaneous
work toward developing a vaccine againstpolio began. I was interested
in developing vaccines against these two diseases in a form that would
be inherently safe and effective for the suppression or the eradication
of these viruses from the population.
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The research on vaccination against influenza on which I worked
actively until 1953 was carried out under the auspices of the Com-
mission onl Influenza of the Board for the Control of Influenza and
other Epidemic Diseases in the Army, later called the Armed Forces
Epidemiological Board. Dr. Francis was its Director.

Because of our concern for safety as well as effectiveness, we chose
to explore the possibility of developing a killed, rather than a live,
virus vaccine. With the killed virus vaccine, the risk that the vaccine
itself would cause disease would be eliminated and not merely re-
duced, as would be true for an attenuated, live virus vaccine.

A killed virus vaccine was prepared and was found capable of
protecting aainst the naturally occurring disease as well as the
experimentally induced disease. This protective effect was found to
be directly related to the amount of serum antibody induced and
maintained. This fact permitted antibody level to be used as an
indicator of vaccine effectiveness and of duration of immunity. Wheii
attempts were made to raise antibody levels by increasing the amount
of virus in the vaccine so as to improve the vaccine effectiveness, tk
limitation was encountered in that an unacceptable percentage of
individuals reacted with transient fever and other associated symp-
toms as the quantity of virus antigen was increased, as you have
heard today.

A corresponding benefit in terms of anti!)ody response was not
observed. Nevertheless, within the limits set by such reactions,
vaccines of levels of acceptable activity proved to be quite effective
in diminishing the incidence of illness when used prior to the onset
of epidemics and even in preventing the occurrence of outbreaks in
groups in which a significant proportion of the population was
vaccinated.

:As you will gather from my further remarks, my hilosophy and
orientation is to use vaccine to suppress an epidemic from occurring.

Now, when a sufficient proportion was so vaccinated, this had the
effect of reducing the amount of virus dissemination and the un-
immunized, as well as the immunized, were further protected because
the virus could not become effectively established in such groups.
This is known as the herd effect.

The beneficial effect of vaccination was also found to depend upon
the presence in the vaccine of a strain of virus that matches the
strain causing the epidemic. However, a sudden periodic change
occurs when an immunity gap develops in the population.

The strain formula of the vaccine then has to be changed to restore
its effectiveness. This occurred in 1946-47 when the type A-prime
virus appeared and then again in 1957 when A-2 appeared and in
1968 when A-3 appeared. The threat of another strain change due
to a significant imniunity gap with the type A swine antigen is the
reason for the proposal to fill this gap, using the influenza virus
vaccine containing the type A swine antigen so as to attempt to
suppress the onset of an epidemic due to such a virus.

The following provides some measure of the degree of vaccination
benefit observed when there was a good match between the vaccine
strain and the epidemic strain.

In 1943, for example, against influenza A, which was the first
year that a field trial had been conducted, 70 percent protection was
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observed or 7.5 percent incidence of disease in the controls, and 2.2
percent in the vaccinated.

In 1945, against influenza B, a 92-percent protection was observed.
There were 11.2 percent in the controls and 0.9 percent in the
vaccinated.

,rhe greater effect observed in 1945 may have been due in part to
the herd effect, since separate vaccinated and unvaccinated groups
were compared. Tie 194:3 studies involved equal numbers of vac-
cinated and controls intermingled within the same limited population.

During the epidemic of 1943-44, observations were made showing
persistence of immunity 1 year after vaccination. These observations
were made in an institution in which approximately 40 percent of the
population in some wards had been vaccinated the year before and
in other wards, the population was essentially unvaccinated.

The total incidence of clinical disease in 1,319 inhabitants of the
unvaccinated wards was 12 4 percent and among the 1,916 in the
paritially vaccinated wards, the incidence was 1.9 percent.

The result strongly suggests that vaccination of half the latter
population in 1942 had continued to exert a distinct effect in 194.3,
a year leter, and the incidence of disease among those in the partially
vaccinated wards was 85 percent less than in the unvaccinated words.

Mr. RoGERs. Dr. Salk, may I interrupt at this time?
Dr. SALK. Yes, please.
Mr. ROGERS. There is a vote. I am sorry, we will have to recess for

10 minutes, while Members respond to the vote.
rief recess.]
r. RoozRs. The subcommittee will come to order, please. We

are continuing to hear the statement of Dr. Salk.
Dr. Salk, you may proceed.
Dr. SALK. I had been speaking about the observation suggesting

the duration of, or persistence of, immunity 1 year after vaccination
and then I was about to refer to the episode in 1947 when a major
vintigenic shift occurred and vaccination was without significant
effect. There was about a 9-percent reduction in incidence of disease.

It was at that point that my attention began to be focused on the
possibility of what I had referred to a moment ago, a vaccine against
influenza, the disease, rather than chasing after one strain after
another. But I should go on, and we can come back to that in a
moment.

I believe that it would be desirable in the pro rani contemplated
for the coming winter to include studies in a sufficiently large group
that should be given a vaccine containing not only the type A swine
strain, but also the type A Victoria and the type B strain, as Dr.
Sabin has already suggested, in view of the fact that these viruses
are also presently in circulation.

However, the major program with type A swine should be carried
out as planned, in my view. The addition of the group receiving the
trivalent vaccine would mark the need for further development of a
polyvalent vaccine against the disease and not merely against one or
another strain.

But what are the risks that are involved?
Short- and long-term studies have been made of influenza vaccine

side effects. In the short term, fever and the usual associated symptoms
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occur, as with many of the vaccines. The frequency and degree de-
pends upon the virus or virus antigen content, as has been said
repeatedly today.

The amount and degree of such side effects would depend upon
the dosage decided upon, and if the dosage is appropriately controlled,
such reactions do not constitute any more of a problem than for
other vaccines used in adults and children.

These are not likely to be converted into medico-legal side effects,
nor is it likely that there will be medico-legal side effects in individuals
with known egg allergy, since this group can be obviated by cautioning
against vaccination unless a prior skin test is made.

Long-term observations by a group under the National Research
Council have been made over an appro.dmately 10-year period fol-
lowing vaccination in 4,000 individuals who received the nortnal vac-
cine against influenza, 18,000 who received an especially potentiated
vaccine, and 22,000 who received a placebo. A comparison with respect
to six categories of disease revealed no significant difference between
those who received the standard vaccine and the placebo. Therefore,
in connection with the broad range of diseases that could be conceiv-
ably related to vaccination, a killed influenza virus vaccine, such as is
heing contemplated for mass use, does not inherently contain medico-
legal problems in respect to any know, measurable morbidity or
mortaity.

A further 18-year followup for mortality has shown no adverse
effects due to the influenza vaccines under study.

For the foregoing reasons, I regard as reasonable such legislation
as would protect the public, the manufacturers and those involved
in administering the proposed mass vaccination programs against un-
reasonable and unwarranted litigation. 1 call these medico-legal side
effects of vaccination.

However, I wish to caution that any other vaccines that might be
considered for such legislation be examined separately and that general
legislation not be developed because of special considerations that
apply in each instance.

You are undoubtedly aware that the reason for the present concern
on the part of the manufacturers and, I would say-, also the insurance
companies arises because of a court decision related to the use of the
oral, live, attenuated polio virus vaccine which the court has declared
to be unavoidably unsafe.

The court requires that "in the case of a prescription drug which is
unavoidably unsafe and to which there is a certain small risk through-
out the population that there must be either a warning, meaningful
and_- complete, so as to be understood by the recipient, or an indi-
vidualized medical judgment that this treatment or medication is
necessary and desirable for the patient."

The court would not lay down "an absolute duty to warn all who
receive medication in public clinics." Instead, the warning applied to
"a prescription drug, such as a live, virus vaccine."

Now, I want to draw attention to the fact that the influenza vaccine
is a killed virus vaccine and that the oral polio virus vaccine to which
the court referred in its decision is a live virus vaccine.

Nevertheless, it is both advisable and necessary for the public to
be meaningfully informed of the foreseeable consequences of the use of
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influenza vaccine and that the distinction be made between a killed
and a live virus vaccine.

My special concern that the contemplated legislation be limited to
influenza vaccine, and that similar legislation not i'e considered for
the oral polio virus vaccine, is based upon the fact that for polio a.
choice exists in a killed polio virus vaccine which does not carry the
risk associated with the use of the oral vaccine which has caused the
cases of paralytic polio that have been the reason behind the need for
the )resently contemplated legislation.

In listening to the discussion this morning, I wondered as to the
reason underlying the concern on the part of the manufacturers and
the insurance companies. I believe it rests on the history to which 1
have just referred; namely, the occurrence of vaccine-associated cases
with the use of the oral live polio virus vaccine, which appears to be
the l)redominant cause of polio in the United States today.

I would like to comment upon the difference in Dr. Sabin's point of
view that influenza vaccination should be used as a weapon against
an enemy, namely, the influenza virus, and my point of view that it
should be used as a tool to prevent the influenza virus from emerging.

it is my view that in the long term, we will eventually come to
recognize that it will be possible, by maintaining the immunity index
of the population sufficiently high, that the influenza viruses can be
kept suppressed as, in fact, doesa ppen under natural circumstances.

When a virus disseminates widely enough it raises the immunity
index in the population, and then seems to go into a latent state.
Another virus then reappears.

For these reasons, we should be able artificially to synthesize, or
put together, a va,.cine that would make influenza vaccination a
routine part of preventive medicine.

As I had indicated a moment ago, one of the benefits, one of the
side benefits, you might say-which I would look upon as a beneficial
side effect-would be to reopen the question of bringing influenza
under complete control so as to avoid the necessity of having-to guess
where the virus is and when it might do what.

There are a multiplicity of genes involved in the control, not only
the antigenic characteristics of the virus, but its pathogenicity and its
epidemicity. There is no assurance that these are linked. In fact, they
are undoubtedly quite independent..

When I say that I believe that the vaccine would do more good
in people's arms than in the refrigerator, in expressing myself in favor
of vaccination, I look upon the immunity gap that exists. So long as

-.such a gap exists, it is an invitation for the influenza virus to enter
the population and to spread.

Consequently, I am les concerned with where the influenza virus
may be at the moment than that there is an immunity gap in the
population that, in my view, needs to be filled, and this vaccination
program makes that possible.

As I have indicated, I would like to see a sufficent opportunity for
making observations in those who were given a trivalent vaccine.
In the event that we are not visited by the swine influenza virus this
coming year, either because it lies dormant for an extended period,
or because we have effectively prevented it from emerging.

As to the proportion of respiratory disease caused by influenza,
if we take that in the mass, it probably is small. But we must separate
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influenza from all acute respiratory diseases. It is a unique phenom-
enon. It is the only one that I know of that disturbs the mortality
curve, and it is the only one that closes schools and offices.

I have, as I have indicated, had a long experience with influenza,
during which time I have developed an enormous respect for it, and
if I can leave any message this afternoon, it would be to open our
minds to taking upon ourselves the challenge to bring this disease
under c; :trol.

I believe that the American people deserve to see the benefits
from their support for biomedical research for these many years,
and influenza would be a splendid target to choose to challenge our-
selves so as to be able to look upon another disease that is behind us,
rather than one we will have to continue to grapple with long into
the return.

I have taken a positive view of all that has happened, and I am
encouraged to see the enthusiasm and interest that has been created.
Perhaps I am somewhat partial. I indicated that influenza was my
first love, and it is for this reason that I have come back into the
picture, to do what I can to help further not only this program, but
to encourage bringing the disease under complete control.

Mr. ROGERS. Thank you so much, Dr. Salk, for an excellent and
most helpful statement.

Mr. Carter?
Mr. CARTER. Thank you, Mr. Chairman.
I notice at page 6 of your testimony you state that this vaccine

should be combined and that we could get a combination of three.
Am I correct? 0

Dr. SALK. Yes.
Mr. CARTER. Type A-Swine, Type A-Victoria, and Type B strains?
Dr. SALK. Yes.
Mr. CARTER. That seems sensible to me, too. You could cover

a broader range of the influenza viruses in this manner.
Dr. SALK. Yes.
Mr. CARTER. On the last page, I notice that since this is a killed

virus that we are dealing with, it is quite different from one of our
polio vaccines, the oral vaccine, which is an attenuated virus, I believe,
is it not?

Dr. SALK. Yes, that is an attenuated live virus.
Mr. CARTER. And yours is the killed virus, is that correct?
Dr. SALK. Yes it is.
Mr. CARTER. And Dr. Sabin's is the attenuated?
Dr. SALK. Yes.
Mr. CARTER. And from it we have had some cases of polio, is that

correct?
Dr. SALK. Yes, we have been having them all along. They have

accumulated in the United States, thus far in excess of 130 such cases
and in recen t years, the only cases of polio that seem to be occurring
in te United States are those that are associated with the use of that
vaccine.

Mr. CARTER. With the use of that vaccine?
Dr. SALK. Yes.
Mr. CARTER. And do you think that situation necessitates the

Federal Government to assume the insurance coverage which the
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insurance companies themselves refuse to give the manufacturers of
the vaccine?

Dr. SALK. Yes; I believe so.
There have been international meetings at which this matter has

been discussed, and there are some countries which have assumed such
responsibility-Denmark, West Germany, Japan and others-par-
ticularly motivated because of the vaccine associated, polio-vaccine
associated, cases.

Now, I know from reading the transcripts of those records that some
of the members of the Public Health Service would like to see the same
thing happen in this country. In my view, that would be in error, in-
asmuch-as there is a viable alternative of an effective vaccine against
polio that does not cause such cases and therefore does not demand
indemnification.

It is for this reason that I am etautioning against establishing a
precedent of this kind.

Mr. CARTER. Yes, sir.
You do not feel that these vaccines will cause influenza?
Dr. SALK. No; I do not.
Mr. CARTER. Since they are dead, or killed viruses, is that correct?
Dr. SALK. Yes, that is correct.
Mr. CARTER. Do you think that it is necessary for the Federal

Government to assume this liability, beyond a guarantee of purity
and efficiency by the drug companies?

Dr. SALK. Yes, because of the circumstances that prevail, Dr.
Carter.

Mr. CARTER. And you support this program, is that correct?
Dr. SALK. I do.
Mr. CARTER. Thank you very kindly for a very good statement.
Mr. PREYER [presiding]. Mr. M aguire?
Mr. MAGUIRE. Thank you, Mr. Chairman.
I was intrigued, Doctor, by your opening comment that you hoped

members of the subcommittee would ask you some of the questions
that were asked earlier of other witnesses, and rather than trying to
review in my mind which of those questions you might have been par-
ticularly interested n answering, I thought I would simply ask you to
address yourself to any other matters now that were raised in the
earlier part of the hearing that you might choose to address yourself.

Dr. SALK. I am at the moment not certain that I kept notes about
each one of them. There were some questions that were of immunologi-
cal nature the answer to which might illuminate some of the observa-
tions that had been made in the course of the studies that have been
carried on over the last several months.

Yor see, there has been a relatively long history of influenza vaccine
research. It was about 33 years ago that we were preparing ourselves
for the field trial that was carried out in November and December of
1943. We began vaccinating at the end of October and November
in 1943.

An interesting observation was made at the end of May of 1943,
Iwas asked to o to Fort Custer to study an outbreak of virus pneu-
monia. It turned out that this outbreak in May of 1943 was due to the
influenza virus.

I returned to the laboratory and found that the virus isolated was
somewhat different from the virus that we were going to include in
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the vaccine. The virus that we were going to include was one that had
been isolated in 1934.

We decided to include this strain because it had just been isolated,
and when the outbreak occurred in 1940 in October-November 1943,
it turned out that if we had not included that recently isolated strain,
the efficacy of the vaccine would not have been as great as it was.

There was no evidence that the virus was casuing sporadic cases-
it may have been-but all was quiet between May and the explosion
in October.

The same thing occurre'-
Mr. MAGUIRE. May I just interrupt there?
You would agree with Dr. Sabin at that point, that the fact that

there had been no additional cases since March signifies nothing?
Dr. SALK. It signifies nothing.
There is something strange and mysterious about the ways of the

influenza virus. Those mysteries we may never ever be able to answer.
I hope that with what we know, we might be able to keep the virus
suppressed without discovering the mystery about how it behaves
in interepidemic periods and how it reemerges. The same thing
occurred in 1945 when again in May, this time an o~itbreak occUITe
at Lowry Air Force Base in Colorado. This was studied and influenza
B virus was the cause. And then it was not until many months later
that a widespread influenza B outbreak had occurred.

Therefore we must go forward, in my view, on the assumption-
that that wlich is important is not where the virus is, or what it is
doing, but that there is an immunity gap in the population.

I look upon that as a more positive way of dealing with the question
of rationalizing the program that is being planned. As for the differ-
ences in behavior of the virus vaccines made by the different manu-
facturers, that is what we might call a detail that can be worked out,
because it does involve questions of antigenic mass, what methods
should be used for standardization, and I agree with Dr. Sabin in
that respect, that there is a certain amount of evidence of antigenic
crosing of strains that occurred before.

These problems, I think, are soluble. The preliminary experiments
are all behaving in a way which is familiar to those who have worked
in influenza for many years.

Mr. MAGUIRE. But are there not some fairly dramatic differences
in the efficacy of the vaccines from the different companies, at least
as tested so far?

Dr. SALK. Yes, there are differences in responsiveness.
Mr. MAGUIRE. They appear not to be marginal, but rather sub-

stantial differences.'
Dr. SALK. Yes; they are, and that is because they are on the steep

slope of the dosage curve. Attention must be paid to the question of
the relative antigenic mass, not merely in terms of the cca units, but
in terms of some other measure that would allow one to adjust the
dose to be equally effective. That clearly is what the results of the
experiments that have been done thus far suggest.

Therefore, we must look upon these as very valid experiments to
have done in advance of embarking on the program. Now it is neces-
sary to make the fine adjustment, you might say, on the dosage scales,
both for adults and for children.
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Mr. MAGUIRE. So there is no reason for the public to fear that
they will be only half as well off if they get company X's vaccine in
relation to getting company Y's? You think all of that is going to be
equalized?

Dr. SALK. I think that will be equalized, quite obviously, and the
fact that these differences were observed is encouraging. It shows that
out tests are sufficiently sensitive to pick up these differences.

Since you mention tle public, it is my hope that something can be
done to increase the confidence of the public in this program, that
they may then willingly participate, because to the extent that there
is public participation, to that extent we-move toward achieving the
herd effect to wi ich I referred.

Therefore, the objective should be not merely in terms of immuni-
zing the individual, but to immunize the community, to bring about
a beneficial effect that is analagous to the statement that we make
when we say the whole is reater than some of the parts.

Mr. MAGUIRE. Would tiere be any circumstances that you could
envisage that would lead you to recommend at some future point
that we not proceed with this program?

Dr. SALK. No; I have heard that question asked
Mr. MAGUIRE. I asked Dr. Cooper that this morning.
Dr. SALK. I cannot foresee what might occur that should deter

this program from going forward. I Ilik upon this as a normal and a
reasonable extension of what we have known about influenza.

I have but one regret, and that is that we do not at the moment
have that polyvalent vaccine to which I referred to produce a high
enough level of immunity to all strains in all who receive it and even
with the single dose.

Mr. MAGUIRE. Is it technically impossible?
Dr. SALK. It is technically possible. I did such studies in the early

1950's, and when I made reference to the followup studies 18 years
later, these were made-and it is now 25 years later-in groups of
soldiers at Fort Dix who received an experimental vaccine which
was made up of very small quantities of each of the different strains,
emulsified in mineral oil, which has a marked potentiating effect
on the immunizing power of the vaccine, producing high levels of
antibody that are of long duration.

Now, I am going to reopen the question of looking into that par-
ticular form of vaccination, because it is the only way that I can visual-
ize solving the problem of influenza. We camot have a normal kind
of vaccine which is poly valent, because you would have to include
too much virus, it wouldbe too expensive, and too reactive and there-
fore one would have to resort to this new approach that I referred to
which is called the use of a powerful immunological adjuvant.

Mr. MAGUIRE. Well, where have we been for the last decade or
two on this? One would have thought that with that work having
been done 30 years ago that we would have conquered the problem
by now.

Dr. SALK. This work continued under the auspices of the Influenza
Commission after I became involved in the work on polio. I had used
this technique in the first polio vaccines that were developed, and the
object then was to have a single dose preparation. However, someone
raised the question as to whether or not the use of the mineral oil
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might not cause cancer 20 years from now, and that put the program
to an absolute standstill.

Fortunately, I had already done control studies with aqueous
material and had already demonstrated that we could do the same
thing with the aqueous vaccine, however, we shifted to a three-dose
schedule.

Subsequently, this work was carried on, as I indicated before, by
the Commission on Influenza, and they had hoped to have a product
like this licensed, but because of the questions raised about cancer,some studies were then done in animals. Theseproduced some ques-
tionable results that really need to be repeated and, therefore, this
work has been, to a large extent, held up because of that fear.

When I draw your attention to these studies in humans that are
now 23 to 25 years along, I think that that is a farily good sampling,
and a fortunate experiment to have done, from which we can now
reap the benefits.

Mr. MAGUIRE. I take it you do not agree with Dr. Sabin about his
proposal that we administer the vaccine now only to the high-risk
groups in the population and stockpile the rest for use in the event that
something further develops?

Dr. SALK. No; I do not.
Mr. MAGUIRE. If I understood him correctly, I think that is what

he said.
Dr. SALK. He and I have discussed this matter before, and I think

the difference in our preception relates to the degree of confidence that
we have in the degree of persistence of immunity. I will speak for
myself and say that I do not think that you have to vaccinate the
entire population to raise the immunity index high enough to keep the
virus suppressed. Therefore, even though the vaccines may not
immunize 100 percent of the population, if used widely enough, it
will raise the immunity index sufficiently to reduce the probability of
the emergence of an epidemic.

'. MAGUIRE. There must be a critical point there somewhere,
where you cross over. Is it 75 percent, or 60, or some other figure?

Dr. SALK. That is-we cannot yet state precisely. I cited the evi-
dence earlier about the wards in an institution in which 40 percent
had been vaccinated the year before as compared to those in which no
vaccine had been used, and it was remarkable to see that the incidence
of disease in the partially vaccinated wards never exceeded 6 percent
and went up to about 25 percent in the unvaccinated wards; the total
incidence, or differences, between the two in the gross was about 85
percent. That is a demonstration that you do not have to immunize
the entire population.

Mr. MAGUIRE. Do you think we will be able to solve the problem
with respect to children?

Dr. SALK. I do.
Mr. MAGUIRE. What about children, or babies, under 3 years old?

What about them?
Dr. SALK. It is a matter of adjusting the dose to a level that they

will tolerate and then to repeat the dose a month later, and if necessary,
a month after that.

Mr. MAGUIRE. Do you think we can then achieve similar percent-
ages for the development of significant numbers of antibodies, even
in those populations?
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Yes; this is based on immunological principle that was discovered
a long time ago and will apply to influenza or to any other antigen.
If anyone says that they do not have the evidence for it, then I will
produce that evidence it necessary.

Mr. MAGUIRE. Thank you, Mr. Chairman.
Mr. PREYER. Thank you.
Along the lines that Mr. Maguire was asking you, we have talked

about children, young people, the effectiveness of the vaccine, as far
as they are concerned. One question that occurs is, is there any reason
not to give pregnant women the vaccine? Are they considered a high-
risk group?

Dr. SALK. I heard this matter discussed at the meetings last Tues-
day and I can express my own view, namely that pregnant women
ought to be treatedlike any other normal individual in the population.
They should not be excluded, nor treated preferentially.

Mr. PREYER. So that you do not see that there is any risk in giving
pregnant women the vaccine?

Dr. SALK. There is no contraindication because they are pregnant,
and if there is to be any question of about, I would be inclined to be
in favor of that. If mny daughter-if I had one-were pregnant, I
would advise that she would be vaccinated.

Mr. PREYER. All right, sir.
It is interesting that you feel that it is possible, as I understand you,

to develop a flue vaccine which would protect against all strains?
Dr. SALK. Yes.
Mr. PREYER. That we do not have to develop an individual vaccine

for the individual strain.
Dr. SALK. That is right.
Mr. PREYER. In other words, we can treat the disease rather than

a particular strain.
Dr. SALK. Yes. That is my thesis, and that is what I am going to

pursue in the discussions that I have already initiated with Dr.
Theodore Cooper.

Mr. PREYER. Well, I hope you are as successful in that as you have
been in some other fields.

We have another vote on here, and I regret that we will have to
adjourn for about 10 minutes, and Dr. Salk, it has been an honor to
have you with us today. I appreciate your coming.

[Brief recess.]
Mr. ROGERS. The subcommittee will come to order, please.
Our next witness is a distinguished colleague of ours from the State

of Maryland, the Honorable Parren J. Mitchell, who has had some
concerns about the program and its administration. We.will be pleased
to have your testimony. We are grateful to you for behig here. Your
statement will be made a part of the record in full [see p. 78], and
you may proceed as you desire.

STATEMENT OF HOW. WARREN J. MITCHELL, A REPRESENTATIVE
IN CONGRESS FROM THE STATE OF MARYLAND, ACCOMPANIED
BY CLARENCE BISHOP, SENIOR LEGISLATIVE ASSISTANT'

Mr. MITCHELL. Thank you very much, Mr. Chairman. I am, of
course, delighted that I have the opportunity to be here.

Seated to my left is my senior legislative assistant, Clarence Bishop.
Mr. ROGERS. Mr. Bishop, we welcome you.
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MIr. MITCHELL. Since you have a copy of the testimony that will
be submitted for the record, I would like to just talk alittle, if I may.

Mr. ROGERS. That would be fine.
Mr. MITCHELL. I got involved in this in the city of Baltimore

because the persons associated with the University of Maryland who
were carrying out the testing program had sent out approximately
2,000 letters. They were sent out trough the public health clinics in
the city of Baltimore.

The letter urged that parents of children 3 to 6 years old let their
children be a part of the test program for sine flu.

I immediately became concerned, because if you saturate through
the public health clinics in my city, or in any other city, the volunteers
you will end up getting will be the poor and the black. I had no
quarrel with the overall thrust of where we were going with the
immunization program at that time.

I did have a quarrel with a program of recruitment of persons,
of children 3 to 6, to be test subjects. The recruitment program was
apparently skewed towards getting just the poor in my city, and
blacks.

I talked with the medical personnel handling the program, and they
indicated that they had made attempts to reach other volunteers,
but had not been very successful, so they decided to go this route.
One physician who was involved in the testing programhad indicated
to me that his own daughter had been a part of the test program.
I explained to him that that was all well and good, if his daughter
had some adverse effects, the whole of the University I.-spital wouhl
be available to her.

On the other hand, I am not at all sure that that same kind of total
support would be available in the event sonic of the 3- to 6-year olds
became ill or had adverse effects because of the test program.

The upshot of it was that the medical authorities insisted on
attempting to go through with that system of recruitment, and
unfortunately I had to go down to the University of Maryland
Hospital, with my picket sign and some of my friends. We simply
prevented the parents from going in.

I have gotten a great deal of flak because of this. However, I will
(10 it again and again and again until such time as I am assured that
there is a fair and just and equitable plan for the recruitment of
volunteers in that 3- to 6-year-old age group.

I am stressing the 3- to 6-year-old age group, primarily because all
of the material have read in the various journals of pediatrics, and
the statements made by leading pediatricians in this country, point
to the fact that there are so many unresolved questions with reference
to this particular age group that they are urging we proceed with a
great deal of caution.

In my testimony I cited the statement made by one of the leading
pediatricians in the country in which he said he would be very firm
against a mass immunization of children 3 to 6 years old, that "we
just did not know enough."

That was the story as of that time.
Since then, I have become more and more convinced that I was

right to do what I did.
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You know, as well as I do, if you have been following the papers,
we have one drug company that made a mistake and manufactured
the wrong vaccine. We have a problem of lack of insurance on the
)art of some companies. We have delays in the program, and we also
lave, Mr. Chairman and members of the committee, serious questions

being raised by the World Health Organization and other responsible
and respected experts with reference to this area of concern.

.\lay I point out what my position is very clearly.
No. 1, I do not oppose the immunization program. I do oppose

using 3- to 6-year-old children at this time.
No. 2, I have a great deal of concern about the ultimate success

of the program because of the recruitment method that was used in
my city-and I assume it may well be used in other cities-namely
my concern is that for this program to be a success, for us to get 80
l)ercent of the population immunized, you have to get community
cooperation.

I can only speak of my city of Baltimore where apparently there
has been no community input in the plan at all. I do not even know if
there is an overall master plan for the recruitment of volunteers.

If there is such a plan, I think it should be made available to the
citizens of my city. If there is not a plan, then I think such a plan
should be developed in concert and in cooperation with professionals
itnd also with lay people, just plain citizens, if the program is going
to9.I understand it, around the country there has been tremendous

reluctance to participate in the testing program. My hunch is that
that reluctance is, at least in part, predicated upon those two points
that I just addressed: one, a lack of information about how the overall
recruitment prograni works, and No. 2, some real assurances, par-
t icularly with reference to the young ones.

I keep hammering away on the issue of recruitment, because there
il're all kinds of ugly possibilities that could develop. I do not know
that they have. Iam suggesting that in the aL'sence of an overall,
comprehensive recruitment plan for test subjects, those possibilities
loom large in my mind.

For example, if we are going to ask people who are civillservants
in a city, adult i, to volunteer as part of the test program, how can we
be assured that an equal pressure will be applied across all of the
wage. levels in the city.

is it possible that sanitation workers could be induced to participate
more easily than those white collar workers at the top?

I would hope that someone, somewhere in HEW would take the
Responsibility of setting down some guidelines for recruitment pro-
grams. That is my hope.

I would also warn that in the absence of some guidelines which are
clear and succinct, which make it very clear that no one socioeconomic
group is going to be the target of the volunteer program, no one racial
grouj) is going to be the target of the volunteer program, in the absence
of that,.I just don't think you are going to get full community
cooperation.

That is my statement, Mr. Chairman.
[Congressman Mitchell's prepared statement follows:]
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STATEMENT OF HON. PARREN J. MITCHELL, A REPRESENTATIVE IN CONGRESS
FROM THE STATE OF MARYLAND

Members of the Subcommittee I appreciate the op portunity to participate in
the Oversight Hearings on the Swine Flu vaccine. In Baltimore of particLlar
concern to me has been the manner in which parents of three to six years old
have been recruited for test purposes of the Swine Flu vaccine. From the be-
ginning of the test program, I have been urging that local Elected Officials meet
with the physicians involved in order to determine what safeguards and advice
should be given to those who are asked to volunteer. In that effort, these Over-
sight Hearings are certainly a step in the right direction.

My initial concern with the Swine Flu test program was the manner in which
children were solicited as volunteers. In my District, letters were sent to the
parents of children ranging from ages three to six from Myron M. Levine, Asso-
"iate Professor of Infectious Diseases, Director, Clinical Research Center for
, accine Development. The text of that'letter is as follows:

"1DEAR PARENT: We are contacting parents of nursery school children to
announce the rather unusual opportunity to participate in the initial efforts to
immunize Maryland children against 'swine' influenza. During the next few weeks,
participating children will be given test doses of this new vaccine to establish the
best dose for children to be used in the nationwide campaign beginning in
September.'We have agreed to cooperate with the Center for Vaccine Development of
the University of Maryland Medical Center by asking for volunteers amongst
our children.

"To be eligible to participate, your child must be between the ages of 3 years
and 6 years and be in good health. If you choose to have one or more of your
children participate, they will receive an injection in a mannoi similar to other
well-baby shots, and you will be asked to observe them closely for a period of
24 hours for fever, soreness or other possible side reactions. Because of the nature
of these trials, some children will receive a placebo, that is, the shot they receive
will contain no active ingredients. After the completion of the study, all children
in this group will be vaccinated with active vaccine. To assess the protection
given by the vaccine, it will be necessary to measure antibodies in your child's
blood. For this reason, a small sample of blood (equivalent to 1-2 teaspoonfuls)
will be drawn before and three weeks after inoculation.

"To be eligible for participation in this program your child must be in good
health, without fever, without history of seizures, and must not be allergic to
eggs or the antibiotic neomycin (allergy to this antibiotic is rare). If your child
has received whooping cough vaccine 48 hours previously, or is scheduled to
have whooping vaccine within 72 hours after inoculation with influenza vaccine,
your child is not eligible to participate.

"I' you wish to have your child vaccinated, you will be helping to make
possible a most important public health program, and your child will be among
the first group protected against 'swine' influenza."

Although Dr. Levine urged that these children be vaccinated against an
imminent epidemic, his actual intent was that they be used experimentally, in
order to test the vaccine that would later be introduced to the entire U.S. popu-
lation. I objected strenuously to this method of solicitation because Dr. Levine's
letters were sent to areas of Balitmore containing the heaviest concentrations of
the City's poor and Black population, the result being that the so-called volun-
teers would consist of a group of people having the least sophistication to under-
stand exactly what their role was in the Swine Flu testing program.

However, what concerned me even more was the fact that young children
were sought as subjects in this experiment. In light of the criticisms and concerns
of many of the Nation's Pediatricians, I have adequate reasons for alarm. The
International Medical News Service reports that, although many Pediatricians
support the concept of a Swine Flu vaccine, they feel that additional research is
required. One of the main reasons is that prior experimentation with other
vaccines has produced adverse effects in children within this age group. There-
fore, experts such as Dr. Edward Press of the University of Oregon Medical
School, Portland, and the Oregon State Public Health Officer, and Dr. Martin
Goldfield, Assistant Commissioner of the New Jersey State Health Department,
and head of the team that identified the Swine Flu Virus among Army recruits
at Ft. Dix, N.J., last February, both have suggested that extreme causion be
exercised In initiating a Swine Flu testing program.
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Dr. Press has stated that there should be definite signs of a possible flu epidemic
before a mass immunization program is initiated, adding, "no vaccination is
harmless and adverse reactions range from 15 percent to 5 percent, with 5 percent
a reasonable figure on the average. Dr. Edwin Kilbourne, internationally known
Virologist and Professor and Chairman of the Department of Microbiology at
Mt. Sinai School of Medicine has also expressed concern regarding the appropriate
non-toxic dosages for children. He has stated that, "Most of us would agree we
would not want to immunize any youngsters under five as a part of a mnass im-
munization program . . . we might elect to immunize those at unusual risk in
this age group." And Dr. David T. Karzon, Professor of Pediatrics at Vanderbilt
University has announced recently that researchers have not been satisfied with
the vaccines that are to be given to children. He notes that the vaccine that would
be the most effective against sUine lu also produces the most severe side
effects. For that reason, it may be necessary to inoculate children with less effective
vaccine, followed up by booster shots three to four weeks after the initial inocula-
tion. Tests would also be initiated to determine the effectiveness of this type of
immunization.

Several subsequent developments have deepened my concern with the present
Swine Flu testing program. One important development is the fact that Parke,
Davis and Company, one of the four drug companies producing experimental
Swine Flu vaccine reportedly manufactured from I to 3 mill ion doses of the wrong
vaccine. This is a clear indication that the haste with which the Government is
undertaking production of the vaccine is causing breakdowns in quality controls,
which could in turn have a severe effect on Blacks and the poor if they are used
as guinea pigs to test this device.

The second important development is the disclosure that two of the four U.S.
manufacturers of the Swine Flu vaccine, Wyeth Laboratories, of Philadelphia,
and Merck Sharp and Dohme, of Rathway, N.J., have no liability insurance
coverage for the vaccine, and that Parke, Davis and Company is losing its liability
insurance coverage as of July 1, 1976. Continued coverage for the fourth company's
vaccine, Merrell-National Laboratories of Cincinnati, is uncertain, although it
does have coverage at the present time.

As a result, Parke, Davis and Company, which has approximately 50 percent
of the Nation's capacity for producing the vaccine, has threatened to discontinue
its manufacture. It has asked the Government to support indemnification legisla-
tion that would allow the Government to cover the vaccine manufacturers against
claims arising from the inoculation process, but not against claims arising from
the manufacturer's negligence. Because the manufacturers are so strongly sup-
portive of such legislation, one must wonder whether a strong possibility exists
that many adverse reactions will result from the vaccination program. Since the
public has not been made fully aware of the possible adverse effects, thereby
being subjected to harm for which the manufacturers may not be liable, I will
more than likely not support any legislation that would indemnify these
com panies.

The third important development is the view that other countries hold of the
U.S. immunization program, Many European public health specialists have argued
that adverse reactions will result from such program, especially among the 18
year and under age group. Even though the initial outbreak in Ft. Dix caused
considerable alarm, reappearance of the virus has not been reported from any
of the 96 influenza monitoring centers, and the virus has not spread in the United
States. Nor have there been signs of the virus in the Southern Hemisphere, where
the flu season has already begun.

Dr. W. Charles Cockburn, Director of the Communicable Diseases Division
of the World Health Organization, thinks that the virus will strike late in 1977,
and since influenza vaccines tend to lose their effectiveness in less than one year,
mass immunization would be futile if attempted at this point.

If mass immunization is to succeed, the entire cooperation of an entire corn-
munity is needed. Mv recommendations are as follows: If the medical authorities
have formulated a plan to recruit volunteers for testing the Swine Flu vaccine,
such plan must be publicized, in order that those most likely to be affected by
such program may be made fully aware of its implications. If no plan exists, the
medical authorities, in cooperation with the community, must develop a fair,
equitable, volunteer recruitment plan, which would include outlining the safe-
guards and advice to be given to the volunteers. Parents of children who fall
within the age bracket of 3 to 6 years should not allow their children to participate
in the testing until a fair plan for recruitment is developed, and until they realize
all of the implications of participation In this program.
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In eloing, I must restate my position. It is imperative that the medical au-
thorities initiate a recruitment program that would include volunteers from all
segments of the population-not merely the poor and the Black citizens. At the
present time I do not oppose immunization, & long as it is strictly voluntary, and
as long as those who may be affected most adversely are not used for experimental
purposes without being told of the true nature of the program. However, I cannot
repeat often enough that those who plan to cooperate in the testing program
must be urged to consult their family physicians in order that they may have
full information on the implications of their participation as a test volunteer.

Mr. RoGERs. Thank you so much, and the subcommittee will share
your concern.

Now, 1 might say that earlier today, when you did not have the
opportunity to hear, we brought your concern to the attention of the
Secretary of HEW, and in the Department's testimony Assistant
Secretary for Health Cooper said:

There have been accusations that our pediatric trials in Maryland inappro-
priately emphasize recruitment in the black areas of Baltimore.

I want to assure you that this was not true, and that letters of recruitment
are directed to parents and physicians throughout the state.

The percentage specifically addressed to parents of black children approximated
the percentage of black children who participated in the triaLs, about 8 percent,
or eight of 106 children.

That is his statement.
We will take your further concerns and ask them to check into it

and let this subcommittee know all of the details, because of your
concern.

Mr. MITCHELL. Mr. Chairman, if 1 may, I would like to respond
to that.

Mr. ROGERj. Certainly.
Mr. MITCHELL. I have never quarreled with what the overall

State picture was. I made specific accusations with reference to my
city of Baltimore, and no one in HEW nor in the test program has
been able to prove me wrong.

The danger is that that same kind of system .an be applied to every
urban center, and you end up with unfair weight being placed upon
the disadvantaged to be participants.

Mr. ROGERS. We will check into this very specifically and we
appreciate your bringing it to the attention of the subcommittee.

Mr. MITCHELL. 1 thank you, Mr. Chairman. I will continue to
resist until I am satisfied.

MNr. ROGERS. Thank you, and we will be glad to work with you on
this.

Mr. MITCHELL. Thank you.
Mr. ROGERS. Thank you for being here.
Because he has another commitment, we will hear next from

Dr. George Pickett, director of San Mateo County California Public
Health and Welfare Department on behalf of the American Public
Health Association.

Dr. Pickett, we welcome you to the subcommittee and you may
proceed as you desire.
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STATEMENT OF GEORGE PICKETT, M.D., DIRECTOR, SAN MATEO
COUNTY, CALIF., PUBLIC HEALTH AND WELFARE DEPARTMENT,
ON BEHALF OF THE AMERICAN PUBLIC HEALTH ASSOCIATION

Dr. PICKETr. Mr. Chairman, you are most gracious, sir, for suc-
cumbing to my schedule. I apologize for it.

I also would like to comment, Mr. Chairman, that this has been,
I thought, one of the more provocative, probing and enlightening
public hearings it has been my pleasure to attend, and I wish to con-
gratulate the members of the subcommittee. It has been a very
interesting day.

Mr. RooERS. Thank you.
Dr. PICKETT. I would like to respond to a number of leads that have

been opened up, but in the interests of time, and because there are
other very knowledgeable people here who cani respond to those leads,
I would like to hone in on a particular problem that is of immediate
and very grave concern to us, sir.

The systemic response to liability insurance and risk taking has
become so confused and apprehension has become so pervasive that -

we are virtually on the border of nihilism in public health.
The proposal to immunize Americans against swine flu serves to

dramatize the frenzy.
In San Mateo County, Calif., we have been told by our insurance

carrier that they will charge us $1.76 per shot for malpractice insurance
That is about a 300-percent markup in the reasonable cost of immuniz-
ing someone, just for malpractice insurance, and would cost my county
of about 560,000 people, a rather moderate-sized county, about
$895,000 if we were to try to reach 90 percent of the population.

Now, I have talked to the insurance carrier respresentatives about it.
They called me on the phone after I spoke to my board of supervisors
about why they should not participate in this program under those
conditions, and they said, what is wrong with $1.76? That is what we
charge for a standard outpatient visit.

Now, I refused to discuss ith him whether $1.76 for an outpatient
visit was a reasonable price to pay for the risk-taking associated with
our behavior as adults, but I certainly fail to see the logic of his extend-
ing that to a mass immunization program without further thought,
with no actuarial data whatsoever, and to my knowledge no informa-
tion about immunization programs or virology.

If everyone in the State of California were affected in the same way,
$33.3 million would be paid in California alone just for risk protection
and nationally that price would be about $341 million, or 2.6 times
your original congressional appropriation for the entire program.

Now, I would not suggest to your committee, sir, that our experience
has been that of all counties in California, nor that California is, by
any means, the standard for liability insanity in the United States, but
our experience should drive home tie point that our national problem
with liability insurance is serious and destructive.

We now have a full-time office of risk management in our county and
at least once a week, I get a request from the person charged with
managing, that means reducing risks, that we stop doing something.
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I have been asked to stop driving retarded children to playgrounds
on the weekends because that would expose us to risks. We have
recently actually had to have discussions in a public health department
as to what we would do if a case of typhoid occurred in some
community in our county. It has actually been suggested that we
might not be able to afford to immunize those exposed, because of
malpractice insurance costs.

A contrary suggestion has been made that failure to act would
expose us to a more serious financial risk.

rhese discussions are bizarre, but they are taking place, and they
are serious.

The understanding of risk and the analysis of them is lost in the
frenzy of the moment an we are moving rapidly toward accepting
none whatsoever and therefore defeating our vert purpose for life
really is a process of individual risk management from the cradle to
the grave, and we can maximize risk avoidance only by minimizing
life itself.

Unless this situation is changed rapidly, my county and many others
will not, indeed, they cannot, participate in the influenza program at
aill.

I have urged that the State of California assume the liability with-
out purchasing insurance, since at the larger population base, any
payout would surely be less than the $33.3 million we-would have to
pay to the insurance companies to cover all of our counties one by one.
need, not only would I not ask the State to pay for that, nor would I

ask Congress to pay for that, because I believe it would be totally
irresponsible to pay that kind of price for public health protection in
the United States.

I would urge Congress to underwrite that risk taken by the State,
although I think you would certainly need to safeguard such a proposal
in order not to encourage frivolous suits by anyone who might have
any sort of reaction; however remotely related to the vaccine.

Now, one final thing, sir, if I may. I have heard a lot of discussion
about solving the problems involved in malpractice by making the
shot givers temporary employees or even volunteers related to govern-
mental agencies, or otherwise trying to cover them by the umbrella
of State and local government. But that does not save us a dime.

It simply transfers the liability costs from the individual consumer
to the taxpayer, for our insurance is based upon our exposure, and if
we increase our exposure to risk, we increase our costs. It is as simple
as that, and the cost has skyrocketed in the last 3 years, and the more
workers we cover, whether they are employees or volunteers, the higher
the cost goes.

'[hank you, sir.
Mr. ROGERS. Thank you very much for your statement. It certainly

points up a very serious problem.
Who is your insurance carrier?
Dr. PICKETT. I was afraid, sir, that you would ask me that and the

name slips my mind at the moment. We are a member of the California
Hospital Association, and I can return that name to the subcommittee
staff as soon as I return to California.

Mr. ROGERS. I think it would be helpful.
Do they cover you for other programs?
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Dr. PICKETT. Yes; they do. Our total malpractice bill has jumped
now to $800,000 a year and this would more than double it if we par-
ticipated.

Mr. ROGERS. What about other vaccination programs. Are you
covered for those?

Dr. PICKETT. So far they have not raised this question which raises
some very serious problems for me in wondering why the sudden
attention'to this publicity given to the influenza program and where
the money is going to go if people are foolish enough to pay that liabil-
ity.

Mr. ROGERS. You carry on extensive immunization programs in the
county?

Dr. PICKETT. Yes, sir, we do.
Mr. ROGERS. Of what?
Dr. PICKETT. The routine antigens for children, polio, diptheria,

tetanus, measles, rubella.
Mr. RODERTS. There has been no notification of increase in rates

there?
Dr. PICKETT. No, sir, there has not.
I fear there may be, now that they have gotten wind of it, and we

may be really at~risk of having seriously to consider whether as a
public health department we can continue to provide routine immuni-
zation.

Mr. ROGERS. Would you participate in the program without lia-
bilitv insurance?

Dr. PICKErTT. I do not believe that my board would do that, sir.
I think that they would want some assurance at a larger level, at a
larger population base, either at the State or the Federal level that
there would be some participation in the risk sharing.

Mr. ROGERS. Thank you very much.
Mr. Preyer?
Mr. PREYR. Would you be prepared to suggest that the Federal

Government ought to indemnify states and counties as well as manu-
facturers if you cannot insure yourselves?

Dr. PICKETT. I would hesitate to speak to the issue of indemnifica-
tion of the manufacturers, sir. I think that is a question that Members
of Congress are much better suited to deal with.

The indemnification of the governments for which I work is some-
thing that I would rather see as a risk-sharing proposal.

I don't think that at the risk-sharing base level that if one ontoward
accident were to occur that at the smaller population base level of the
local county or city health department that they could withstand the
potential liability if the bizarre and the extreme accident should occur.

We are looking at judgments in California, recently one that went
as high as $7 million, Now if that should, by the odds of chance, occur
in one particular county, no government that I know of except for the
possibility of Los Angeles, could possibly handle that with the prop-
ertv tax base in a year's time.

Mr. PREYER. Is your situation unique? You mentioned all the coun-
ties in California, if each one would be in that situation, it would cost$36 million, or whatever it is.

Are you an unusual county, or do you see this happening all around
the country?
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Dr. PICKE'T. I think ours was more dramatically poised to us by the
risk managers, by the insurance agents, and in that sense, it was
uniquely phrased.

There are a number of counties in-California who are insured under
the same program, and they each have the same problem at present.

I would not b prepared to tellyou whether that would include the
majority of the population of the State.

The point really, I think, is that whether it is $1.76 in our particular
county or they arrive at it by some other formula in another county,
the situation itself, no matter what formula they use to increase the
charges for the increasd exposure to risk on such a large volume basis
is paralyzing to public programs.Mvir. .rE~YE, Well, you have posed a number of questions which I
think perhaps we miglht more properly address to insurance companies
rather than to you.

We appreciate your testimony.
Mr. TOGERS. Thank you very much. We are very grateful to you

for your presence here today, Dr. Pickett.
We are proceeding a little out of order here because of some sched-

uling problems.
The next witness will be Mr. Leslie Check, vice president, federal

affairs of the American Insurance Association, accompanied by Robert
C. Reiss, senior vice president and manager of the Commercial
Casualty Department, Chubb & Son, Inc.

We welcome the gentlemen to the subcommittee and you may
proceed as you desire.

STATEMENT OF LESLIE CHEEK, VICE PRESIDENT, FEDERAL AF-
FAIRS, AMERICAN INSURANCE ASSOCIATION, ACCOMPANIED BY
ROBERT C. REISS, SENIOR VICE PRESIDENT AND MANAGER,
COMMERCIAL CASUALTY DEPARTMENT, CHUBB & SON, INC.

Mr. CHEEK. Thank you, Mr. Chairman. I think Mr.iReiss and
myself feel a little bit like how the western hero Shane must have
felt when he walked into that saloon: It sounds to us from the testi-
mony that has gone before us that everybody here is gunning for
us-

Mr. ROGERS. Well, surely you have appropriate coverage.
Mr. CHEEK. Touch, Mr. Chairman.
Our statement is relatively short, and if it is all right with youi, I

will just read it.
Mr. ROGERS. Certainly.
Mr. CHEEK. You have introduced us adequately, so I will go first

to the second paragraph.
Briefly, we support the concept of H.R. 14437 and H.R. 14409, but

recommend considerable tightening of the language. These nleasures,
if enacted, will tend to ease, but will by no means solve, the insurance
problems faced by the manufacturers of swine influenza vaccine. They
will do nothing, however, to limit the potentially huge exposure to
liability of others whose participation in the proposed national
vaccination program is crucial to its success-doctors, hospitals, an(
public health agencies.
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'he potential liability under the program may exacerbate their
already serious insurance problems; indeed, we have have just heard
very eloquent testimony that it has already.

Before addressing in detail the bills and the problems behind them,
we would like to correct the impression created by many news reports
that the loss or curtailment of insurance coverage for the four likely
manufacturers of swine flu vaccine is a cause of the vaccination
procaram's difficulties. In our view, the decision of many underwriters
to eliminate or limit coverage for claims related to swine flu vaccine
is a result, not a cause, of the program's inherent problems.

By way of background, the subcommittee is undoubtedly aware
that the American property and casualty insurance business has
sustained more than $7 billion in underwriting losses in 1974, 1975,
and the first quarter of this year.

In addition to being short of capital needed for growth, the property-
Casualty in -rance industry is charging prices for its products now
that in most ses are behind the movement in the prices of goods and
services that insurance pays for. In these circumstances, the industry
is having a hard time providing coverage for risks and customers with
which it is familiar, and has neither the capacity nor the desire to
take on new and unmeasurable liabilities.

The lines of insurance in which losses have increased fastest during
the past 2 years are, unfortunately, those most directly related to the
proposed vaccination program-products liability and medical mal-
practice. The factors underlying the disastrous results in these lines
were summed up recent ly by the hoard chairman of one of the Na-
tion's largest insurers as follows:

Today, there is yet another area of tort liability that is rapidly developing into
a crisis-the claims that are developing in the fields of professional liability and
product liability insurance. It takes no imagination to see that what has occurred
with the medical profession in medical malpractice is spreading rapidly to other
professional fields--to accountants, architects, engineers, and even the lawyers
themselves. In the case of product liability, we are seeing claims submitted
successfully for products that were manufactured decades ago. As I mentioned
before, firms have had to close their doors because of their itiabllity to obtain
product liability insurance at a price they can afford. Men have lost their jobs
and their businesses because of the passion of the judicial system to compensate
an injured person by attaching liability, however remote the justification.

What we are experiencing in the area of tort/liability insurance is the psychology
of entitlement gone wild. There is neither rhyme nor reason to much of what is
now happening in the courts of our land. We have developed a system whereby
the lawyers and a minority of claimants reap the money and the insurance com-
panies reap the blame. Clearly, it is a problem and a crisis which demands solution.

Against this background, consider the concerns that underwriters
have expressed to us about vaccine manufacturers' exposure in a
national immunization program.

The first and most important of these problems, Mr. Chairman, is
the sheer scale of the program that is contemplated.

We have been told that among the 5,200 volunteers aged 25 or
older in HEW's recently completed tests of the vaccine, 1.9 percent
of those vaccinated experienced fever of 1000 or more within 48 hours
and that between 4 and 5 percent experienced some aches, redness, or
swelling where the vaccine was administered.

Assuming that the program meets the goal that HEW has set for
it-to vaccinate essentially the entire population, or roughly 200
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million people-and the percentages of legitimate adverse reaction in
the general population match those in the test group, there could be
anywhere from 3.8 million to 10 million colorable-by that I mean
plausible-claims-and we do not know how many more spurious
claims-against the manufacturers of the vaccine for adverse re-
action of one kind or another.

It can be conservatively assumed that it costs an insurer at least
$2,500 to defend its insured against the average product liability
claim-and I might insert there, Mr. Chairman, that that is all product
liability. In pharmaceuticals, it is as high as $50,000 or more per
claim in legal fees.

Assuming that not one swine flu claim is found meritorious, it is
conceivable that defense costs alone could range from $9.5 billion to
$25 billion. And even if you assume that the legal costs are half that,
the potential total loss costs are enormous.

The second concern-that the underwriters have expressed to us is
that there will be at least two and possibly three types of vaccine
used in the program, monovalent, bivalent, and possibly, a third, or
two doses. of the first, for young persons. There might be substantial
liability in the event of an inadvertent mislabeling.

Third, there is some concern that normal quality control procedures
may break down under the pressures of a crash program.

Fourth, despite the extensive testing that has already been done and
the side effects that have been isolated by such testing, from a risk
a.sse-sment point of view, some underwriters have indicated uncer-
taint as to what reactions the vaccine might produce in a larger
population over a longer period of time, particularly among the very
young and the elderly.

These factors, combined with the liability potential, make the risks
involved in the swine flu program virtually unmeasurable. To our
knowledge, not one of the four presumptive manufacturers of swine
flu vaccine has now, or will have after July 1, complete insurance
coverage for the product liability exposure under the proposed vac-
cination program.

One of the companies-and perhaps others-may have anange-
ments with an insurer in which the carrier will provide an aggregate
covered limit of x dollars for the same number of premium dollars,
plus additional amounts for overhead and profit. But such an arrange-
rtent cannot properly be called insurance, because the carrier bears no
risk of loss and merely performs a claims service.

At least one of the manufacturers has been offered, but has not
not accepted, a limited form of coverage for the swine flu program
exposure. The insurer will indemnify the manufacturer for claims for
negligent failure to follow the formula specified by HEW or to properly
package the vaccine. The insurer will not defend the company unless
and until the company concedes negligence initially or negligence is
established in the course of litigation.

The coverage offered by the insurer, limited as it is, is an attempt to
demonstrate the insurer's confidence in the manufacturer's com-

e tence and quality control procedures. It is also a recognition of the
t that the insurer cannot asess or price the exposure of the manu-

facturer on other bases of liability.



87

The bills before you are intended to relieve the n manufacturers of
swine flu vaccine of their liability on bases other thefn negligence.

While the broad intent of II.R. 14437 and H.R. 14409 is reasonably
clear, their language raises numerous questions. For example, the
teim "indemni y" suggests that the manufacturers will be comi-
ponsated only for actualloss sustained. In other words, they will have
to make payment on a claim before they can recieve indemnification.
If this is so, and they do not have either insurance or large cash re-
serves, how are they to make the payments that will trigger the Gov-
ernment's reimbursement? The subcommittee might want to consider
changing "indemnify" to "pay on behalf of" in order to eliminate this
potential problem.

It is likewise unclear whether indemnity will attach to both damages
paid and defense costs, or only the former. As we have noted above,
defense costs are an enormous part of the product liability exposure,
and indemnity should clearly attach to all costs associated with claims
against the manufacturers based on theories other than negligence.

Whatever the bills do to help the vaccine manufacturers, they do
nothing to help the doctors, hospitals and public agencies whose
participation in the program is crucial to its success. All health-care
providers are facing problems in finding and keeping medical mal-
practice coverage, and the sovereign immunity concept that once
protected State and local government agencies is under heavy judicial
attack. The swine flu vaccination program will exacerbate these
problems.

Many of our member companies have urged us t, recommend to
you that the same protection be given to doctors, hospitals, and public
agencies participating in the swine flu program that H.R. 14437 and
H.R. 14409 provide for vaccine manufacturers. They point out that
indemnification against-or better yet, Government assumption of-
liability for other than negligent acts would alleviate concern about
participation in the program.

This completes our formal testimony. We would be happy to answer
the subcommittee's questions.

Mr. ROGERS. Thank you, Mr. Cheek, for your statement explain-
ing the position of the insurance industry.

Mr. Preyer?
Mr. PREYER. Mr. Chairman, this $1.76 per shot that the gentle-

man from California just testified to as the premium charge in his
county, is that a way for the insurance company to just tell them we
will not make any insurance available to you?

Mr. CHEEK. No, sir. If the county had accepted that offer, cover-
age would attach. I must say that perhaps, being in the business, I
have become inured to the huge numbers, When I was talking to Mr.
Hyde the other day, he was quoting me a figure that another agency
had been quoted of $1 a shot. He said, "That sounds outrageous."
I said, "It does not sound outrageous to me."

He said, "I still think it is outrageous." And in a way it is, but the
preceding witness said something that I think illustrates why that kind
of quotation is being given. A judgment of $7 million these days is not
at all unusual and in a county of 560,000 people in which the intent is
to inoculate the overwhelming majority of them, a premium of well
under $1 million in the environment in which we find ourselves in the
malpractice area these days is not unreasonable.
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ML[r. PREYER. Well, it is always easy to find the scapegoat to jump
on, but if you lost, the property-casualty insurance business, lost $2.6
billion in 1974 and in 1975 had your worst year ever, lost $4.4 billion,
it does not look like you are exactly ripping off the public, because as
far as you are concerned-

Mr. CHEEK. We are not looking for new ventures. Let us put it that
way, Mr. Preyer.

Mr. PREYER. Well, it raises the question that I asked a little earlier,
with the premiums going up as high as they are and yet you are losing
money, it makes you wonder whether this mass immunization program
is a unique situation or if it is the beginning of a trend towards un-
availability generally of malpractice and liability insurance, and if it
the latter, are we going to have to substitute some new form of social
insurance for medical injuries, a workmen's compensation type setup?

Mr.-CHEEK. That suggestion has been made by some very promi-
nent people in the insurance business.

Basically what has given rise to the problem,-both in product lia-
bility arid in medical malpractice, is the yoking together of a system
of tort law that measures damages without limit and awards damages
for what is called pain an suffering with a system of insurance.

There was a time when the tort law served the function of assigning
blame. In other words, in an accident involving two people, the func-
tion of the tort law was to determine which of those two owed a duty
to the other, and breached it.

Over the years, judges, juries and legislatures have tried to respond
to a public feeling that where there is an injury, there should be
compensation; by taking out of the tort system those rules designed
to assure that one of the two parties would be blamed, in order that
more people can recover through the use of this ancient mechanism,
which was never really designed to compensate.

There is an increasing pressure, a legitimate one, to compensate
loss, but we are trying to compensate that loss with a system of
damage measurement that is increasingly approaching the total of
our resources.

There are many people in the insurance business who feel that if
the total system of tort law is not fundamentally reexamined, re-
structured, or, if you will, limited in the amount that it awards, it
will be beyond the capacity of the insurance business to fund the
losses that are being awarded by the tort system.

The short answer to your question is, we hope that the swine flu
program is an exception, but it may not be.

Mr. PREYER. You do not see any evidence of this psychology of
entitlement turning around a little bit?

Mr. CHEEK. No, sir. Everything that has come to our attention
indicates that it is going in precisely the opposite direction.

Mr. PREYER. You mentioned the colorable claims that amount to
$3.8 million to $10 million, colorable claims in which defense costs
could range from $9.5 billion to $25 billion.

If we adopted the administration's proposal here, is the United
States going to be liable for that kind of money?

Mr. CREEK. I do not know, Mr. Preyer. It depends on how many
claims there are. I tried, realizing that any boxcar figure would be a
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little surprising, to limit the number of possible claims to the lowest
number that I felt could be legitimately expected in a program of
this scale.

If you add into the figure I used the cases that Dr. Meyer from
HEW was talking about this morning, in which a person gets his
swine flu shot at 10 in the morning and dies at 11 of something else,
it is entirely possible that there could be many more claims than I
have suggested, and yes, indeed the Federal Government could be
looking at costs on this scale.

Mr. PREYER. Well, from what we know about the clinical tests,
the fact that it is killed virus and if administered at the right age
group and so forth, it is about as safe as one can be.

Mr. CHEEK. We agree.
Mr. PREYER. If you had this sort of claim on that sort of program,

I would have to agree with you, 'the psychology of entitlement has
gone wild ind,'ed. It amazes me that out .of this sort of program there
might be that sort of potential liability.

Well, you have certainly raised some serious points. Thank you,
Mr. Cheek.

Mr. CHEEK. Thank you, sir.
Mr. ROGERs. Mr. Waxman?
Mr. WAXMAN. Thank you, Mr. Chairman. I am sorry I did not

hear the full discussion and your testimony and the previous witness'
testimonyV. If I ask questions that ask you to repeat some of the same
rematrks you have already given, I hope you will forgive me.

Is it your fear that you are going to have to pay out some inordinate
amount because of pain and suffering and the animount allowed to be
recovered in tort actions, or is your fear the amount that it will cost
for actions that are spauious?

Mr. CHEEK. Of the two, definitely the latter is the more important.
In anything as large as the program that is contemplated here, you
are going to get a number of claims that, in the final analysis, have
no merit, but still, if an action is filed in a court, the manufacturer
and probably many others would be named as defendants-the
doctor, perhaps, the county health agency, the manufacturer, the
United States Government.

Each of those defendants would be required to obtain counsel and
to file an answer in the court, perhaps have to take the depositions of
the plaintiff, the doctor and, so forth, to find out exactly what happened,
merely to establish that there is no merit to those claims. So it is
definitely the latter of those two which is of greatest concern to the
underwriters. #

Mr. WAXMAN. What percentage of the total amount of money
would it cost to insure the various possible defendants in this whole
program? What percentage of that total amount would ever, in your
estimation, get into the hands of a person who had a legitimate com-
plaint to bring?

Mr. CHEEK. Not an awful lot.
I think in medical malpractice, the lowest estimate I have seen of

the amount that gets back to claimants i in the area of 26 percent.
It is damned small.

Mr. WAXMAN. Twenty-six cents out of every dollar that it
collected?

7 --3 71-T7---
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Mr. CHEEK, That is correct. The frictional costs of the system are
huge, with the necessity for expert witnesses at $100 an hour and up,
plus travel expenses, and the time of attorneys in trials that may last
or days.

Mr. WAXMAN. Now, we are being asked to indemnify the manu.
facturers for liabilities that relate to conduct and activities that are
within the control of the Government itself.

Mr. CHEEK. Yes.
Mr. WAXMAN. Is there any estimate of what that cost would be if

the private insurers were to insure the drug manufacturers for that
potential liability, which we all agree to be somewhat of a remote
liability?

Mr. CHEEK. You mean the liability, not only for their own negli-
gence, but also any other kind of-

Mr. WAXMAN. I am assuming that they are going to be covered for
their own negligence.

Mr. CHEEK. rhat is not a good assumption.
Mr. WAXMAXN. It is not? . .
Then it is your testimony that they may not be able to get in.

surance to cover their own negligence?
Mr. CHEEK. That is correct. I am not sure of that, but I did not

want you to proceed in your question with the assumption that
everything would be hunky-dory in that area.

Mr. WAXMAN. I see.
Their testimony to us this morning is that they are willing to assume

that liability, and I assumed that they had insurance coverage;
but they are willing to, I gather, swallow that charge if they, them-
selves, have to bear it.

Mr. CHEEK. I think maybe the one missing piece of the puzzle here,
Mr. Waxman, is self-insurance. Quite a number of the drug manu-
facturers will have a very high deductible that will apply before any
insurance attaches, and over and above that deductible, they may
carry extremely high limits.

They, I think in most cases have enough confidence in their own
quality control procedures and competence to feel that they can stand
the liability for their own negligence, whether in some cases they have-
insurance coverage or not.

Mr. WAXMAN. If they feel confident enough to stand by their own
liability, potential liability under those circumstances, why should
they not also be willing to stand by the potential liability they might
ha-ve for Government actions, assuming the Government will do all
that it promises to do to meet the possible liability as raised by the
two recent cases?

Mr. CHEEK. W611, I think we have raised a number of the reasons
why they do not feel that they can, the first of them being the sheer
scale of the program.

Second, the kind of legal developments that have been alluded to
many times in these hearings-the Reye8 case; the Davi8 case- the
whole theory of strict, even absolute, liability; the costs associated
with cases whether or not there is any payment made-lead the manu
facturers, I think, and certainly the insurance underwriters, to believe
that there simply is too much of an unknown out there to make it
worth even attempting to insure that exposure.

P



91

Mr. WAXMAN. What is it that is really unknown? Is it a potential
liability, as may well later be decided by a court, or is it a potential
liability based on what the courts have already decided ray be a
cause of action?

Mr. CHEEK. Both.
Mr. WAXMAN. How can you possibly anticipate something beyond

what the courts have already said?
Mr. CHEEK. We have been surprised every year since about 1963,

Mr. Waxman. That was when Greenman v. Yuba Power Products
came down in California.

Mr. WAXMAN. But you feel comfortable enough to know that if
you are limiting it to actual negligence, or violation of standard of
due care, that you know what that cost will be?

Mr. CHEEK. The underwriters have enough experience with their
insureds in that area. I think one manufacturer had the same product
liability insurer for 37 years. They have enough experience with the
company to know that on traditional negligence bases, they can
insure that exposure.

Mr. WAXMAN. Now, on a traditional negligence basis, there may
be many lawsuits filed in which the insureds--that is, the drug manu-
facturers-will be named, even though there is not a tiubstantial
reason for bringing the cause of action against them, nor a substantial
expectation that there will be a recovery against them.

If we are talking about that fear, is that fear not there anyway in
terms of potential costs for litigation?

Mr. CHEEK. That is correct.
Mr. WAXMAN. Do you have any estimate of what to expect in

terms of claims that may, in fact, be brought on the basis of negligence
that ma well be spurious?

Mr. CHEEK. I cannot answer that. I do not know. But it iscertainly--
Mr. WAXMAN. But how can an insurance company feel comfortable

enough, based on past experience, to insure for negligence that they
can project for this project, given the uniqueness of it, the kinds of
costs that they will have to set aside to defend in lawsuits that may
be brought on tlat one theory of cause of action?

Mr. CHE=K. First of all, I am not aware that any of the drug
companies have any coverage for that negligence exposure. It is
possible that some insurance companies might provide it. My testi-
mony reflects the fact that one insurer has offered that, but there is
no indication whether the company will accept it.

I should mention that the offer that has been made has been
accompanied by a premium increase to reflect the scale of the swine
flu pro am as opposed to the number of people that might receive
any other vaccine produced by the same manufacturer.

Mr. WAXMAN. IS there any way in the conduct of this mass
immunization program that the potential liability can be diminished?
For example, consent fortis signed by patients indicating that they
had in fact, received knowledge, taking the drug manufacturers out
of dhe actual distribution of the drug, of the vaccine, and having the
Government exclusively handle- that so that they might, not be
caught into that web of potential liability?

Have you thought through those ideas of how we can conduct the
program so that we can handle some of these problems of insurance?



Mr. Cims. Certainly; I think the fact that the Government is
handling most of that should be of some help, but I think what is
important is that it be made clear that the drug, companies, who have
been taed with some very bizarre liabilities in the past few years,
should b4 held liable onl or those aspects of the program that are
within their control; and it is not easy to determine whether or not it
was an adverse reaction that caused the death of a person who dies
shortly after having been given the vaccine. And maybe not even the
lawyer who brings the case is sure what exactly caused it.

go rather than use the rifle to begin with, you use the shotgun and
If0u sue everybody in sight and the theories on which the case is
brought might range from the traditional negligence theory to strict
"or absolute liability or-well, any number of theories have been used-
and it is only after you. begin sifting the facts that it becomes clear
whether there is any merit in the case one way or the other.

I think merely to say that the Government will be liable for this
little group of liability and the manufacturers for this little group of
liability is not enough. I think you do have to make it clear that in
the final analysis, the manufacturers will be held responsible only for
those cases in which it is established that it was their negligence that
was the proximate cause of that loss.

Otherwise, I do not think it is going to be a workable situation,
particularly if you leave it up to HEW to decide what is Within the
Government's control or is not. My guess is---

Mr. WAXMAN. I am assuming you leave it up to a court.
Mr. CHEEK. That is exactly right. What is said in that contract

could be what is intended in the way of protection to the manu-
facturers. I applaud the suggestions that were made earlier today that
the language in the administration legislation be considerably tight-
ened. I thiak it was .the chairman who suggested that a list be made
of exactly what kinds of exposure the Government, as opposed to the
drug manufacturers, can be expected to assume, 0 .

Mr. WAXMAN. Let us say we drafted the legislation quite tightly
to indicate that the-Government was going t assume the liability
for any lawsuits brought under this program except that which relates
to negligence on the part of the manufacturer or the provider. And
now the Government faced with this kind of legal liability, wants to
go out and get insured for it. How much would the 'Government have
to pay to get insurance coverage to protect it from that potential
liability?

Mr. CHEEK. I don't think it could get insurance coverage for that,
Mr. Waxman, at any price.

Mr. WAXMAN. At any price. The principle of insurance coverage
is that you are going to pay in advance to be covered for a potential
risk. So that there is an evaluation of whatever the potential risk may
be, given lawsuits which may succeed. You may have to defend against
the lawsuits and pay certain expenses of that plus the cost of ad-
,ministration of the program, et cetera.

Why can't the insurance industry come up with a figure and why
won't the insurance industry cover it at any cost?

Mr. Cueam. We have tried in our prepared statement, Mr.
Waxman, to tell you what the underwriters tell us makes it un-
measurable for them in terms of risk assessment. They have never had



to contemplate the risk involved in an immunization program that
would involve 200 million people in the spaoe of a very few months,
involving a vaccine that didn't exist a few weeks ago, being adwin-
istered y doctors,' public health agencies, who have never had to
operate on a crash basis the emergency basis about which one of thA
doctors here spoke earlier.

They think about that and they say, "Too much could go wrong
in our view to make that an insurable risk at any price." It is the
xinknown.

Mr. WAXMAN. When you have unknowns, as in all insurance
situations, the price of insurance would be projectedat a higher rate
than if you had a more certain knowledge of what the liability will
be. Even then you don't feel that there is a price tag that can be
placed on it?

Mr. CRMEX. No. If we were to place a price tag, let us say taking
the higher of the two figures that I quoted, $25 billion, that would
cover perhaps the defense costs. We have no way of figuring what
might be awarded in terms of damages, special damages, general
damages.

First of all you have no notion of actually .ow many people will
bring claims and of those how many will be legitimate claims. There
is no way of telling whether any of the batches of vaccines might get
mixed up so that the old people get the one that is intened for the
general population and vice versa.

Mr. WAXMAN. That might be negligence.*
Mr. CHEEK. That might be negligence. Exactly right. But we might

be on that exposure, too. The scale of it is so large that it is not
really possible to calculate in dollar terms what the exposure is.
Even i you could, it would produce a figure that would not be a
practical figure for anybody to seriously contemplate paying.

Mr. WAXMAN. Then the effect of the administration proposal is to
have us, on behalf of the taxpayers of the United States, assume a
liability that may well be some gigantic figure that can't even be
anticipated, and a liability which i open-ended in scale. Is that
correct?

What is to prevent the insurance industry from deciding that,
given the enormity of the medical malpractice crisis and the whole
uncertainty of professional liability, they cannot even figure out
what to charge for insurance coverage for negligence?

Mr. CHEEK. We can keep up with things we have more familiarity
with. The point that wopu'-s-mst- people in the insurance business is
that people may not be able to afford the prices that we will have to
charge in keeping up with that exposure..o wit in hk is eil

It is not at all unusual now for a surgeon with a high-risk specialty
to be paying anywhere from $36,000 to $50,000 a year for medical
malpractice coverage. But that is because you ate trying to fund from
a base of 350,000 practicing physicians the potential claims of mil-
lions, 45 million people a year hospitalized, I think, plus countless
others treated in offices. These claimants are being-awarded progres-
sively higher judgments. a

I think for a while we would be able to keep up with the loss costs.
But we have to face the question very soon, I think, of whether our
customers can afford to buy the product we are selling, at the pride
we have to charge.
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Mr. WAXMAN. And if the customers can't afford to buy thatproduct,
then a request would have. to be made for some backup from the
V.S. Government to cover those costs?

-Mr. CHzzK. It is possible.
11r. WAXMAN. WhAt, is the situation if we are going to go ahead with

,other kinds of programs like mass immunization? ..
Mr. CHzEK. Not the program necessarily. But if we are going to go

ahead with the kind of legal system that we have had historically in
this country as the basis on -which claims are paid, if we are -going to
continue with that kind of legal system, then what you say us true.
I think you could keep the program and the costs of it within
control if you-how shal I put it?-restructure the system under
which people are compensated, to relate the compensation a little
more rationally to what their actual loss was and maybe give some-
what lesser recognition to historical common law theories of general
damages. I I

Mr. WAXMAN. For my last question, what future do you see for
the insurance industry once the United States becomesinsurer for
liability in the tort system as we now have it? Would the insurance
industry take those cases of low risk and leave it to the Government
to take the cases of high risk?

Mr. CHEEK. I think the assumption on which you base the question
is somewhat farfetched. I am not sure that over the long haul the
Federal Government would want to assume the kinds of liability that
you are looking at. And once the Congress has reached that judgment,
it may well take the approach that we think is inevitable-that is, some
reexamination of the legal system that, we use in this country to
compensate people for their injuries.

Mr. ROGERS. Has there been discussion among the insurance
companies prior to your decision not to insure regarding the effect
such a decision might have on forcing the change of the legal system
in the United States?

Mr. CHEK.-Has there been any discussion in the insuranceindustry?Mr. ltOGERS. Yes.

Mr. CHEEK. The trade press has been full of weepings and lamenta-
tions of this same sort, now for about 2% years, since things really
started to go wrong.

Mr. RoGERS. When we started talking about a Federal program to
immunize everybody.

Mr. CHEEK. This particular program?
Mr. ROGERS. Are you aware of any discussions between companies?
Mr. CHEEK. No, sir.
Mr. RoGERS. That they would go up on their premiums?
Mr. CHEEK. No, sir.
Mr. ROGERS. Or that they would pull out and help to force that

decision?
Mr. CHVZK. No, sir. I think this was a judgment that each under-

writer who was involved in the program reached on his own. In a big
coverage limit like the drug companies have there might be as many
as 40 or 50 insurance companies involved, each with a small layer of
that coverage up to whatever the aggregate limit is. At any point in
that stack of layers one of them might decide to pull out, just say,
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"I aft'not going td, have any more to do with it after my eoftractual
liability ekpires on such and such'adate.'"•

Mr_. Roozs. I understand you recogize the'difference, though,
that I thinif Drs. "alk and Sabin brought, 6ut, that the case involved
was a live vaccine whereas this is a kill vaccine 4.

Mr. C-k*K. That is correct.' I think if there is one thing about
my testimony that I would like to emphasize, 'it is that of the four
factors mentioned, far ,and away the inost important is, the sheer
scale of the program.

Mr. ROOERS. The sheer scale. What did Dr. Sabin say the studie-
have shown on the amount of adverse reactions for 80 and above?
No more than you get from a placebo.

Mr, CHEEK. '[rue
Mr. RoERs. What experience makes you so upset that you want

to raise prices to-what is it-$1.76 a shot or three-:times or four
times or five times? 1 '

Mr. CHEK. There has been some testing, Mr. 'Chairman, which
shows that the adverse reactions aren't noticeably different from any

'other vaccine and, as you say, not noticeably different from the placebo
group, 1.9 percent as opposed to' 1.7 percent. - . i

Mr. Rboxis. Does that sound like an unreasonable risk?
Mr. CHEEK. No; it does not when you consider that the tests 'were

conducted on' 5,200 people.
Mr. RooERs. The largest testing ever made.
Mr. CHEEK, Absolutely right. I
Mr. ROGERS. Which even gives greater significance to the figues.

4 Mr. CHEXK. Indeed it does. But what might happen-further d6wn
the road? I think that's one of the questions that an underwriter is
'asking,I II1

Let me read you a 'newspaper article that came ,6ut not long ago.
Mr. ROGERS. Which expert is this pow?
Mr. CHEEK. This is the Journal of' Commerce. The date of the

article is June 17, 1976. The article is headlined, "Swine Flu Vaccine
Plan Jeopardized." About four paragraphs down in the article it says
this: "Prudential Reinsurance Co.-, one' of the reinsurers of Warner-
Lambert, the parent company of Parke-Davis, state that the market
for this type of coverage is not nonexistent." How do you like thqt?
"Not nonexistent."

A spokesman for Prudential Reinsurance told the Journal of Commerce, "I
think underwriters haven't seen sufficient evidence to convince them thAt the
swine flu vaccine has been tested for a long enough period of time or among a large
enough group of people. They are not convinced that the whole effort might not
result in some devastating effect. This is, , testing problem. It Is a brand new
crash program withincomplete testing, at least from the evidence we have seen
so far."

Mr. Roo s. 5,000 people?
Mr. CHEEK. It may well be that as additional evidei' comes in

some of them may change their mind. But again I keep going back to
the point that it is not so much the faet that tie va~cinq produces
side effects but the fact that you are going to be piving it t9 so many
people, Mr. Chairman. I think that is the determan$ inlmot 6f tie
underwriters' minds.



Mr, RooEws. Long-term obeervations were made by s group of
the International Research Council over s approximately 10year
'jieriod following vaccination in 4,000individuas who received the
normal vaccine,; 18,000 who received the potential vaccine and;20,000
who received a placebo.

A comparison in six categories of diseases revealed no signcant
difference between those who received the standard vaccination and
those who received a placebo. Tberefov with respect to a broad range
of diseases that could be related to a killed vaccine, which this is,
the vaccine does not inherently contain medical problems with re-
spect; to known and measurable morbidity or mortality. A further
18-year study on mortality has show no adverse effects, I

iam not sure I understand the basis of the sudden decision to pull
out. Coukd it be that the companies believe this to be an effective
public relations step taken to force a change in other insurance prac-
tices in the country. Would that be a legitimate statement or not?

Mr. Cizzi. As to the quoted material, the results of the test
admittedly are6xcellent. The,thought in any underwriter's mind must
be whether or not the reactions tat are anticipated under the pro-
gram would give rise to claims and further whether the claims will
be just the nuitiber that had the genuine reaction related .the vaccine
or whether those in the placebo group,would also bring claims.

Mr. RoERs. Is it a legitimate claim when you are given proper
informed patient consent, when the patient is advised that it may
cause a sore arm, or may cause fever, that if he has a reaction to eggs
ho must nottake it, he has to have an allergy test before he can take
it?'If the patient is fully informed, does that parent then have a
legitimate claim for a sore am if he accepts that?

Mr. CHEEK. It depends. Te doctrine of informed consent has
met with varyug results. Many courts have thrown the informed
consent defense out routinely, on the ground that the consent was not
informed, that the consentwasachieved only under duress, that there
wasn't sufficient time, or that the ,patient couldn't understand what
was;asked of him.,,

Mr. RooEs.,I understand..
Mr. CuiesK. There is an uncertainty, too, Mr. Chairman.
Mr. RooEs. Bt for the mOst part that would-not be a legitimate

claim.
'Mr. CHzEx. I agree with you. If it were found to be a truly in-

formed consent.
Mrj. ROGERS. Yes, that is one pf the functions of the Government..

We would assume that. ,
Have you also canceled the rest of the insurance on other vaccine

programs?
:Mr., CiHiE. Not to my knowledge.
Mr. RoozRs. What is the signiicaifce you are vaccinating all

the e6ihldr&i'in a city? Should there be a difference?-
Mr. CiiEiEK. You are talking about a new program, a new vaccine

on afieiormous scale, Unde conditions that do not prevail in the
uw of'cfiher Vaccines, witwhich the industry' is far more familiar
and'hag'soifie Olitims experience on which to base its measurement of
the liability.
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Mr. Rooisns. You recommend Government assumption of liability?
Mr. CHaEzK. Yes. I don't thinkanyof the groups involved in this

program would ask to be relieved of liability for their own negligen(e.
ome might. I don't think they would seriously entertain tat. Bt

I do think that because it is a Giivernm-aent, proram in Which they"
have been asked to participate, some of them at what is a considerable
loss they should not have to asmime risks that are properly the
Government's.

Mr. Rooms. Has there been any talk in, the insurance industry
of working out a pool of some type to cover this?

Mr. CHEEK. No sir, not to my kno*ledge,. We were dsked to testify
at these heains Wednesday last. I worked all during the remainder'
of the week and all day Saturday and Sunday, calliqjg around, to try
to find out first of all who insures whom and for how much in a very
large industry. To my knowledge there has been virtually no talk.

Mr.. RoGERs. Is it possible? A pool arrangement? -.
Mr. CHEEK. I don t know that a ol is feasible. From what'the

underwriters have told us about this exposure, it wouldn't Matter
how broad a pool you had. There wouldn't be enough capacity in that
pool to handle this exposure. I doubt that it is feasible.

Mr. ROGERS. Has this been the,.experience with other vaccineprograres? ,
Mr. CHEEK. Not to my knowledge. Ybu have to remember that the

legal climate has changed enormously and more rapidly in recent
years.

Mr. ROGERS. Is that true in other vaccine programs?
Mr. CHEEK. The bases of liability have expanded- enormously in

those programs, other programs, as well. That is correct. And prices
have gone up because of it, for coverage. Either the price has gone' up
or the deductible has increased. There aro all kinds of iWays of'manag-
ing the risk. - I

Mr. ROGERS. Is it possible to give coverage at $1.76 a shot?
Mr. CHEEK. Is it possible? For whoever offered that coverage, they

must think it- is possible. The may take a bath on it. Who knows?
But at least they have made that offer. That is the medical malprac-
tice exposure for 560,000 people.

Mr- ROGERS. About 500,000
Mr. CHEEK. 500,000.
Mr. RoozRs. Dr. Carter?
Mr. CARTES. Thank you, sir. I didn't get to hear the testimony.

You represent which group? , gh
Mr. CnEEK. Insurance.
Mr. CARTER. You represent an association of insurance companies?
Mr. CHEEK. Yes sir; 138 of them.
Mr. CARTER. What has beei your experience with malpractice

insurance in the past year?
Mr. Comex. Disastrous.
Mr. CARTER. Most of your companies have lost money? -

Mr. CHz zx. All of them, on malpractice. There are only about-
sever of'them left that write malpractice voluntarily. All of thecom
paies now have to participate in the losses of the Joint Underwriting
Associations that have been established in a number of States to he
off the loss of that coverage entirely.



Mr.. CARTER. Yes, sir. Argonaut has withdrawn a lot of its coverage.
Mr.. Coimx. That is right, I am not even sure Argonaut writes

medical malpractice any more or if they are entirely out of the business.
Mr. CARTER. I just noticed that according to law in the State of

Kentucky I am supposedto contribute a premium of 10 percent. I
just escrowed my office just now for a booked system for this. It is a
problem. There is no question about it. Each physician is insured for.
$300,000.

Do you think this presents a great hazard to the physicians through-
out our country?

Mr. CHEEK: I think it does, and the underwriters think it does. It
is the underwriters who determine whether coverage will be extended
and to a considerable degree what the price charged for it will be. If
the experience of the witness who was on before me, from a public
health authority in California, is a typical experience,. the medical
malpractice underwriters feel that, yes, this program exposes them to
an additional risk that warrants an additional premium.

Mr. CAATE. Have you broken that down into what it would cost
extra per injection?

Mr. CHEEK. NQ, sir, I have not.
Mr. CARTER, Row do you propose that it be handled?
Mr. CHEEK. Medical malpractice exposure?
Mr. CARTER. Yes, in this nstlnce, in the administration of flu virus

vaccine. I I
Mr. CHEEK. I think at this point, from all I have been able to learn,

none of the medical malpractice carriers or pools have proposed to
withdraw coverage for that exposure.

Frankly, the fist I heard of an overt effort to seek a higher premium
for the coverage was from the preceding witness here.

Mr. CAuTiR. What was the increase?
Mr. CHEEK. I forget what he said.
Mr. CARTER. What do your 138 companies want to do? How much

do they want to increase it?
'Mr. CHEEK. I don't know, Dr. Carter, As in most other major cover-

age contracts, the price will be tailor made. In other words, it would be
impossible for me to tell you what any given medical society would
pay for medical malpractice coverage because their experience might
range from very good to lousy. The premium is essentially tailor wade
for the group, for the persons that you are covering.-For larger amounts
it is based on the, past claims record. Therefore, there is no bench-
mark or average rate, if you will' that I could quote to you. I am sorry.

Mr. CARTER. Do you know what the percentage of the premium
would be?

Mr. CHEEK. No, sir, I am afraid I don't.
Mr. CAiaTzif. Is that the way you expect to handle it, by increasing

the premiums to your physicians?
Mr. CHPK. Most of the research for this testimony focused on the

product liability exposure, since the bills related to the manufacturers
of the vaccine. We tried to rdoognize that there might beproblems in
the medical malpractice area but we did not reseach it as carefully as
we would like to.

Mr. CARTTM. HaiTe you supported the concept that if the manu-
facturers of the vaccine are sued for maprctice, that an indemnification
should be made by the Federal Government? Is that right?
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Mr. CHzzK. Yes, sir. We did support the general thrust.
Mr.. CAaTER. Thank you very kindly.
Mr. Roozs. Any questions, Mr. Waxman?
Mr. WAXMAN. Yes. Taking your testimony that you can deal with

the negligence issue because you have some familiarity with it, you
also know about these two cases that have been decided on product
liability, about notice and informed consent. Assuming we took those
two areas of liability and said that any other new area of liability that
the court may come up with, the Government would assume the re-
sponsibility for it, could you attach a figure that would insure for both.
negligence and product liability coverage as per those two cases, given
the knowledge that we have about the low risk of the vaccine,
and, two, the efforts on behalf of the Government to make sure that
adequate notice would be given of the consequences, both positive and
negative, for taking the vaccine?

Mr. CHzK. The short answer to your question is, "No." I do not
know much about what underwriters think about when they assess a'
risk. I don't know whether, if the conditions you posit were the case,
they would be able to come up with a price for the coverage or not.

Mr. WAXMAN. Did you poll the underwriters?
Mr. CHEEK. I did a lot of just basically talking with those companies

whose operations were large enough and whose product liability pre-
mium volume was large enough to lead meto believe they were in-
volved in insuring drug manufacturers. In fact, most of the larger
companies are involved, usually for a little piece at some place in the
great pile of excess limits that you get on top of the basic coverage. I
talked to, I would guess, 8 or 10 underwriters in this area who were
familiar with pharmaceuticals, in pulling together our testimony. I
didn't canvas the whole industry, if that is What you mean. Notice
was a little bit short.

Mr. WAXMAN. In these discussons with the underwriters and be-
tween the underwriters, was there discussion of the possibility of using
the swine flu vaccine as a good public relations way of suggesting that
there should be changes in the tort system, both as to the system itself
and as to the liability for which one might be covered?

Mr. CHEEK. Mr. Waxman, if there were any other place on the
face of the Earth that I could be today besides here, I would gladly
have beer there. We did not ask to be a part of these hearings.

Mr. WAXMAN. That wasn't my question:.
Mr. CHRECK.-I know it wasn't. But I wanted you to know that I

am going to answer it from the perspective of not having volunteered
to come up here.

First, as far as I know, not one of the underwriters among any of
our member companies has talked to any other underwriter about
this question.

Second, we have no policy on the issgie of whether you should do
z or y to tort .aw. All we have is a looming comprehension of the
problems that we face down the road if we continue to have the kind
of legal system we have and the kind of judgnients that are being
rendered for product liability, medical 'malpractice, auto liability, you
name it, anything that embraces the tort system. We will not be
able to stay in business if things keep going the way they are.

Mr. WAXMAN. In your discussions With the imoerwriters was there
discussion of the fact that this occasion could be in obcasiob ion which'
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to raise the issue of the tort liability systemnd the problems thete-
with in a way that can bring this umue-to some dramatic portrayal?

Mr. CHIEK. No. We were asked'by the subcommittee counsel to
give the subcommittee any suggestions we had for long-range solutions
to the problems that are presented by this program. My prepared
'remark had originally contained a somewhat more detailed dis-
cussion of the question of tort law reform. But we took it out just
because as an association, we do not yet have policy on what exactly
should e done to the tort system in any of the particular lines of
insurance that are affected here. So it was yanked from the statement.

All that I wanted to do was to suggest to you that something has
to be done.

Mr. WAXMAN. I understand what you are saying. My question,
however, is in your discussions with the underwriters was there talk
of raising this issue before this subcommittee or raising this issue in
connection with the swine flu program to illustrate the fact that
there have to be changes and that this is a pressure for change in
the tort system? ° ,

Mr. CazEE. No; absolutely not. It never occurred to any of us.
Mr. RooERs. Mr. Cheek, thank you very much.
Mr. CIcKEL Thank you, Mr. Chairman.
Mr. Rooias. Dr. Carter has a question.
Mr. CARTZR. What effect will this progam have on the public

those who are prone to sue, from the evidence that we have had
here today in relation to the swine flu injections?

Mr. CHEEK. I don't know, Dr. Carter. I do know this, though: I
think that the publicity that has attended the swine flu program-
which is eosenti lif you are going to get the kind of broad participation
among the population that the program needs to be successful-is
going to have some adverse effect.

Mr. CARTER. It might'cause more suits.
Mr. CHEKz. That is exactly right, Dr. Carter.
Mr. CAR&TEPL Thank you.
Mr. Roomxa. Thank you, Mr. Cheek, for your testimony.
Mr. CHEzK. Thank you, Mr. Chairman.
jTestimony resumes on p. 109]

8The following memorandum and articles from Business Week.were
subsequently received for the record :]

AMERiCAN INSURANCE AssoclA?1Ox,
Augu#S 10, 1976.

Memorandum to: Lee Hyde.
From: Lee Cheek.
Subject: Swine flu vaccine manufacturers insurance program.

DEARt Luz: The insurance industry is currently seeking to subscribe an
insurance program for the four manufacturers of swine flu vaccine that is con-
tingent upon the enactment of legislation substantially identical to H.R. 15050
and S. 3735 and the adoption of the proposed contract language separating the
responibilities of HEW and the manufacturers under be program.

The proposed insurance program would consist-of the following: Each manu-
facturer would agree to a $2.5 million self-insured retention. Above this a base
layer of $5 million In insurance protection (including both indemnity and allocated
loss adj ustment expense) would apply. Excess cover in the amount of $50 million
would be placed above the base layer.

The aggregate of $57.5 mllloa of Insurance coverage for each manufacturer
would be prioed as follows; For the &i million base layer the price would be an
average of $6Q000Q (vYIng, of course according to tihe number of dosm of
vaccine produc). For We. $0 miion oI excess coverage the premium would be
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roughly $1 562,500 per manufacturer, again varying with the number of doses
produced. Thus, the average premium per manufacturer would be approximately$2162,500.

The total amount of insurance proposed is $230 million, for which the aggregate
total premium would be $8,650,000.

At a meeting yesterday, of approximately 2 dosen insurance companies, brokers
and trade association representatives, the bae layer for each manufacturer was
quickly subscribed (in fact, over-subscribed) oy 13 companies. Firm percentage
commitments totaling 25 percent of the excess cover for each manufacturer were
obtained from four companies, with an additional 12 companies expressing interest
in participation in theecess layers. Of particular significance was the presence
of a representative of Lloyds, whose participation is essential to completing the
proposed insurance program.

The manufacturers' brokers have agreed to attempt to fill out the excess layers
no later than 3:00 p.m. Wednesday, August 11. The companies have agreed to
make the insurance offer in advance of the enactment of any legislation or the
signing of any contract between the manufacturers and HEW, if this offer would
enhance the prompt solution of this protracted problem.

Please feel free to call upon me if I can provide additional information or
assistance.

Best Regards,
Lis.

(From Buiness Week, Aug. 16, 19761

Tna TnIOUDLZD PROMEMIONS

(Society is Bummellng lawyers, accountants, achitect. engineers, and doctors
changing their role)

To generations of amLitious Americans, the ultimate goal has been the profes-
sions: law, accounting, engineering, medicine. The professional has been the most
admired individual in society because of the social status bestowed, the intel-
lectual prowess attributed, and the excellent income earned.

But today profesionals are in trouble. Malpractice suits, now being filed at an
explosive rate, have shaken many professions to their foundations. Aid the filers
of the. suits, toe lawyers themselves, have been badly hurt by too easy acquies..
cence W corporate and political wrongdoing.

The upshot is a crisis in the professions. Those *ho use professional services
have found that professionals have promised society more than their training and
talent can deliver. Modern medicine can perform miracles, but doctors often
have great difficulty determining what is wrong with a patient. Public accountants -
have done a poor job explaining to the ordinary Investor that simply because a
company's books have been audited does not mean they are in apple-pie order.
The public has been wrongly sold on the idea that architects and professional
engineers design structures that are flawless and will last forever.

Opinion polls show the -ublie increasingly skeptical of professionals' claims to
probity and competence. Watergatj cracked the image of the lawyer as one who
reveres the law. Scientists and engineers are under attack for unseemly bickering
over'the safety of genetic research, supersonic transport and nuclear energy.

In a sense, the gap between what the professions can deliver and what the public
expects them to deiver results from two trends beyond their control: techpologicai
complexity and egalitarianism. Both, trends are forcing a thoroughgoing reassess-
ment of how well professionals do their Jobs and a redefining of what it Is they do.
The outcome of that reassessment will have great impact not only on professionals
but on society as well.

TZCHN01d)GY'8 CHILDREN ,

The technological revolution is forcing a' fundamental revision of the profes-
sional's relationship to his client. Typically, the professional serves a partoular
individual client. A deeply rooted assumption of the professional's Work was thai
in helping his client he was not harminrthe rest of society. The classic statement
of Lord Broug that the advocate 'must go on reckless of th6 consequences
thoughh he may involve his country in confusion for his client's protection" was
hail as the highest expression of the lawyer's calling because it was aswmed that
devotion to duty would not generally result in such dire consequences.

Today that assumption has collapsed. In -working for lrge institutions, from
corporate law department to research laboratories professionals help to set in
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motion events that spread far beyond those who come into immediate contact with
their clients. Mass production of complex but defectively designed machinery can
injure millions. And complex business institutions can multiply the effects of fraud,
seriously injuring people who have no direct connection with It.,

To contain the effects of individualism, "we are learning that we can't solve 20th
and 21st Century problems of foreseeing consequences and preventing them with
a horse-and-buggy model of personal responsibilitr," as Yale Law School Professor
Geoffrey H azards Jr. puts It, In Hazard s words, 'professionals are the knowledge
holders, and they must perform the task of social coordination."

But the duty of being society's Intermediaries means that when thingsgo
wrong they will be blamed. Society is increasingly charging professionals with the

-job of preventing harm, at the risk of their own necks. Professionals, that is, are
now being held responsible for the acts of their clients.

Such responsibilities cause great strain to the professionals and to society. The
'professional is no longer sure just who his client is. And those who must use
professionals to sort through the regulatory maze are discovering that "their"
lawyer or accountant has become society's policeman. Privileged communications
are in jeopardy of being subpoenaed by an angry litigant, the cost of doing business
skyrockets, and what society gains in safety it may lose in innovation.

As if this were not enough, the professional has also been hit with the wave of
egalitarlanism engulfing all Institutions in America. Professionals can no longer
continue to serve merely the, monied classes. Legal and medical services must be
reorganized so that they can be delivered to every segment of the population.

The deep thirst for equality also, putp the professionals on the defensive about
their high fees and standards of li[ng, apparently buttressed by a host of monopo-
listic practices. Accordingly, lawsuits and new government controls threaten the
professional's self-esteem as being something more than a "mere" businessman.

The trend toward egalitarianism in the U.S. is also showing up in efforts by the
courts to redistribute Income through litigation. Businessmen complain that juries
reason that insurance companies and other corporations can afford to pay off
Individuals who sue them, regardless of the merits of the case. 'With inflation
dramatically increasing the size of awards, many corporations will buy off the
plaintiffs byv settling such suits out of court.

The egalitarian attack and the division of loyalty between client and society
have affected the various professions in different ways and to' varying degiees.
But they are felt perhaps more acutely by members of the legal profession, which
has been beset by more crises and attacks during the 1970s alone than in all its
previous history. In the past year: t

The Supreme Court, ruling unanimously that the practice of law is a business,
cut the ground out from the bar's claim that as a self-regulating profession it was
beyond the reach of antitrust law. This decision opens the door for attacks on the
basic structure of how law is practiced.

The Justice Dept., acting on that ruling, sued the American Bar Asn. last
month, charging' that the prohibition in its code of ethics against advertising is
unlawful restraint of trade. The suit Is pending (and mirrors similar suits against
engineers and physicians). -

For the, first time in 40 years there Is a publicly contested election for the
presidency of the ABA, to be decided next week In Atlanta.

More than anything else, this campaign reflects the bar's agony over the
growing threat to the traditional forms of practice.

The insurgent candidate is Leroy Jeffers, senior partner in the Huston law firm
of Vinson, Elkins, Searle, Connally & Smith. His candidacy, he says, is a direct
result of the increasing pressure on lawyers and his perception that the organized
bar is not fighting vigorously enough. Condemning as "baseless attacks" current
calls for easing the prohibition against advertising, Jeffers declares "there has
been too much apology, retreat, surrender."

Though Jeffers brands his opponent, William JB. Spann, Jr., senior partner in
Alston, Mller & Gaines of Atlanta, as tho "establishment" candidate, the label
is ndsleading. To be sure, Spann was-selected by the blue-chip ABA nominating
committee last February, and is expected to win the election, taking office as
president next yaor. But In his public statements he sounds'less like the candidate
who would stick by the old, comfortable ways than Jeffers.

Spann says the ABA cannot ignore the social issues bping pressed on the bar.,
"Our biggest problem Is providin legal services to the grqat bulk of the people,"
he says. New forms of praotlce, like formal specialization, group prepaid services,
and legal clinics, "may be the answer." And advertising he suggests, may be a
necessary adjunct. "If we are going to certify specialists, It makes no sense unless
the public can find out," he says.
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DIVISION AT THE BAI

The debate has the bar bitterly divided., The demands of reformers cause
extremely anxiety among those who see their practices threatened by the bur-
geoning roll of new lawyers. In 1970, the Census Bureau put the total number of
lawyers in the U.S. at 260,000. Today unofficial estimates put it at close to 400,000.
In 1974, the latest year for which complete figures are available, new admissions
had shot up to 30,707.

The older lawyers oppose such reforms, saying they are harmful to the public.
Moving away from a system in which individual clients pay individual lawyers
for services free of the taint of commercialism is unethical, they say, because it
will induce the public to seek services it does not need and reduce the quality of
services it gets. The reformers put the siutation in a different light, holding that
the old rules themselves are unethical since they restrict the availability of services
to only some 20% of the population. I

The high cost of hiring lawyers has led to an increased use of the contingency-fee
arrangement, whereby the lawyer shares any proceeds with the cHent, taking no
fee if he loses. But this practice, many businessmen charge, has cavsed a mush-
rooming of suits. Some lawyers use what executives consider legal blackmail by
filing suits agalpst corporations for the sole purpose of forcing a $5000 or $10,00
settlement, knowing that te company would rather avoid litition coats.

In the corporate area, the professions problem relates to the function of the
lawyer as an intermediary between society and corporations. Corporate freedom, as
business executives untiringly complain, is massively hedged about with impenetra-
ble and costly regulations. But corporate law is not self-enforcing; lawyers munt
guide business through the regulatory maze. Iflawyers fail to abide by.theiaw nei-
ther will the corporations, they advise. To keep business in line, therefore, the
Securities & Exchange Commission and the courts have been looking for ways to
hold the lawyer responsible when the law is broken.+ - % W I

In 1972 the SEC loosed a thunderbolt when it, filed suit against two pro inent
law fQrms, White & Case in New York and Lord, Bissell & Brook in icago
(along with several individual attorneys, accountants, and the business principals),
charging them with having participated in yarious fraudulent activities of the now
defunct National Student Marketing Corp., , I I

Although the case against the law firms and lawyers has not yet gone to trial
and the details of alleged wrongdoing have not yet fully come out, many lawyers
feared thatthe SEC would hold them resporisible for securities violations of their
clients. The SEC did nothing to assuage these fears; to the contrary, in a barrage of
speeches, followed by a numberbf investigations In which lawyers became targets
along with their clients, the SEC has seemed to be saying, in the words of its chef
of enforcement, Stanley Sporkin, that the lawyer must become tho, "corporate
conscience."

The result, according to New York lawyer Kenneth J. Bialkin, partner in Willkie
Farr & Gallagher and chairman of the ABA's committee on federal securities
regulation, has been a tendency in private -cases to sue attoifneys. The plaintiff's
assumption Is, that in giving advice to a company later held to have- violated the
securities laws the lawyers were co-conspirators. _-

Such suits have caused considerable apprehension within the securities bar.
But no less distressing to corporate attorneys is the suggestion that the lawyer
must turn in a misbehaving client. Is thelawyer's duty foremost to keep what he
has learned confidential or must he reveal p6teatial fraud to the SE or other
authorities? "To the extent that you say to people that what they tell their lawyers
may not be held In confidence, you make It difficult for clients to get good advice
and lawyers to give goodadvice," says Harvard Law School Professoi" Andrew L.
Kaufman. On the other land, Kaufman iWtes, lawyers may not-'h'lp clients
commit crimes.

PICRSONAtJEOPAIDY

The lawyers' growing feait that they can no longer practice without serious
personal Jeopardy stems from the enormous vagueness In -the extremely com-
plex regulations of securities and other corporate laws. In a ray area, a lawyer
may make a good faith but nevertheless erroneous Judgment. ExpulnLos Angeles
attorney Russell A. Freeman, general counsel of. Security Pacific Corp. "Lawyers
historically have liked the comfort of being able to predict the Outcome of a factual
situation based on case law' But in today's climate. you have to practice five years
ahead instead of 30 years behind." Adds Chicago lawyer Justin A. Stanley, who
becomes president of the ABA next week, "If s client says he's going to bribe
someone,. Pd withdraw from representing him. But it's never that Alear cut."



And in thee unclear cam, says John J. Creedon,,general counsel of Metropolitan
Life Insurance Co. in New York, "we can't be held as insurers."

The ABA has taken the podtidn that the lawyer has no duty to blow the
wlistle uimlss he is conscious of wrongdoing on the client's part. Where the law
is uncertain, the lawyer inay continue to represent the client even if the client
rejects the lawyer's advice. "The client, but not the lawyer, must bear the con-
sequenoW," sys Bialkin. In recent speeches, SEC officials have indicated that
the agency will probably accept the bar's position.

Blut the controversy has not left the profession or clients where they were.
"There is no doubt,' says New York securities lawyer Stanley J. Friedman,
partner In Shereff, Friedman, Hoffman & Goodman, "that lawyers are being
far more careful not to close-their eyes 'to what their clients are doing" than Inthe past.

The same general tendency seems likely In other areas where the conflict
over the lawyer's role is still unresolved. In the next few years, lawyers will
be more careful how they relate to corporations, and this can only mean they
will take a more formal less freewheeling stance--not quite adversaries, but
a little less the narrow advocates.

Such a process is now unfolding in two significant corporate areas. One con-
terns the ethical propriety, of a lawyer who serves as counsel to *rd director of a
company. Many lawyers have traditionally done so, and some still Ueend the
practice. But a growing number of others share the views of Philadelphia lawyer
Bertram Debman, general ounsel of INA Cor., who says: "Let's face it, an
outside attorney can't have an independent ;L't of view if the decisions he's
making have a reflection on the fees his firm receives."

Lloyd M. Culter, a prominent Washington attorney, suggests that an out.
side cofuiel can serve the company as well by attending board meetings as
'by being a director. He also suggests that the selection of general counsel be
subject to ratification by the shareholders.

The other ethical problem, for which answers have barely begun to emerge,
conceas the question "Who Is the client?" ThI lawyer is supposed to represent
the corPoration, but that entity consists of management, directors, shareholders,
and employees. Thete various interests often conflict. A federal court in Chicago
recently held, for example, that under certain circumstances the records of a direc-
tor may not be kept frdm stockholders. Similarly, a lawyer who counsels manage-
ment may not be able to keep his advice confidential-meaning, in the long

-run that new layers of lawyers will 'n ed to be added to serve various corporate
part., further increasing the cost and complexity of doing business. To avoid

this, says Culter, "it may be necessary .to accept the inevitability of -conflict,
that abstaining because of conflict -of interest Is not the be-all and end-all."
How and where to draw the line will remain, one of'the hottest problems in the
next few years.

; I PRMIMVRINO ACCOUNTANTS

Like lawyers, accountants also are feeling the pressure to do more.
"For years nccountauts worried that no one understood what they were doing,"

muses Norman E. Auerbach, who becomes head of Coopers & Lybrand on Oct. 1.
"The cry was: 'If only we could get some pulicity.' But a widely aired rash
of litigation against CPA firms has tWrne that complaint topsy-turvy. "Now
that the public has some better undertdng," he says, "they're saying to the
accountant: 'We want more from yoy4. .

The demands for jioing more, however, rest uneasily on many accountants'
shoulders. Admits Wallabe E. 01son, president of the American Institute of
Certified .Public Accountants: "Wejike to keep that definedas narrowly as we
can." But he hastens to add -that •OA,, will not be able to cling to that stance.
"The pressures are going to be toogreat" he maintains.

Responding to those demnan~a Is likely to mean that CPAs will be asked to put
their stamp of approval on all sorts of new things: fr9m. financial forecasts, quar-
terly corporate earnings reportF4, and governmental budgets to social and en-
vironmental programs--and perhaps ultimately on how well corporate manage-
ment is fulfilling its stewardship responsibilities. They certainly will be forced to
assume a larger role in ferreting out management fraud. And that Is far from the
way accountants once defined their roles.

Despite the extensive tax and consulting services that CPA firms perform, It is
the accountant'. audit and his role as' attester in reviewing financial statements
4hat sets him apart 'as a professional. CPAs have built a reputation for inde-
pendence and objectivity, mandated in their profession's code of ethics. And that
6i enabled the CPA to sell clients and the public on the needs for his existence
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CPAs long have contended that financial statements are management repre.
sentations. The accountant's job, they argue, is to scrutinize company records and
contrs until satisfied that the annual financial documents "present fairly" the
client a operating results "in conformity with generally accepted accounting
principles." I I

More bften than not, however, there has been a myriad of acceptable but
contradictory accounting alternatives. More important, even though a com-
pany's financial statements may be fairly presented within the acceptable account-
ing principles that it chose, the total picture of its operating health might be
anything but fairly presented. I

In the late 1960a, the courts held that accountants muct go beyond generally
accepted accounting principles %nd concern themselves with the fairness of tbft
over-all financial stements. Since then, the courts have been extending the
CPA's duties making it clear that his primary responsibility lies not to the client
but to the investor and that he has a duty to delve into and report on company
Matters far beyond the scope of the annual audit. And in a declim handed down
last month, an appeals court affirmed that an accounting firm could not get off
the hook merely by qualifying its opinion.

The SEC has brought civil injunctive proceedings and criminal actions of Its
own against CPAs. And the publicity of multimillion-dollar settlements has
sparked dozens upon dozens of class action suits against accountant.

INO IGTE CPA

-That has increased the CPA's potential liability enormously, and with it, a
huge increase in insurance premiums and deductibles to cover that ability.
"There's a distinct possibility that the market may dry up altogether," Olson
says. Adds Harvey Kapnick, chairman of Arthur Anderson & Co.: "No firm can
probably exist without it." I

The spector of so mammoth a legal liahiiity weighs heavily, sipoe CPA firms are
partnerships and each partner share directly n both the profits snd the liabilities,
without the individual limited liability protection that corporate executives
enjoy. "There's no fun in working all of your life in a professional calling and then
have an action come along that wils out your net worth a couple of years before
you retire," says Ralph E. Kent, senior partner of Arthur Young & Co.

This also may explain why, many accountants are not enthusiatic about
getting into new aea8. "With all the needs of our complex society, accountants
should be expanding their range of services rather than contracting them," says
Victor M. Earle III, general counsel of Peat, Marwick,. Mitchell & Co. "But
they're very leery of expanding when they gt sued right and left every time they
make a decision."

Accountants do see a ray of hope from the Supreme Court's recent Hochfelder
decision which said that to be held liable an accounting firm had to have some
knowledge that fraud was being committee. And there does Seem to be a tapering
off of the huge, messy lawsuits against accputitant's.

"I think the courts have done their thing, to a substantial degre, with the
profession," reflects John C. Button, chief accountant of the SEC. "No one would
say ,all these issues have been resolved, but the basic thrust ot making accountants
liable to third parties is already achieved."

As a result of such pressures, accountants' a taking far more care in making
audits and are paying closer attention to quality control within their own'firms.
More and more are undertaking outside reviews of control procedures and even
finances and operations.

But from the client's point of view, accountants may be running scared and In
their caution overauditing. Corporations are bitter about the ,EC's new re-
quirement that CPAs now must review quarterly financial statements, even
though they arenot officially audited. That move, they complaa, is adding 10%
to 15 % more to already rising audit fees.

AUDITOR' RSPONSIBILITY

It is clear that the SEC's Burton, for one, intends to keep pushing CPAS to do
more: to take more responsibility for client reportng on a yearxround basis,
to evaluate company control systems, to reviewoorporate forecasts to look at
inflation adjustments to financial statements, and to allow companies to make
switches in accounting only if it i to a preferable method. "I thi k auditors will
be more involved as direct participants in the reporting process and in the decision.
making process," Burton says. And he foresees a system evolving where manage.

76-8T1-7- ----
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ment has responsibility for developing the data and the auditor has responsi-
bility for the way that it is presented.

Although the SEC admits that it is seeing much higher quality audits these
days, it Is clear that the commission intends to keep CPAs under close scrutiny-
and move them even further away from the client who pays the fees. The SEC's
Sporkin defends his agency's watchdog role. "You've got to have ati effective
s surveillance operation," le contends. '" shudder to think of where our market-
place would be now without it." Instead of one Equity Funding, he argues,
"we would have hundreds, and no effective means c f dealing with them."

The key public question is the same as it always bas been: that of an auditor's
independence. "The private system can work and it'ki to be preferred to a system
of government auditors," Sporkin insists. "Where it breaks down is where there's
too much coziness between the accountant and his client." He adds: "It doesn't
take us 10 minutes to know that something is amiss, where auditors will stew over
something for many, many months because of the closeness of the two."

The question of independence is very much in the mind of Congress, as well.
Representative John E. Moss (D-Calif.) and others would have the General
Accounting Office audit oil and gas companies rather than CPA firms from the
private sector. And the profession is bracing itself for a public airing of the in-
dependence issue from the reports, accounting, and management subcommittee
of the Senate Government Operations Committee, chaired. by Senator Lee
Metcalf (D-Mont.). "It lpoks like we're in for a very long, hot surmmer-maybe
two or three years," says Russell E. Palmer, managing partner of Touche Ross &Co.Accuntant§' also can expect an attack from other governmental units. The

AXCPA has signed a consent decree with the Justice Dept. and removed a pfohibi-
tion against competitive bidding from its code of ethics. Like other professions,
the CPAs" examination is under scrutiny by the Federal Trade Commission,
which wants to see if the test unduly deters entry into the profession. And ac-
vountantsi feel sure that the Justice Dept. will challenge their ethical curbs on
advertising and business solicitation.

SUBPOENAS AND LEGISLATION

More immediately bothersome, however, is the increasing use ;of subpoenas
by the-SEC, the Internal Revenue Service, and other governmental agencies
to get access to the working papers of audits and taxes. That violates tradi-
tional confidential working relationships, CPAs complain. Accountants fear
that clients and third parties, such as lawyers and bankers, will be Increasingly
unwilling to provide them information. As a result, they argue, good audits
would be next to Impossible to make. CPAs also worry that pending legislation
on illegal corporate payments may have the same effect. t

Many businessmen agree. "It's going to lead to mor guarded discussions
with the professional," insists Victor H. Brown controller +of Standard Oil Co,
(Indiana). Corporations won'trefuse to supply Information to accounting firms,
he maintains, but they won't be enthusiastic about' volunteering anything either,
knowing that the accountant is under an obligatioitto report it to someone else.

But other executives disagree. "I think that all companies would be following
a practice of complete disclosure," says Hugh D. Luke, chairman of Reliance
Electric Co. "Finding one little thing that someone was withholding would
arouse the suspicion of the CPA, and he invariably would make more of It than
probably was there." 1

"The key word is documentation," says Richard T. Baker, managing partner
at Ernst & Ernst. "You can no longer say to an executive, 'What s the story
on this?' You've got to get data that substantiates what he tells you."

Not the least among the profession's long-range problems is the question of
just who will set accounting standards and how. Under the securities laws the
SEC has that responsibility. In practice, It has delegated the task to the CPAs,
but last week Arthur Andersen filed suit, challenging that process.

Three years ago, the AICPA turned over that standards-setting process to
a newly created, independent, private-sector body, the Financial Accounting
Standards "Board. In its early attempts to Stem some of the accounting abuses
and narrow the alternatiVes, however, the FASB has aroused the ire of some
corporate executives, who charge that the board is doing too much too quickly.
At the same time, otivista In the SEC and Congress are pushing It to move
even more quickly,
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Bernard Barnett, partner at Seidman & Seidman, sums up the accountants'
dilemma this way: "Unless the profession gets its own house in order-in setting
accounting principles and auditing standards, in professional conduct, in quality
control, in continuing education-I think we're faced with the loss of our in-
dependence, our ability to set our own course." _

Despite their many differences, the pressures on all professions will lead to
a common core of social change. First, antitrust attacks and pressures from
within will open up the professions, insuring that they can no longer remain
closed, self-regulating guilds. With Increasing public oversight, the professions
will no longer be able to contr hw-their services are performed.

Second, the cost of these services will continue to climb. Although greater
competition may act to restrain some price increases,' the growing demand for
more accountability will force professionals to offer services that no particular
client may desire. The rise in "defensive medicine" is an example of this trend,
but it will begin to be noticed elsewhere.

Third, the corporate world will come under even more intensive scrutiny.
With lawyers and accountants apprehensive over-tzeir own liability, they will
tend to resolve doubts on the side of the public rather than their clients.

Finally, there may be a general slowing down of innovation. The Oomplexity
of scientific and technological discoveries will continue to feed the demands of
those who place safety over risk-taking. Though the debate will be voiced in
public, its resolution may be largely beyond the public's control, as professionals
themselves come to grips with the forces they have created.

rrom_ uss Week, Au.,1, 1976

'A RESHAPING Or AMERICAN MEDICINE'

None of the professions is immune to the sweeping changes engendered by
technological complexita-rthe-dcsire for equality. But the changes within eachare not the same, and they are being carried out according td different timetables.

Although there has been no Watergate to turn the public against them, doctors
are considerably further along toward a fundamental restructuring of their
traditional ways than'lawyers or accountants. So massive have been he changes
in attitudes and procedures that Dr. Theodore Cooper, AssiStant Secretary for
health at the Health, Education & Welfare Dept., forecasts a "total revision of
the medical system in the next five years-a reshapin# of American'xediclne."

ore than any other professionals over thb past decade, doctors have been
subjected to a host of controls that radically diminish their much-vaunted inde-
pendence. These controls, established under federal legislation, include health
planning agencies (to limit new hospital construction) and professional standards
review organizations (physician panels to . rponttdr the performance of other
doctors in hospitals). In addition to the Ifdli e-grabbing spate of malpractice
suits against Individual doctors, recent couft rulings holding hospital t. ustees
personally responsible f-mal tice- by. doctors in their hospitals further in-
tensify the pressure toward greater accountability 'for the medical Profession.

Disenchantment with professionals In largely determined by how frequently
and on what terms the public seeks their adviCe. By this measure, It is undertrvd.
able why the public is apprehensive about* doctors, for probably mbre people
consult doctors. than all other professions pu~t together. And with the increase in
suich contacts, prompted in part by federal funding under medicare and rnedicald
and in pairt by the increasing ability of ielence to deal With previously untreatableailments, the public has taken a sharply dimmer view oZ 4octor thanin'the recent
past. According to pollster Louis Harris, 'the' percentage of the American public
that has a "great deal of confidence" hi medicine has declined from 73%41) 19066
to 42% last month.

DXCLINEiiW IRKPECT-

This sharp drop is doubtless a reflection of the well-known decline in respect
for all institutions since the late 1960a. Bot for medicine, the precipitous slide
reflects what happens when an increasingly sophisticated public begins to detect
fallibility in professs ionals once thought to border bi" the divine.

"I ddiit see a deterioration in the quality of medicine, but a greater awareness
of what 6ur deficiencieA are,?' says Cooper. Among these is the'rising cost of healthcare, fueled by rapidl r rising doctors' fjee. "People aren't outraged when the
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quarterback holds out for what he can, but they expect different treatment when
it comes to doctors," Cooper notes.

The future will doubtless brin more government money into medicine, and
with it will come more controls. With national health care now being seriously
discussed in Congress, medical costs are sure to be scrutinized more closely.

Senator Herman E. Talmadge (D-Ga.) has already proposed a bill that would
* federal reimbursements to reward efficient hospitals. and penalize inefficient
ones. One of the most effective critics of the medical establishment, Dr. Sidney
Wolfe of the Public Citizens Health Research Group in Washington, predicts that
consumer involvement in medical services will leadto the unveiling of such data
as death rates in various hospitals, doctors' fees and qualifications.

These pressures will alpo lead to new forms of practice. Cooper sees a shift from
the current emphasis on institutional care to one favoring more outpatient care
in the home and a more realistic approach to preventive mdlielne. And Robert B.
Helms, an economist who directs health policy research for the American Enter.
prise Institute, sees hope that costs may be held down and some measure of public
trust restored by government actions that should ease entry into the profession,
establish a freer now of information about individual doctors, and encourage
group practices, such as health maintenance organizations and other prepaidmedical plan.

ETHICAL C0D6

The problems of scientists, engineers, and architects-who do not deal directly
with the public as much as doctors or lawyers-are both more mundane and more
esoteric. Engineers and architects have codes of ethics that have precluded a
number of practices common to businessmen, such as competitive bidding. Their
justification was supposedly that It is unseemly for professionals to be seen ac-
tively soliciting business. But the Justice Dept. has grown increasingly hostile to
restrictive practices in the professions. And recent political scandals-most im-
porta#tly, the Marylapd payoff system In the contracting business that brought
down Vic-President Spiro T. Agnew-have led to a number of suits and consent
decrees banning enforcement of parts of ethical codes.

Just last week, for example, the Justice Dept. went to court to seek a contempt
citation against the American Society of, Ci% Engineers for alledgedly violating
the ternms of a two-year-old consent decree. Lawyers for the department charged
that under the guise of an ethical canon forbidding one firm to "solicit" the clients
of another firm, the society was guilty of taking punitive action against an engi-
neerng frm that underbid competitors. Sudh action, the department charged,
violates the decree which banned restraints on competitive bidding.

Far more difficult' are problems that grow out of the engineer's or scientist's.
ethical duty to put the public safety or health above the interest of the coIporstion
or other Institution that either employs him or contracts for his services. In feqnt.
years alarm over the professional's power to create great harm ha. grown, along
with incidents of "whistle-blow g" In 1972, for example, three Bxy Area Rapid
Tranat engineers working on t Wetnghouse system went over their superiors'
heads to complain to the BARTT bo*.4 of directors about alleged safety defects.
The three were fired, but aided by a I defense fund established by the Califor-
nia Spciety of Professional Engineer., they reached an out-of-court settlement
last year after filing suit for loss of compensation and reputation, O er profess.
slonVientlftc organizations, like the American Cbeical Society and thq Ameri-
can Assn. for the Advancement of Science, hve established aid programs for
members engaged In similar types of litigation..

Soqmie companies try to rmolve ouch disputes within the company. Arthur M.
,President f6r.research at Geperal Electric Co., says that GE has aft

ombudsmanfor scientists'to go to if. they perceive a danger In product design.
"The problem is that it Is 6ften difficult to distinguish between those who are blow-
ing the whistle and those who are crying wolf?' He says. that scientists willing.
to "risk retribution in a cause which they believe Is right" prove an ethical point.
But without-the acceptance of risk on their part, he, says, he would doubt their
snnerity. ,

btot, ombudsmen camot replace public debate over developin gytems that.
may harm the public If ."conseryatve"' engineering design fails. Three glneers
'qut 0E's nuclear division lat February to work agint what they saw as th
'serlot,,dAqger' that nuclear reactorspresent "to all life oh th" planet."
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The trouble is that the public cannot assess this issue or others equally serious,
like the possible dangers of genetic research that led the Cambridg (Mass.) city.
coun_1 last month to declare a three-mogth moratoriumn on -certaip experimqxta-
tion by Harvard and MIT biologists. TO resolve these disputes, many scientists
are anxious to submit technical decisions on public policy to an impartial group.
This eo-called "science court" would consist of scientists with adequate technil
expertise and a neutral stance on the ssues. So far, the Environmental Prptection
Agency and the Nuclear Regulatory Commission have said they would be Sfing
to submit issues to this court. Though neither judges nor issues have been se'te
it is expwted that the court's first test may come nekt year. How neutral such a
court would be, and whether the publio or scientist. would accept its decisions,
remains to be seen.

Mr. RoGm . We will now have a panel of manufacturers: John La.
Huck, -who is senior vice president, Merck & Co., Inc., adcompanied
by Robert L. .Ianse, general counsel; Charles F. Hagan, general
counsel, American Home Products Corp., accompanied by Daniel L.
Shaw, vice president for medical affairs of Wyeth Laboratories'; and
Frank Markoe, Jr., executive vice president and general counsel,
Warner-Lambert.

We welcome, you gentlemen to the subcommittee. It might be well
for you to identify yourselves so the reporter will know how to attrib-
ute remarks.

You may proceed as you desire.

STATEMENTS OF JOHN L. HUCK, SENIOR VICE PRESIDENT, MERCK
& CO., INC., ACCOMPANIED BY ROBERT L. BASE, GENERAL COUN-
SEL; CHARLES: . HAGAN, GENERAL COUNSEL, AMERICAN HOME
PRODUCTS CORP., ACCOMPANIED BY DANIEL L. HtAW, R*., M.D.,
VICE PRESIDENT FOR MEDICAL AFFAIRS, WYETH LABORATO-
RIES (A DIVISION OF AMERICAN HOME PRODUCTS CORP.); AND
FRANK MARKET, R., EXECUTIVE VICE PREStDENT AND GEN-
ERAL COUNSEL, WARNER-LAXBERT CO., ACCOMPANIED BY
PAUTL WARNEKE, COUWEL

Mr. Hucx. Thank you, Mr. Chairman. I am John L. Huck, a
senior vice president of Merck & Co. I have oni my left here Mr.
Robert L. Banse, who is the general counsel for Merck.

Our position with respect to participation in the current national
program against the A/swine influenza virus can be simply and
briefly stated. 0 . .

We see ourselves as an important national resource for products
and services in the health field. We believe it is our obligation to be
responsii e, to the best of our ability, when our Government asks
that we use our resource in the national interest.

When the Department of Health, Education, and Welfare asked
us to participate in a mass immunization effort against influenza, we
immediately began an all-out effort so we would- ready to make
as much vaccine as possible as soon as possible Despite the many
unanswered questions, we have invested several millions of dollars
in the vaccine to date without any formal commitment from the
Government as to standards for-the vaccine, the quantities to be
required or the final terms of the purchase contracts. During the past
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3 months we purchased equipment permitting us to increase our a'
pacity to manufacture tLs product by about 40 percent, Only 2
weeks ago we told the Center for Disease Control that we are willing
to provide vaccine on a cost-recovery basis. Thus our response from
the outset has been and remains one of total cooperation with the
U.S. Government in a mission of potentially great nationhIsiginjfcance.

We have made clear again and again that a private company such
as ours does not have the resources to assume liability for the action
of others in an immunization program of this kind. This was re-'
emphasized in letters sent on April 13 by the president of Merck'to
governmental and congressional leaders concerned with the program.

We of course expect to bear the responsibility for making a good
vaccine that meets Government-set standards. But we feel we cannot

-also bear risks related to the testing, distribution, and administration
of the vaccine that are the Government's responsibility.

We have been concerned for some time about trends in drug prod-
uct liability, particularly those associated with mass immunization
programs. But these problems have been magnified by the special
nature and dimension of this particular program. We have sought
adequate coverage from the insurance indust for our part in this
program and have had only token success. However, we have ob-
tained absolutely no coverage related to what we believe is properly
the Government's part of the program.

Recognizing the manufacturers. problem, HEW has gone as far as
it can under existing law to protect us against liability for aspects of
the program over which we have 'no control. Now HEW is taking a
further step which we consider absolutely essential to complete the
very important deliberations that have been underway for several
months. As Secretary Mathews pointed out in his message to Speaker
Albert accompanying the proposed legislation, a brie but specific
expression of the intent of Congress to permit indemnification clauses
to be added to the contracts is needed. We agree and we urge prompt
consideration and enactment of this measure in the national interest.

Concern about the liability aspiects of the swine influenza immuniza-
tion program should not be interpreted as meaning the vaccine poses
unusual safety problems. We have no evidence that this is the case.
The clinical trials have demonstrated that the vaccine is at least as
safe as other influenza vaccines made and used in recent years. It is the
sweeping nature of the proposed mass immunization program, its
unprecedented public organization and control, and certain recent
court decisions that make the liability issue grave from our point of
view, not the virus or the vaccine.

At the outset I spoke of vaccine producers as a national resource.
Yet there are only four manufacturers who this year are making
influenza vaccines. This compares with 8 manufacturers 10 years ago
and perhaps 10 manufacturers 20 years ago-a trend that bespeaKs
the relative absence of commercial attractiveness in this field. Our.
company has been manufacturing and marketing influenza vaccines
since 1047. W6 pride ourselves on our research and development
capability in, virus vaccines and have discovered and developed i
number of them. It is however an area where it is particularly appro-
prite for there to be incentives rather than disincentives.
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One such incentive would be to provide a solutSii to similar problems
when other vaccines are used in State and community public health
programs. I those programs--involving such diseases as polio,measles, mumps, rubella, whooping cough, diphtheria, and tetanus,
as well as other diseases for which vaccines are yet to come--it is also
clear that the manufacturer cannot properly be held responsible for

the faults- of others. Nonetheless, individuals injured in mass i I-
munization programs through no fault of their own should have
access to a source of compensation. HEW has taken the initiative in
discussing this larger issue with interested parties. To reinforce the
process, the committee might wish to consider adding a provision to
the bill now before you calling on HEW to develop and recommend
legislation that will provide a comprehensive long-term solution to
this problem.

In the final analysis, Mr. Chairman, with respect to the swine flu
program, we are simply doing our best to do what the Government has
asked us to do, as well as we can and as fast as we cat.

As a private resource that has been called into play, we want to do
what is expected of us in the national interest. We have acted thus far
with confidence that the Federal Government will protect us against
liability in matters for which we have no responsibility and over which
we have no control. H.R. 14409 is an essential element of that protec-
tion and we compliment the chairman and the members of the com-
mittee for their forthright attention to a vital element of this impor-
tant program.

I thank you.
Mr. WAXMAN [presiding]. Thank you very much.

STATEMENT 07 CRA P. HAGAN

Mr. HAGAN. My name is Charles F. H agan and I am general
counsel (f American Home Products Corp., of which Wyeth Labora-
tories is a division. Appearing with me is Daniel L. Shaw, Jr., M.D.,
vice president, medical affairs of Wyeth Laboratories. We appreciate
the opportunity to testify before you today concerning tie swine
influenza virus vaccine.

Within the past 2 weeks we have been notified by our liability
insurance carriers that, effective July 1, insurance coverage is being
withdrawn for this vaccine except for coverage of $1 million which
would not apply to fees paid to outside counsel.

I would like to mention that we will not have insurance beyond that
point of any kind, for negligence or anything else..

Perhaps the best way to demonstrate the gross inadequacy of such
an insurance limit is to point out that, in a single lawsuit arising out
of the last nationwide immunization program, which involved the
oral polio vaccine, a dge in Philadelphia, in the Griffin case, awarded
a single plaintiff and her husband $2,060,000 for injuries allegedly
caused by that vaccines

Will injuries severe enough to induce such awards result from the
swine flu vaccine program? We don't know; although experience with
previous flu vaccines would indicate that severe reactions will not be

I v. VOW#8tWfe (D.. P. 19Th), 851 supp. 10. aEG go 341059 (CCA a.
I4).
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frequent. It can be anticipated however that in.- program deigned
to immunize almost the total population of the country, a number of
severe and possibly even fatal reactions may occur along with numer-
our less-severe reactions. In today's climate it would be naive to believe
that there will not be a substaoitial number of personal injury claims
arising from this program.

In addition to any adverse reactions whi"h may actually be caused
by the vaccine, there is the problem of the great number of illnesses
which of necessity will follow closely in point of time the ad-
ministration of the vaccine. I am talking about illnesses which were
going to occur in any event and which have nothing to do with the
vaccine except for coincidence that their onset follows closely vaccine
administration. Experience would indicate there dll be man such
claims in a progrvi of this magnitude. The risk arises from tYe factthat generally a lay jury will decide whether the vaccine caused or
-contributed to the illness. Where the illness is severe, the emotions
of the jury are with the plaintiff, and the incentive to award damages
is particularly high when the defendant is a large corporation. There
will also be causes of flu caused by different types of virus than are
-contained in this vaccine and this may precipitate claims based on an
alleged lack of efficacy of the vaccine.

Even where we successfully defend against claims, the cost is sub-
stantial. It is not unusual today to incur $50,000 in legal fees in the
handling of a claim through the trial stage.

You should also be aware that the legal isks to drug manufacturers,
are substantially greater in a community program than they are when
dnipg are administered or prescribed in the ordinary physician/
patient relationship. This is so because there arose, out of the oral
polio programs, decisions in, two circuits which place. a broader re-
sponsibiity on manufacturers to warn of adverse effects in community
programs.

In the usual physician/fatient relationship, the manufacturer satis-
fies the duty to warn of adverse effects if it conveys such warnings to
the treating physicians. In the Davis I and ReV.s 0 cases however the
courts heldthat where this usual relationship is not present, such as
in a community program, the manufacturer has the obligation to
warn the recipient of the drug or to see to it that the recipi-
ent is warned, of adverse reactions. In a program of the mangitude
contemplated for the swine flu vaccine it is obviously impossible for
the manufacturer itself to satisfy this obligation.

The risks which I have just outlined undoubtedly were a large
factor in the unanimous decision by the insurance carriers to withdraw
or severely limit coverage for the swine flu vaccine.

In our view the only way in which these risks can be adequately
covered is for the Government to indemnify the manufacturersagainst claims and the expenses of handling such claims including
legal fees. We are not, asking to be indemnified against claims arising
our of any negligence in the manufacture of the vaccine. The Secretary
of HEW ha recognized the need for indemnity and has sent to the
House and Senate a bill which would authorize indemnity for claims.
We strongly urge however that the bill be amended to make it clear
that the indeninity would also apply to, the expenses of handing

, , A.V Wv. CC , iN).24.121.
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-claims, including legal 'fees, although I think Dr. Cooper this morning
indicated that was the intent.

We have other recommendations, at least one on this bill, for the
sake of clarity. The bill authorizes indemnification of the manufacturer
of the vaccine. In the case of our company, a subsidiary coloration
manufactures the vaccine and tae Wyeth Laboratories Division
of the parent American Home Products Corp. would sell the vaccine.
Thus we would urge that the bill make clear that the parent corpora.
tion, as the distributor, w uld also be indemnified. We would like to
commend the Secretary and his staff for their study of and recognition
of this problem.

In earlier appearances before the Congress, representatives of HEW
expressed the hope that the liability risk could be handled adequately
by provisions in the purchase contracts. In-depth study of this matter
however reveals that desite the fine efforts of the lawyers at HEW
to devise adequate cbntraetusl provisions, there remain a number of
sigificant questions as to the adequacy of protection which can be
afforded by such contract provisions, in the absence of express in-
demnity authorization by the Congress.

We would therefore like to join with the Secretary of- HEW and
urge the Cong to enact his -bill, H.R. 14437, modified as we have
Secom ended, as quickly as possible. We must be frank to say that

in the absence of such legislation there is a very serious question as to
whether our company can assume the risks of providing vaccine for
use in this program. I

At present we are doing all that we can to maximizA our production
of this vaccine and we wish very much to participate in this program.

Barring unforeseen difficulties, Wyeth estimates that it can furnish
through the end of January 1977 approximately 4 million doses of
bivalent vaccine, A/Victoia/3/75 and A/New Jersey/76, and ap-
proximately 3 million doses of monovalent vaccine, A/New Jersey/76.
These estimates are based on the assumption that the final vaccine
concentration set by the Government will- be 400 cm' A for the
monovalent vaccine and 400 &m' A of each strain for the bivalent
vaccine. If the concentration is set at 200 cm A for the monovalent
vaccine and 200 cm' A of each strain for the bivalent vaccine, Wyeth
estimates that it will be able to furnish approximately 8 milon
doses of the monovalent vaccine and 6 million doses of the bivalent
vaccine.

Once again we appreciate the opportunity to appear before you
today and we will be pleased ,to try to answer-any questions you
may have.

Mr. ROGERS. Thank you.

STATEMENT 01 IA= XA 0,

Mr. MARRON. My name is Frank Markoe., I am, executive vice
president and general counsel of Warner-LAmbert Co., which is the
parent company of, Parke.Davis. I have on my right Mr. Paul
Warneket our Washington counsel. We are one of the four producers
of the swine flue vace to be used in the Government's prospective
nationwide program. t I I

As the holder of U.. ,Biogo&l License No. 1, -Parke-Davis
has been producing toxins, toxoid-s, and vaccines since the early days



114

.of thi century. It has beenproducing: itafluenza vaccines for about 30
years. Since the development of its highly rreined Fluogen vaccine
late t the 1960's, Parke-Davis has been producing roughly half of the
Nation's flu vaccine supply, about 10 million doses per year.

We are pleased to have this opportunity to appear before-you today
and provide some .background on our position relative to the rapidly
changing swine flu situation. I can report that our scientific and tech-
nical staffs, working in a virus production facility that ranks among the
world'p finest, are committed to an around-the-clock, 7-day-a-week
production schedule. We are confident that we can provide a sub-
stantial portion of the Government's demand for vaccine through the
.late summer and fall. t

Essentially we are here in spirit of cooperation, hopeful that the
primary parties in this program can work out some of its current
administrative problems. We recognize the national health iinplica-
tions of the program and are ready toisupport it but we also recognize
the very pragmatic necessity of developing the legal safeguards that
will assure its completion and success.

As we informed the committee, Warner-Lambert received verbal
notification that in effect its product liability insurance coverage for
swine flu vaccine had been canceled. In an attempt to restore our
coverage we met with representatives of our "umbrella" group last
Monday. The meeting was not successful; and on Tuesday, June 22
we received legal notification of cancellation in the form of a rider to'
our present policy. Incidentally, we were hiformed that failure to:agree
to the terms of this rider excluding coverage on swine flu might result
in cancellation within 60 days of coverage on all our products.

Apparently the insurance companies-and there are a number in-
volved within our worldwide coverage-were concerned about the
implications of a mass immunization program involving a potential
200 million people. Clearly, this is the most ambitious public health
program ever conceived and in view of today's litigious atmosphere,
the potential for numerous suits is quite real.

Following receipt of the carrier s written cancellation, Warner-
Lambert called a special meeting of its board of directors last Tuesday
afternoon. As a consequence, it was the judgment of the board-that the
management of Warner-Lambert would not be justified in assuming
the open ended liability which might arise by reason of a multiplicity
of product liability suits emanating from the immunization program.

In our view the administration's proposal to "indemnify" the manu-
facturers does not-adequately protect the manufacturer from, the bur-
den and costs of handling a multiplicity of lawsuits which might
follow in the wake of this program. We therefore propose that either
bK way of legislation and/or contractual arrangements with HEW,

e following concept can be developed, of the vcn
The concept would involve the continued protection of the vaccine

by the manufacturer in accordance with Government specifications--
we are doing this--and appropriate contractial' arrangements with
HEW, regarding batch testing, quantities, et cetera. Under these
contractual arrangements, the Government-.'presumably through
HEW--would, following its determination n that each batch of the
vaccine met its specifications, accept the-vaccine from the manu-
facturers. The Government would exclusively assume complete
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responsibility for all claims arising from the use of the vaccine in the"mass immunization program,!' including the sicentific integrity of
the vaccine itself and the defense of any claims arising from the
program. The exclusive remedy available to those claiming damages,
as a result of the. program, would be a suit against the U.S. Govern-
ment. The companies however--and this is-critically important--

Swould be subject to legal action on behalf of the Government for
negligence in the production of the vaccine, that is, failure to meet
Government specifications. ,

Implicit in this concept is the continuing responsibility of the
manufacturers for their own negligence, but at the same time it pro-
tects the manufacturer from the burden of multiple lawsuits arising
from this Government-initiated mass immunization program. .

Our basic posture remains one of cooperation. We responded to the
Government's call in March to participate in the program. We com-
nitted all our technical and scientific resources to the development of
the vaccine and to its adequate protection. Some of our best scientific
talent has been assigned to the program and to day-to-day liaison with
the Bureau of Biologics. We have also submitted a bid as a further
sign of our complete willingness to join with the Government in its
landmark program.

We would like to make it clear that the profit motive has very little
to do with our participation in the immunization program. In fact,
subject to consultation with our board of directors we would consider
an economic proposal which, in essence, would reflect only our direct
and indirect costs.

It is our understanding, Mr. Chairman, that the Congress shall
recess at the end of this week. We regard the successful continuation
of this massive cooperative effort between Government, the medical
community, and the pharmaceutical industry as one of paramount
importance to this country. We shall stand ready at any time during
the next several days-along with our Washington counsel-to lend
assistance to this committee aad its staff in the development of legisla-
tion designed to clear this, the only obstacle, to Warner Lambert
Parke-Davis' participation in this important program.

Thank you, Mr. Chairman.
Mr. Roozss. Thank you very much, Mr. Markoe.
Dr. Carter?
Mr. CARTER. Thank you very much, Mr. Chairman.
You are willing to guarantee the purity and efficacy of your product.

Is that correct?
Mr. MARoE. Yes, sir, we are willing to guarantee that we will

manufacture the product in accordance with the Government's
specifications.

Mr. CARTER. Yes, sir. We have had some Roblems with flu vaccines
over the years. Have you hod lawsuits? .

Mr. MARKON. We have had lawsuits.
Mr. CARTER. Involving this particular vaccine?
Mr. MARKO. Not the swine flu vaccine. Influenza, but not this

particular one.
Mr. CARTER. Have you had many lawsuits?
Mr. MARKOV. I would say in my judgment, no. Wo have had ap-

proximately in the last 5 years 15 1 awsuits. We have had in the last
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week two lawsuits having to do with the swine flu vaccine, which is
probably a unique situation. But nevertheless we have the lawsuits.

Mr. CARTER. What period of time did you say?
Mr. MAKOE. Within the last 10 days.
Mr. CARTER. The last 10 days. Do 'you think that is perhaps the

result of the notoriety that has been given to swine -flu?
Mr. M-axxo. Yes, sir.
Mr. CARTER. In the last 10 days you have had two lawsuits. That

is something that I think this situation may well encourage, gentle-
men. I regret it very much.

You would like the Federal Government to take the indemnity
pay indemnity, for cases in which adverse effects were alleged and
suits were brought. Is that correct?

Mr. MARKoE. Yes, sir.
Mr. CARTER. And in addition you don't think the bill goes far

enough. You think it should include the legal fees also. Is that correct?
Mr. MIAuoz. Yes, sir.
Mr. CARTER. Thank you very much.
Mr. MARKOE. Thank, you sir.
Mr. RooERs. Do each ofyou say your company's insurance has

been cancelled as of this date?
Mr. MARKOE. In effect we have a very small level of coverage. For

all intents and purposes we cannot consider this insurance.
Mr. ROGERs. But how about your other vaccine programs? They

have not been affected?
Mr. MARIKOE. No, sir, they have not. Ours have not.
Mr. HAGAN. For the swine flu vaccine, Mr. Rogers, we have $1

million in coverage and nothing beyond that.
Mr. ROGERS. How about your other products?
Mr. HAOAN. No change at this point.
Mr. HucK. Mr. Chairman, we are self-insured for the first level and

then the second level, which is our primary carrier, has insured us
against negligence on our part only tothe amount of about $2% million.
None of the other carriers will carry us at all.

Mr. RooRas. If the Government, inspect, each batch of your
vaccine, isn't that an automatic defense against a charge of any
negligence on your part? 0

Mr. HAGAN. I wouldn't think so, Mr. Chairman, no. It is up to a
jury to decide that in each case.

Mr. CARTzR. In the two cases we have had involving the polio
vaccine, those batches were inspected, I would think, by the Govern.
ment. Yet awards were made to the defendants, were thek not?

Mr. HAGAN. They were, sir. But they were on the basis of a failure
to warn, which the court interpreted applied to the recipient of the
vaccine. Thik was in throne case a community program and in' the
other it was administered in & public health facility and there was no
ordinary physician-patient relationship.

Mr. UABTEfR. Yes, sitr
Mr. Rooms. The point I am trying g to make is that if you say that

you would assume responsibility for the integrity of your product,
if each batch has to be Government-inspeited, and then the Govern-
ment'says, '"Oh, I think that batch was no good," who is to blame?
Is it the .Government: for accepting it wid giving it its approval?
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I am not sure I understand the legal situation. Perhaps one of you
counsel could explain.

Mr. HAoAN. If we are the defendant, Mr. Rogers, the fact that the
Government has released the batch is a factor for the jury to consider
in deciding whether or not we have been negligent. But it doesn't
resolve the issue.

Mr. WARNEK. Mr. Chairman, I am afraid that under those cir-
cumstences rather than it cutting off any liability on the part of the
manufacturer, it would just ive another cause of action for negligence
in the inspection of the vaccine.

In other words, unless there were some specific provision in the legis-
lation that enabled a cutoff of, any claims as a result of Government
inspection, it would not in any way exonerate the manufacturer.
The manufacturer could still be held liable and probably plaintiff's
counsel.,would charge both negligence in the manufacture and negli-
genes in the inspection.

Mr. ROGERS. The only buyer is the Government. If the Govern-
ment has accepted it, it seems to me that might be a pretty- good
defense against ary Government effort to claim that you were negligentt.
Wouldn't that bar, retty much, the Govexnment suing you (o, that?

Mr. WARNzxE. T don't think it would because I don't think any
inspction procedure inspects each individual dose.

Mr. ozRs. They do it by the batch.
Mr. WARNEKE. Yes.
Mr. HAGAN. Mr. Chairman, I think we are thinking more of a claim

for personal injury by someone *ho claims to have been injured by a
batch that is defective.

Mr. ROGRS. But I thought you were asking us to assume theresposibiit of administering, of informing. But you would hold
yourselvesliable for negligence in the batch,

Mr. HAdx. That is correct.
Mr. Roozas. If the Government inspected, approved, and bought

your product, it seems to me that just might be an automatic defense.
Mr. iam;. And theii goneot'e takes the vaccine and gets1ijured

and sues us. I do not think that is an automatic defense.
Mr. WARN Z. I think I understand the chairman's question.

I believe whit you are asking, Mr. Chairman, is whether or uibt we
would have a defense against a Government action for recovery
against us as a result of the fact that the Government had in fact ac-
cepted the vaccine.. would say that the legislation should make it very clear that in
the, event that we are found to be negligent that then the Goveilument
would-be able'to recover even though they had previously accepted
and. inspetd it.

Mr. R o'o6m. I think this is a point-that should be considered. I
would be glad to have any of your ideas as well as those of~counsel for
the department.

I would like for you to respond for the record-you don't have to
respond now-as to your schedules iid your costs.

Mr. MAROz. That would have to be resolved on the basis of bids
that are now in the form of proposals.

Mr. RoomR. You might advise us as to any problems you foresee
COcncrnig age groups*
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You might make general -comments about the role of insurance in
this area, and let us know what is developing in the possible future
problem of liability insurance for company products.

[The following letter was received for the record:]
ME RCK & Co., INC.,

Rahway, N.J., June 30, 1976.
Hon. PAUL 0. ROGERS.
Chairman, Subconrnittee on Health and the Bnvironmenln Commifle on HeaWh and

-Safety, House of Representatives, Washngton, D.C.
DEAR CONGRESSMAN ROERS: We appreciated the opportunity to appear

Monday at your oversight hearing on the swine flu immunization project.
You requested certain information to cpmplpte your current assessment of the

national program, and I am happy to provide' the information below.

PRODUCTION ESTIMATES AND SCHEDULE

In our tentative proposal to the Center for Disease Control, we matte prodlic-
tion estimates we believe remain reasonably sound. At the dosage level of 400
CCA units, we estimated we could deliver 18,400J00 doses of monovalent swine
flu vaccine by November 15, 1976, plus 3,000,000 doses of bivalent (combining
400 CCA swine and 400 CCA Victoria). If the program permits further deliveries
through December 31, the total of monovalent vaccine would rite to6 24,700,000,
or a grtind total of 27,700,000 including the bivalent.

The picture of course changes drastically If the formula becomes 200 CCA
units, a level that Dr. Meyer of the Bureau of Biologics mentioned during the
hearing as a good possibility. On this bsis the figures double: 30,800,000 mon-
valent and 6,000,000 bivalent by November 15, and' a total of 49,400,000,
monovalent by December 31 for a grand total of 55,400,000.

COSTS AND PRICES

A.q mentioned in my testimony, Merck expressed a willingness in its tentative
proposal to CDC to handle the swine flu project on a cost-recovery basis. Thus,
our unit prices are synonymous with our costs. As we understand governmental
policies in the handling of negotiated contracts this information is considered
confidential during the proceM of negotiation. Given the nature of the situation,
we would of course abide by whatever policy the Department of Health, Educa-
tion & Welfare sets for disclosure of this information.

CONSIDERATIONS RELATED TO USE 0F VACCINE AT VARIOUS AGE LEVELS

Inasmuch as the clinical and laboratory evaluations of the various forms of
swine flu vaccine have been made by and under the direction, of the several
cooperating governmental agencies, we elieve they are in the beat position to
provide the Committee with the analysis of the finding. Obviously, we were very
pleased to note that the Merck vaccine at appropriate dosage levels demonstrated
a high level of effectiveness in all age groups tested. We of course noted that the
findings suggest that the degree of reactivity relates to the degree of effectiveness.
Therefore, a key question regarding the pediatric and "under 25" age group
(those who demonstrated no prior exposure to'swine-like flu viruses is the signifi-
cance of ide-reactions. A reading of the transcript of the meetihig or blinical data
held Jule A1 at the Clinical Center at NI1 will reveal considerable distusoion
about the impact, or lack thereof, of temperature elevations, remtlonsuat the
site of Injection, etc; We were pleased that, overall the clinicians found the vac-
cinef to be relatively free from troubleaome side-effects.

We will of course look forward with interest to the results of the continuing.
study of the under-25 age group.

IJABIITY COVERAGE

Jut to be sure the information regarding our insurance coverage is clear, may
I summarize the status for the committee. In its product liab.ty coverage ap pi.
cable to thim program, Merck apinimes the risk for the first $12.5 millop. At the
next level of coverage, our principal carrier has told us it Will pi'ovlde only $2.5.
million, and this only as related to the matter of .manufactunr's hegligence.
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Beyond this we have been unable to obtain coverage for any aspects of the swine.
flu project, not even manufacturer negligence.

To reiterate. our basic comments from the hearing, we urge prompt passage of
the legislation. We endorse the bill asboriginally presented by the Administration,
but would also strongly support the improvements in coverage and procedure,
suggested by spokesmen for American Home Products and Richardson-Merrell,
The testimony presented Monday, in our view, demonstrated how essential it is
for this legislation to be approved promptly.

If we can be of further assistance to the Committee or its start in any way,
please let us know. "I

Again, our thanks for the opportunity to present our views on this crucial
matter.Since rely,J 

.L i X3. L. Ht~cK,

Senior Vice President.

Mr. Rooiis. Would you ive us a quick idea of whether you,
believe your costs would be below the estimated 50 cents per dose?
I don't request details.

Mr. MARKOE. I don't know what restrictions w6 are under.
Mr. Hucx. I think, Mr. Chairman, it would: be. lore-appropiate

not to comment at this time until we copnplete our" negotiations with
CDC.

Mr. BANS. The bids are still being considered.
Mr. RooERs. Thank you very much for being here. We may be in

touch with you to get idditi6nal information. If you have any sugges-
tions, we would like to receive them. Thank you for your presence
here today.

[The following letter, was subsequently received for the record:]
MERCK & Co,j INC.
Rahway, N.J. July kl. 01976

Hon. PAUL G. RoozRs,
U.S. Heue of Representatives,
Rayburn House O.c Building,
WtuhinSon, D.C. r

DaAR CONGRESSMAN Ro sRs: We were distressed by an error in the testimony ot
Dr. Sidney Wolfe of the Health IReserch Group delivered to your committee on
Monday, Jube 28. We have discussed this with br. Wolfe, and he has told us he
will be In touch with you to correct the record.' .

I am sending you this letter and request that it be placed in the record because of
a development subsequent to our conversation with Dr. Wolfe. I

The basic error involved is a quotation attributed to a Merck scientist from one
of the swine flu advisory committee meetings o March 25, 1976. Dr. Wolfe quoted
the phrase: "Here Is a threat, we-held up theh'borror of 1918-19 9 to get 100 knd
some odd million taxpayers' dollars to do this." He then attributed It to a Merck
scientist. In, fact, the statement was by the Dean of the medical school of the
University of Kentucky.

The following Sunday, July 4, the New York TIMES stated, "Critics of t4e
plan... maintain that promoters of the plan, in Government and the drug industry,
used scare tactics to win President Ford's and Congress" support for the program.

It seems quite clear that a totally erroneous impression haC been created that
our company or others in -the industry "promoted" the program, The erroneous
quote could well be taken to infer we had mislead Congress.

For the record, neither Merck, nor to our knowledge any other firm, has Sought
or promoted the swine flu emergency project, which imposes many burdens on us
as well as on the entire health care field. We have responded with a maximum effort
to the government's carefully considered decision to proceed with this program and
are understandably concerned when our motives are Umprqperly questions.

We'll be grateftul for your assistance in correcting this paticular error in- the
Sincerely, 

J
: JOUN L. Huck,

Senior Vice Presilent.
'EDTTORS Nor.: See letter dated July 15, 1976, from Dr. Wolfe. p. 148, this hearing.

and letter dated July 12, 1976, from Dr. Jordan, p. 854, this hearing.
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Mr. RoozEs. Our next witnesses are Leo Gehrig, M.D., senior vice
president, American Hospital Association Edward Coates, M.D., first
deputy health commissioner New York State Department of Health,
on behalf of Association of State and Territorial Health 0tMcials;
Albert G. Randall, M.D., M.P.H. director Houston, Texas City
Health Department on behalf of *.S. Conference of City Health
Officers; and David Rogers, M.D. health officer, Calvert Couity,
,Maryland Health Department, on behalf of National Aisoiation of
County Health Officias.

Thank you all for being here. Your statements will be' made a
part of the record. Thank you for your patience. You may proceed
as you desire.

STATEMENTS OF LEO 7. 9EHRIG, M.D., SENIOR VICE PRESIDENT,
AMERICAN HOSPITAL STATIONN; EDWARD COATES, M.D.,
FIRST DEPUTY COMMISSIONER OF HEALTH, NqW YORK STATE
HEALTH DIPARTMRNT, ON BEHALF OF ASSOCIATION OF STATE
AND TERRITORIAL HEAVE OFFICIALS;I ALBERT 0. RANDALL,
M.D., M.P.H., DIRECTOR, HOUSTON, TEX. CITY HEALTH DEPART-
MW,~ ON 4EHAZ OF U.S. CONYAREAC3. Oy, CmT HEATH OzPI-
CERS; AND DAVID ROGERS, MX.D., HEALTH OFICEOrk CALVERT
COUNTY, MARYLAND AI.K DEPARTMENT, O BHAF OF
NATIONAL ASSO CIATION OF COUNTY HEALTH OFFICIAL

Dr. GEimuo. Mr. Chairman, thank you for including our statement
in the record. We compliment the subcommittee on this oversight
hearing as a contribution to the progress of this'pror4im. lu the
interest of time I would just like to make two points. . -

As we indicated to the subcommittee on March 31, .the American
Hospital Association, and the hospitals in this country, strongly sup-
port this major inoculation effort and we; feel it is fundamental that
government at all 'levels, private groups, and 'the general -public
mus4. U contribute in. Qrder to make it a success.

However, in the p ast weeks, some institutions have ,be'a advised
informally, primarily by insurance underwriters, that malpractice
insurance premiums will be increased i a public inoculati n clinic
is iet up in a hospital, or in some circumstances if the hospital en-
courages its house staff and other medical personnel to participate
in the program outside of the hospital. The premiums charged for
mal'actice coverage would be at a rate conIistent with what the
hos ital is paying for one regul* outpatient visit.

lou have heard a physician iden tiv a basic underwriting company
in California whose nominal charge for an outpatient visit is $1.76.
The company would charge the same insurance premium for each per-
son receiving the swine flu inoculation 'in a client hospital. Although
we don't have hard data across the country, we do know for example
that an outpatient visit in Wahington, IC., runs about $1.02 in
insurance premiumsIor the hospital.

We have made inquiry to some of the largest malpractice carriers.
I only have informal responses, but the comments so far pardlel theactual experietioe. I have nothing in writing ,et and will be glad to
provide it to the subcommittee when we obtain it.
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This is not a question of income for hospitals. We pointed out at
the March hearing that there would be incidental expenses for medical
supplies and items that we saw as significant but not insurmountable
out-of-pocket costs for hospitals. But it must be recognized that the
emerging malpractice 'issue is one that hospitals are going to have
trouble handling on their own.

I have appended to nY iiiony two bills now in the California
and Pennsylvania legislatures on the malpractice issue. I am advised
there is other legislation addressing this question on a State level and.
I would request the committee give attention to proposals to resolve
the matter. The circumstances .n California, P think, summarize
rather well the concerns that are beginning to be felt.

It is obvious that with the limited ime permitted for this massive
campaign, it is not going to be possible for aU states to devise uniform
malpractice protection for those who are volunteering for the program.
We hope the subcommittee would consider this time problem and we
would be most willing to follow up on the information we have gained
and provide you with any assistance we might give you.

I thank you for the opportunity of appearing.
[Dr. Gehrig's prepared statement and attachments follow:]

STATEMENT o LEO J. GEHRIo, M.D., SENOR VICE PRESIDENT, ThE AMERICAN
HOSPITAL ASSOCIATION

Mr. Chairman, I am Leo J. Gehrig, M.D., Senior Vice President of the American
Hospital Association. Our Association represents some 7,000 health care insti-
tutions (including most of the hospitals of the country; extended and long-term
care institutions; mental health faciltie4; and hospital schools of nursing) and
over 20,000 personal members. We welcome the opportunity to participate in
this hearing on the nationwide swine influenza immunization program.

As we indicated to the Committee on March 31, 1976, when you initially
considered this program, the American Hospital Association strongly supports
this cooperative program. Such a mlveeffort-can only be accomplished success-
fully with the full and active participation of the Federal, state and local govern-
ments, all health care provider*,- the -general public, and the many important
voluntary groups across the nation.

The American Hospital Association has encouraged its member hospitals to
work with state and local health departments, medical societies and community
agencies to identify the ways in which hospitals can participate in the swine flu
immunization program. Many state hospital association executives have already
met with their health department personnel dealing with this program and some
twelve state hospital association executives are serving on committees to plan-
coordinated statewide programs. AHA and state hospital associations have en-
couraged hospitals in their states to provide such assistance in the planning and
Implementation as is appropriate to local governmental programs in this campaign.

We recognize that hospitals, amo,g other institutions, including public health
centers, schools and state and local governmental facilities may serve as sites at
which the innoculations will be administered, and health personnel will be needed
to volunteer their help.

During the past few weeks, however, as specific planm for the immunization
program have begun to materialize, a serious problem has come to the fore with
respect to the professional liability of hospitals and other health care providers.
I wish to briefly sketch this issue for the Conunittee.

Hospitals, which have been asked to provide mass immunization clinics within
their facilities, have been advised by their malpractice insurance carriers that if
they are to be Insured against liability, as they are for all other immunizations
and other ambulatory services there Will be an increase in their insurance pre-
mium. The charge made for liability coverage for each person given swine flu
vaccine in such a clinic will be the same as the charge madefor liability coverage
of an outpaitent visit. This charge varies across the country; for example, in
California It is $1.76 per persotr, and in the -District of Columbia at one hospital
It is $1.02.

76-211 0 * 16 -,I
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Major insurers have verbally advised hospitals that the charge for liability
coverage would on the average be $1.50 per person receiving the vaccine. It is
our understanding that similar liability coverage problems face physicians and
other health professional who volunteer their services in the campaign.

As we indicated earlier to this Committee, hospitals wish to cooperate fully.
In this all-volunteer campaign, reimbursement to hospitals for necessary expenses
related to minor medical supplies for the administration of the governmentally-
furnished vaccine posed a much lesser problem. However, the issue of the cost of
liability coverage in communitywide programs is not inconsequential. We have
indications that because preventive services are not usually covered under Medi-
care, this probably will not be recognized as a reimbursable cost by that program.
Similarly we have no evidence that the Medicaid program nationally has dealt
with it. Yet this vaccination must be available to every person in the country,
and certainly despite all voluntary effort; the liability problem poses costs that
must be met. Voluntary hospitals have no reasonable way to defray them except
through cost remibutsement or legislative action which addresses this Issue.

It is my understanding that some State leilatures are considering bills in this
area; however, it is unreasonable to expect ch action could be accomplished
across the country in the limited time available. For your information, I have
appended to 'my statement proposals which are before State legislatures in Cali-
fornia and Pennsylvania. It is our sincere request that this committee consider
this issue and assist us in resolving it.

SUMMARY

The American Hospital Association will continue to wori with hospitals in
support of this vital effort to immunize every person in the United States. I am
confident that hospitals will join with other cormity groups to participate to
the greatest possible extent in the development and implementation of this
program. We hope the committee can assist us in resolving the liability issue so
that this is not an obstacle to the broad asisstance these institutions can provide.

Mr. Chairman, I appreciate the opportunity to have made these comments to
you today and will respond to any questions you may have.
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PRIOR PRIV. Ps 91 31(.7 Printer's No. 3268
THE GENERAL ASSMLY OF PENNSYLVANIA

0

HOUSE BILL
M , A Session of2354 0,97

INTPODUCE'D DV Dl eARLO AND LINCOLN, MAY 11, 1976

AS REPORTED FROM COrINTTt ON JUDICIARY, HOUSE OF
REPRESENTATIVES, AS AMLDEDD, MAY 25, 1976

AN AC?

I Amending the act of September 19, 1976 (P.L.66t6 No.210),
2 entitled "An act ex4mptinq physicians and nurses from certain
3 liability when participating in a mass immunixation project
4 approved by the Pennsylvania Department of Health," extending
5 the provisions of the act to certain SOCIETIES, facilities, --
6 agencies and clinics.

7 The General Assembly of the Commonwealth of Pennsylvania

* hereby enacts as follow:

9 Section 1. The title ahd sections 1 and 2, act of September

10 19, 1974 (P.L.646, Wo.210), entitled OAn act exempting

11 physicians dnd nurses from certain liability when participating

12 in a mass immunization project approved by the Pennsylvania

13 Department of dveaLtb" are tmendid to read:

14 AN ACT

IS tempting physicians an4 nurses, I l.£2 21._£hL <'

17 frog

IG certain -liability when participating in a sees immunization

19 project approved by the Pennsylvania Department of healt.h.

20 Section 1. hesover the Secretary of Health* or a physician
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1 duty itcoased Is the Coesonvealth 4signated by bim. shall

2 approve is writiag, a sass lmmsisatiom project to be

Sadmalasterod is any part of the Coasovealth is coopecatiom with

4 as official (or volutary) medical or health agency, ay

S physicim who does sot receive tesuexrstio for his services in

6 the project, ad amy registered auras or liceased practtal

7- saure Who shall participate in mua% project and eWshall be

I licemmed to practice in the Cosmoavealth of Pennsylvamia an z
9 UI..Ct U. L&2h1ShL 12 S;t. I U~o..as4 L.aL.nh <--

- 0 t* asilikz, nSSM o La I s A OVED 31 INS DEPART319T 07 (a

11 shall enot be liable to amy person for illness, Cractios,

13 or adverse effect ariimg from or out of the U of ay dreg or

13 vaccime Is sich project by such physiciam or such surse. Neither

1S the Secretary of neatt mot him desiqmat* asliapprovo any such

iS project salads he fisda that the project conforms to good

16 medical and public health practice.

17 Section 2. Uptblag is this act shall exempt from liability

I0 for gross negligesce smy phlsiclam or registereJ auras or

19 licesed practical mure or ao STAT. COUNT 03 LOCAL UKOICAL (00

20 AWI LSA medical or health Lacility. asesmv, or clinio

21 participating is &ay mass iasumizat.om project nor shall the

32 proviaiossof this act exempt amy dreg masufactcer from amy

23 liabilLty for amy drug or vaccine used is suek project.

23 Softies 2. this act shall take effect immediately.

a10L3211/19 76k2 3553 260 - -



125
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Mr. RoGERS. Thank you very much, Doctor.
Dr. Coates?

STATEMENT OF EDWARD COATES, M.D.

Dr. COATES. Yes, Mr. Chairman. It is a pleasure to be here on behalf
of our commissioner of health, Dr. Whalen of New York State. I am
the firsf deputy commissioner.

I am not going to read the statement in the entirety because I under-
stand it will be entered in the record.

But I would like to make a couple of comments about our experience
in New York State with malpractice and this immunity question.

We have been studying claims over the last 6 months because they
are now recorded through our insurance department and the risk of
claims arising out of minor events such as emotional reaction, lacera-
tions, contusions, rashes, infections, appears to be about 25 claims per
100,000 patient-provider encounters.

In summary, we can estimate in New York State, which has a
population of 18 million people, if we assume we are going to give
10 million shots of flu vaccine, that we can get approximately 2,500
claims. Using certain insurance principles, which may or may not be
sound, this would indicate that we would require a minimum, reserve
fund of approximately $10 million.

In New York State you do have a unique situation where the units
of local government, volunteer groups and some individuals volun-
teering for this work have been granted immunity from suit given
by the State of New York. The Gtate is authorized to provide attorneys
and to settle claims for individuals throughout the State at State cost.

We als6 calculate that above and beyond the Federal Govern-
ment's contribution to this work that we are putting in approximately
$5 million above and beyond the $1.1 million awarded to New York
State and the $900,000 awarded to the city of New York.

We ask that you also consider indemninifying the nonprofit, volunteer
corporations and other private corporations that come forward to -
volunteer their help to the campaign.

Thank you, Mr. Chairman.
[Dr. Coates' prepared statement follows:)

STATr&MENT OF EDWARD COATES, M.D., FIRST DEPUTY COMMISSIONER OF HEALTH,
NEw YORK STATE DEPARTMENT OF HEALTH, ON BEHALF OF ASSOCIATION
OF STATE AND TERRITORIAL HEALTH OFFicJALS

I am Dr. Edward Coates, First Deputy Commissioner of Health for the State
of New York. ,

The National Influenza immunization program presents many bperatlonal chal-
lenges, one of which Is provision for the handling of any, liability arising out of
claims by persons who may be injured as a result of immunization or other aspects
of participation.

We have supported this National effort in spite if the acknowledged and sub-
stantial differences of opinion expressed by expert, knowledgeable epidemiologists.
Individuals with National and International reputations have raised serious
questions as to how, when or whether th program should be conducted. We have
come down on the side of support. However, the existence of this difference In
respected opinions coupled with a society tending toward litigation in matters
involving the delivery of health care throys up a warning-we can experience
resultant litigation when even minor injuries occur. We are experiencing a National
crisis in medical malpractice. Nowhere has this problem been more severe than in
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New York State. And nowhere has more attention and study been applied to the
problem.

Governor Carey appointed an expert and knowledgeable Commission under
the chairmanship of Doctor McGill, the President of Columbia University, to
study the malpractice problem. A major findings by the McGill Commission
is that "the number of malpractice claims against physicians and hospitals con-
tinues to rise without any necessary relationships to negligent medical care... our
best hospitals and specialists are frequently sued."

The Commission also found that there is a "thlpket" of legal theories under
which a provider of health services might be sued. Tort liability, breaches of
implied warranty, failure to obtain informed consent, and other theories such as
breach of contract are available. Ignoring these theories and getting to the heart
of the matter, the McGill Commission was forced to conclude that the public
expects compensation for adverse medical outcomes whether caused by negligence
or not. And we can expect adverse outcomes from this program of massive immuni-
zations. I am not questioning the cost/benefit trade-off, but I am saying that
a neglected cost of the program is the liability which arises as a result of
immunizations.

I am also concerned about the rights of minors in view of the cautious approach
taken by the American Academy of Pediatrics. They are debating endorsement of
the administration of the vaccines to young children because we anticipate that
reactions in children will run higher than for older persons. Reactions in children
will produce a "long tail" on the claims-making. We are still experiencing new
claims for old injuries as a result of oxygen-induced blindness in babies treated
over 20 years ago. .

The problem of liability is real. In the New York Times, June 16, Doctor Cooper
has acknowledged that there is a liability exposure in this program for manu-
facturers of the vaccine. I understand that Doctor Cooper is recommending a
program of Federal indemnification to cover vaccine manufacturer losses arising
out of lawsuits not attributable to the manufacturers' actual negligence. I wish
to comment on this development. Fortunately, Governor Carey had the foresight
to sponsor legislation in our State which mandated mapriactice carriers to
report to our department so that we could study the conditions and circumstances
leading to malpractice claims on a prospective basis. Our studies are not comple'
but I can advise you now that we have a good estimate of the liability exposur,
a health care jOrovider has for even minor injuries such as those which will ie
in this program. The risk for claims arising out of minor events such as emoti .
reactions, lacerations, contusions rashes, and infections is 25 claims per 100,000
patient-provider encounters. Without burdening you with a mass of calculations
and figures I can tell you that for a program of mass immunization of unprecedented
scale, targeting at 18,000,000 people in New York State and with only 10,000,000
participants expected, our data shows that our people must be prepared to fund
and defend malpractice actions and liability claims of the order of magnitude of
2,500 claims. We have also learned through our studies that prudent underwriters
generally set up a-reserve of at least $4,000 for each such minor claim filed. A
minimum $10,000,000 reserve is required.

This liability problem was anticipated by units of local government in New York
State when I suggested we participate as a local-state government team. Besides
these units of local government, volunteer groups, school districts, volunteer
rescue squads, emergency medical care technicians, and public-spirited health
professionals were also asked to volunteer their services. They asked for individual
protection against liability, and as a state we gave it to them. Early in our planning
they sought our assurances. Accordingly, we have extended to them the protections
of the New York State Public Health Law Section 14-a. The State is authorized
to Provide attorneys and pay attorney fees and expenses in the defense of any
clani brought against authorized participants in this health volunteer program
operated by our department. We have extended, at a state cost, protection to
authorized participants in the health volunteer program, but we have not protected
the volunteer, non-profit and public spirited corporations and organizations to
which these volunteers belong.

Protection also needs to be extended to school districts and other governmental
and private corporations which volunteer to participte in the program. We can't
meet this problem.

It seems therefore that if the Congrss is considering legislation to indemnify
the companies manufacturing the vaccine this protection should be extended
to the public and private corporations, school districts, ambulance, and rescue
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squadw, volunteer fire companies and other corporations which participate with-
m,,it prospect of profit- -oinly the prospect of loss.

Such a prol)osal to cover publicc liability is not unprecedented. For example,
the Price-Anderson Act (P. L. 88-703) was ,n'acted following a refusal of insurance
companies to underwrite nuclear reactor accidents. The insurance companies
politely but firmly declined to insure reactors for anything like the full amount of
the risk. They apparently feel the same way about flu vaccine. It is not my inten-tion to compare the national flu vaccine program to a nuclear reactor accident.
Critics of the "Price-Anderson Act" said that there was a question of public
policy as to whether or not a nuclear reactor risk should be permitted, not should
the government underwrite the risk, Hlowever, arguments lodged against the Price-
Anderson Act are not applicable to the flu vaccine program. The Flu program
benefits outweigh the risks. Our argument is that the Federal government has an
obligation to underwrite the immunization risks and hold harmless all of the units
of government, state and local, and corporate volunteers who participate in this
program Nie are already handicapped by the fact that we have a Federal support
short-fall of about, five million dollars to meet our costs of handling, distribution
and administration of the vaccine. We have absorbed that cost, let's not add to
the burden. It is my recommendation that any legislation which extends "hold
harmless" protection to profit-making drug companies should include equal
protection for the state and local governments, school districts, volunteer corpora-
tionrs, and private corporations. Ordinary principles of equity should dictate that
we give priority to volunteer corporations, which already bear costs, over drug
companies %which stand to profit from production of the vaccine.

Mr. RoGERs. Thank you so much for your testimony.
Dr. Randall?

STATEMENT OF ALBERT G. RANDALL, N.D., ?i.P.H.

Dr. RANDALL1 . Yes, Mr. Chairman. On behalf of the U.S. Con-
ference of City I[enilth Officers I appeared before this committee
before. I express my appreciation for vour hell) in trying tr, restore
;oii e of the htinds back into the program)

As I lIn(it, Srtund it, we are here to talk about health depaixtfr-t-
liability, and I will stick to that, as well as rp on(ing to questions.
'r'le problem is one of coverage for volunteers or lii-bility.

'llw. citv of Ioustoni JIms a direct grant imniunization program.
Tll, ,lppli- to or (eitv health (lepartmlent, utilizing our staff. Our
lhsic.inns ,itre pretty w;ell covered through either physiciuu'o liability
or what the city wll have to handle. The )roblern facing us is with
volunteers. What is a volunteer physician' Vhat i a volmteer?
We plan on having our campaign in shojppig centers where wo

cain get Itirge crowds on weekends. We bl ve iad large programs with
Children. But I think what has I)een expressed here today, tle change
in climate being such that our volunteer physicians tare informed
that their liability risk does not cover them. It, would cover them in
an emergeuicy room. It would cover them in the health departmentt.
But in i volunteer program like this it does not. It is going to pose a
problems to us in trying to reatch the large nutmbers who will participate
in this yu;t, program.

Mr. RoqEIms. Thank you so much. That is a problem we will have
to deal with.

Dr. Rogers?

STATEMENT OF DAVID ROGERS, M.D.

l)r. DAvID ROGERS. Yes, sir. My hamne is J1r. ')avid Rogers. I
am speaking on behalf of the National Assiociation of (3munty Health
official . I am a health officer in a county in Maryland and I can

CORY AVAAN
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speak to those problems as well. I am also a deputy State health
officer, in Maryland.

I want to report that as recently as yesterday the health officers
section of the National Association of Counties adopted a resolution
which has the following points: First, that there is a commitment to
] roceed with all possible speed toward the implementation of a swine

u vaccination program.
No. 2: There is a desire that the counties, local health departments

and State health departments, receive full reimbursements for their
costs in administering this program.

No. 3: The cost of indemnification should be considered as a legiti-
mate cost of this program and that should also be borne by the
Federal Government.

Most of what could be said concerning this problem of liability
insurance ha§ been said. I would like tu, ,nike one or two comments
concerning informed consent. Informed consent is an essential feature
of this whole problem.

In Maryland we have reviewed the consent form that has been
developed by CDC. The office of our attorney general, asI understand
it, finds serious deficiencies.

I think the question of what constitutes informed consent is a very
serious question. The guidelines so far put out by CDC seem to be
more in the nature of a piece of promotional literature rather than a
statement of fact.

In fact one may argue that if you really begin to present all the
known facts as a basis of informed consent, the recipient is simply
not equipped by reason of his training and knowledge to make an
informed consent.

One is left'with the proposition that perhaps informed consent is
nothing more than a charade. If that is the case, it seems to me that
the Government, which has taken upon itself the responsibility for
saying that this is a necessary program and has-mandated its imple-
mentation throughout State health departments and county health
departments, thereupon also has a responsibility to see to it that not
only those who administer the vaccine but those who receive it are
protected against damages.

Mr. ROGERS. What kind of damages? Telling someone he may get
a sore arm is what you do in a normal vaccination program-isn't it?
How do you conduct your normal vaccination programs?

Dr. DAVID ROGERS. We give as much information as we possibly
can.

Mr. ROGERS. You inform the patient?
Dr. DAVID ROGERS. Yes. But I think we are dealing here with

two things that are different from what has been goin on in the past.
Mr. ROGERS. I am flot sure I understand how al this difference

occurs. You either tell them what you know is going to happen or you
don't, right? Where is all the difference?

Dr. DAVID ROGERS. The difference is, No. 1, the scope of the pro-
gram, which involves many, many times the number we have dealt
with in the past.

Mr. ROGERS. I assume you would handle each person the same as
far as giving information goes.

Dr. DAVID AOGERS. The judge in the Reje8 case made.^ comment
which has stuck in my mind. He referred to what goes on in a public
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health department in an immunization program as "assembly-line
medicine." I had a very bad reaction w that putdown when I first
read it.

Mr. ROGERS. Of course. That was a live vaccine too.
Dr. DAVID ROGERS. Yes, sir. Upon consideration, I think the judge

has a valid point. There is not the o opportunity to exercise medical
judgment in relation to each individual who receives the vaccine in a
public health mass immunization program. The responsibility for
taking the vaccine rests with the individual recipient. That is why you
have the necessity for informed consent. To the extent that informed
comet is not valid, then the whole thing falls apart.

Mr. ROGERS. Is informed consent ever valid?
Dr. DAVID RoGERs. I seriously question whether it is ever valid.
Mr. ROOERS. I don't know where that leaves us. I think most

p e can understand that it may make their arm sore, that they may
have some fever, that if they are allergic to eggs, they are not to take
it.

Dr. DAVID ROGPRS. Informed consent as I understand it is a
weighing of the relative risks against the benefits. One must have some
understanding of what the benefit is and what the risks are. This gets
us into probabilities.

Mr. OGERS. You know yo, t can't get influenza from it because it
is killed. It is not alive.

Dr. DAVID ROGERS. When you have authorities like Dr. Sabin and
Dr. Salk who disagree on whether there should or should not be a
mason immunization campaign, for a citizen to exercise informed con-
sent against that background leaves me with a very serious question
as to its validity.

May I address another question?
Mr. ROGERS. Certainly.
Dr. DAVID ROGERS. In Maryland the various local programs for

administration of vaccine have determined that the Federal grant,
which in Maryland will amount to roughly $450,000, will serve
4 million individuals and will probably cover approximately one-
fourth of the total for administration of this program. That includes
the maximum use of volunteers wherever volunteer help is
appropriate.

Mr. ROGERS. DO the ret of you think the funds simply aren't
sufficient for State and local health departments?

Dr. DAVID ROGERS. Yes.
Dr. COATES. In the State of New York there is an in-kind contri-

bution Of $5 million above and beyond the Federal dollars.
Dr. RANDALL. We didn't put a dollar figure on it, Mr. Chairman.

But I think that our experience would run similar to that. The other
problem about volunteers is a whole new aspect of it.

Mr. ROGERS. Is there a possibility that States and localities will
not participate without insurance coverage?

Dr. GEHi.o. May I take a crack at that? There are going to be
some areas where the hospital can ill afford to take that responsibilityy
%.ithout coverage if it has a large clinic. To the extent this problem
interferes, it can in fact tie the hands of people engaged in the cam-
paign. I wouldn't think we would advise someone to "go bare" in
this situation.
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Dr. RANDALL. I jlst, want to ealorate a little bit ol a similar
situation that we see facing us. 'The Baylor ('ollege of :Medicine, which
has an agreement with tie county health departmentt to provide care
had a reel with the hospital districtt to partieil)tto with the State-
provi(e(l assistant to their facilities.

They are right now in the 1)ositioul of trying to get their professional
liab)ility for their intern and resident stall', which has gone u1) this
year from around 250,000 through the joint underwriters' pool it is u)
around 2.7 million. I think the hospital district has l)articil)ated so
that their's comes out to 1.4 of that. So there are some problems in this.
WV'hether it vill affect our program or not, we have not liad a chance to
get t)ack with them since this all occurre(l. I would just I)ring that up
Its :(l(litiolal information.

.%1r. Roop:Ris. Ally figures any of you might, want to give us would
be helpful.

Should we indemnify health departments for liability where ieg-
ligence Oil the art of tihe health department is involved?

Dr. )AVID R o(itrs. I think what would be .atisfactory would be
indemnification exchisive of negligence.

.Ir, Rot;Ermos. Exclusive of negligence.
Dr. DAVID RoGERs. I would like to add too that in Maryland of

some 24 counties at)proxinately. only one-third of those carry any
liability insurance whatsoever and the State has not seen fit to provide
liability insurance for thoso (lep)artnents.

There is a serious question on the part, of those health (lepartments
that are not. now covered whether they can proceed with this program.
We are somewhat on the horns of a dilemnaiu. On the one hand it is
mandated. We feel it, is a responsibility. On the other hand our per-
sonal savings and so forth are at, the stake.

Mr. Roo-.iws. Ihtank ,on very m,,ch, Dr. Rogers, Dr. Coats, l)r.
Randall, and Dr. Gehrig. We appreciate your presence.

Ihe next witnesses will be from the Public Citizens Health Research
Group, I)r. Sidney Wolfe, who iS director; and Anita Johnson.

We welcome you and thank you for your patience. 1 see I do have a
vote. Shall 1 make it? I have got about 6 minutes. Do you want to
start and then break it? I vill come back.

STATEMENT OF SIDNEY WOLFE, M.D., DIRECTOR; AND ANITA
JOHNSON, PUBLIC CITIZEN'S HEALTH RESEARCH GROUP

Dr. WOLFE. Why don't we get started?
Mr. RoGEsm. Fine. We welcome you, amI your statement will

be made a part of the record in full [see p. 1401. You may proceed as
you desire.

Dr. WOLFE. Although the bill that has beeii proposed considers
whether the drug industry and, as we have just heard, time public
health departments should be indemnified for giving'the flu vaccine,
you, Mr. Chairman, have raised the larger question of the whole
program and 1 believe that the two are very much related.

During the course of the day people have said, "What is so different
about ths as opposed to other programs?" I would like to mention
some differences that wc have found to exist.
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A summary of our present basis for opposition to the swine flu
program includes the -following:

(1) Despite an unprecedented degree of surveillance, there has not
been one case of swine flu anywhere in the world since mid-February,
when the last case at Fort Dix was documented. During the same
interval as proof that the flu season was not over, there were thousands
of cases of other kinds of fluincludin many cases of death.

(2) According to British flu expert Dr. David Tyrell, with whom I
spoke several weeks ago, no pandemic of flu has ever occurred without
being preceded by at least several local outbreaks in various parts of
the world. The fluke known as Fort Dix is only one isolated instance.

This has very much to do with the misleading statements.Dr.
Cooper gave this morning. Dr. Cooper said that there has been no
instance in which after a major antigenic shift in flu virus there has
not been a pandemic. What he forgot to say is that in addition to a
major antigenic shift there have also been at least several outbreaks
preceding every pandemic.

This is not what has occurred in the case of swine flu, and this is
what has led many people to think it was just a fluke and that there
is not going to be any pandemic.

Onehas to wonder why every single country in the world other than
the United States-countries in which there is no more, no less
probability of a pandemic because pandemics don't seem to know
international boundaries any more-why no other country has gone
beyond what I believe would be a justified program for immuniza-tion for high risks. Is every other country in the world wrong and we
are the only one that is right? I don't believe that is the case.

Mr. RoGERS. Some suggest that the reason they don't is because
they don't have the capacity. I don't know.

Dr. WOLFE. That has been stated as a reason in some countries.
In other countries that do have the capacity have stated that they
are not going to mass immunize. But one would question, in the wake
of the many foulups with respect to the swine flu program in this
country whether we really have the capacity.

(3) Unless, despite the above, the swine flu epidemic/pandemic
strikes the United States this winter, the whole country will have to
be reimmunized again next year. According to statements made,
which are on the record in the meetings last week, the June 21-22
flu vaccine briefings, there is no evidence that the immune response
to flu vaccines provides protection for more than 6 to 8 months.

Again, the statement made on that point by Dr. Sencer this morning
is very misleading. He said some fraction of the population might
be protected for as long as"-_yearor 3 years. But that is a small
enough fraction that we really would have to seriously consider re-
immunizing the whole population next year and reindemnifying the
drug industry.,

(4) Flu vaccines in general and the swine flu vaccine in particular-
as evidenced fromdata derived from the recent human swine flu
tests-are not very effective in even causing a rise in antibodies,
except, in this case, for those over 30, let alone protecting people
from flu. The overall track record on flu vaccines doesn t really
indicate a good measure of protection.
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Mr. RooRS. Might I interrupt?
Dr. WOLFE. Yes.
Mr. Rooxrw. I will go to vote and be right back.
The committee stands in recess for 10 minutes.
I am sorry to interrupt.
[ Brief recess]

r. RooEs. The subcommittee will continue, please, with the
testimony of Dr. Wolfe. You may proceed.

Dr. WOLFE. One last point as far as the basis for our opposition
to any program other than immunizing high-risk individuals has to
do with the way in which this 1918 pandemic is used very much
intentionally by those pushing the program in HEW, the drug
industry, CDC, to scare people.I quote from a meetin on March 25,
1976, a combined meeting involving CDC, NIH and FDA officials
and drug industry officials in which a medical school professor, Dr.
William Jordan of the University of Kentucky states, quote, "Here
is the threat, we held up the horror of 1918 to get 100 and somne-odd-
million taxpayers' dollars to do this."

Certainly the evidence not only suggests that this is not as serious
as 1918. There are many people who doubt that that small number
of cases at Fort Dix are as serious as A/Victoria, which was the
epidemic strain of flu this last winter and is likely to be thi epidemic
next winter.

Without any advertising costs or promotional expenses or, as we
heard this morning, distribution cost, a guaranteed market of more
than 200 million prescriptions, total profit in the millions, although we
haven't heard any figures from the drug industry as to how much
profit they are going to make and I would be intrested in seeing
these and, to top it all off, almost all legal losses covered by the
Government.

Although this sounds too good, for the manufacturers, to be true, it
accurately describes the high-enefitlow risk ratio the swine flu pro-
gram presents for the industry.

As optimal as the high-benefit/low-risk ratio is for the industry-or
would be unless the indemnification bill or insurance bill, as it more
properly might be called, is stopped, it is quite the reverse for the
public.

Consider some of the results of the recent swine flu tests: Dr.
Sabin this morning spoke of the 3-to-6 and 6-to-1 1 groups separately.
I have combined them because in speaking to one of the research doc-
tors who conducted these studies on children in Nebraska, he said
that the differences between the two, groups for 3 to 6 and 6 to 11,
are not significant enough so that one could group them together.

The vaccine caused a fever of over 100 degree in about 10 percent
of children aged 3 to ll with fevers as high as 103 degrees, 104 degrees
and higher in a small proportion. Specifically 6 percent of the children
in this age group immunized with the' iMerke Sharpe & Dohme
vaccine developed a temperature of 103 to 104 ana 13% percent of those
getting the Merrill National vaccine got a temperature of 104 and
h ighe r.

.The reason this is important is that particularly as one gets down to
children in the younger ages they do have a risk of febrile convulsions
or those convulsions that are caused by high fever and there can be
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damage associated with them. Applied as Dr. Sabiu did, to a popula-
tion base of millions of people, one might expect in these children to
get a very large number, in the thousands of cases of very, very high
fever.

Those are the risks. But on the other hand the benefits show that
only one-third of 3-to-i 1-year-old children had a significant rise in
antibodies.

Although the Government is delaying flu vaccine for those under 24
years of age according to the pediatrician I spoke to, Dr. Steven
Lerman of the University of Nebraska, he said they will probably
end up immunizing children quote "after things get worked out." So
in terms of the reinsurance or indemnification program, we have an
indeterminate risk associated with whatever way these children get
immunized. We are told they won't get immunized now but they will
likely get immunized later. Yet it is impossible for me to see how this
program is goingto go on for children with any benefit without incur-
ring a very high degree of risk. Further, I would add that many
instances of high fever have been seen in previous immunization pro-
grains for children of that age group.

Second, about 85 percent of the U.S. population under 50 years of
age do not have preexisting levels of swine-like antibodies in their
blood and about one out of eight of such people will get a systemic
reaction, usually mild, to swine flu vaccine, but 25 to 35 percent of
these people will not have a significant rise in antibodies after
vaccination.

I choose to divide these people in terms of whether they have pre-
existing antibodies or not. It is possible for people to be above 30, the
so-called cutoff point, -yet not have any antibodies and therefore be
in a group that will not get a good response to the vaccine.

In short, the major disease in the United States this year related to
Fort Dix will not be swine flu but, rather, swine flu vaccine disease.
Although mild in many, it will result in high fevers in thousands with
possible fever convulsions in very young children if they are vac-
cinated. In addition, there is the possibility of disease caused by con-
taminants in the vaccine, whether present as a result of negligence or
not.

In conclusion, I would like to give my answer to the question that
you have been putting all day, Mr. Rogers, what is the difference be-
tween this and other immunizations campaigns in terms of the drug
industry, in terms of the physicians who just testified?

I would agree that there are two differences: One, the scope of the
program. The scope, in that it seeks to immunize people other than
those who are high risk, includes a group of people for whom the
benefits are really very small compared with the risk, a group that no
other country in the world is considering immuniz gr.

Secondly, the other difference between this another programs,
very much related, is that for all these people, other than the hig1h
risk, when one considers the fact that there is no flu around at all
that there has never been a major outbreak of flu without several
prior outbreaks--not just one, as at Fort Dix- the benefit may be
approaching zero. So that for all but tho high-risk population the
tendency to bring suit may be enhanced by the fact tht people are
getting no benefit out of it and suffering various kinds of risk.
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It is not unlike the increasing number of suits being brought by
people who were injured as a result of operations which were found to

unnecessary.
Other things being equal, if two people have the same injury-

after an operation and in one case the operation was a necessary one
and in the other case it was unnecessary, the one for whom the opera-
tion was unnecessary, when the patient finds out that it was unneces-
sary, is more likely to site.

I wollld argue that for all but the high-risk people in the United,
States, the massive swine Ilu immunization program is an unnecessaryoperation.

Ms. JomsoN,%-. Under the actual language of the bill the only
obligation the dfrug industry has to meet contract specifications for
manufacturing and handling.

I)r. (o pet said this morning that it would be irresponsible to
support a P)ill which supports someone else's negligence. Phe actual
words lroposel by HEV do support someone else's negligence.

A manufacturer" woild be indemnified even if his vaccine was
defective in deOsign. My writn testimony cites a legal opinion in-
voiving the vaccine Quadrigen, a combination dead virus vaccine
which permanently brain damaged a child by inducing a 108 0

tem perati r,.
TIe court ruled that the company was negligent in failing to warn

tie doctor that the risk from Quadrigen was not present if the child
was immunizeol with separate vaccines rather than the combination
l)rodllct.

Parke-Davis negligently designed Quadrigen by using a certain
preservative which strongly enhanced the toxicity of the whooping
c,,1igh vaccine ini the (In g.

If something like that had happened with this bill in effect; that is,
the inamfatctiirer addled an untested preservative, it would be the
GFovernment that would pay the bills, not the manufacturer.

Secondly, a manufacturer under this bill wohill he indemnified
even if he failed to warni of known dangers. There are a long line of
Vases which say that the manufacturer must inform the physician
of known rangerss of the l)roduct. In recent years, the courts have
expanded that ruling-in mass immunization programs to include
comnmlnicatinlg directly with consumers.

This is what the Reyes case is about. 'riTe ,:hild was permanently
paralyzed from the waist (town after she took the oral, live polio
vaccine. 'ie parents were not told that the child had the option of
taking a dead polio virus by injection, which did not involve the risk
of contracting polio.

The court said that consumers have a right "scarcely less urgent
than the need for mass immunization from diseases." That was the
right of tie individual to choose anti control what risk he will take,
in the absence of an individualized medical judgment by a physician
familiar with his needs and susceptibilities.

The Davis case articulated how a drug manufacturer could'live
up to this obligation--by "advertisements, posters, releases tb be
read and signed by recipients of the vaccine, or oral warnings."

Third, a man ufacturer may, under the actual language proposed
by HEW, be indemnified by the taxpayers if he negligently manu-
factured or handled a vaccine in a manner not addressed by contract
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specifications. Ai ,exaimple wolldI be a vaccine infiltrated by a toxic
pesticide use! iii the plant.

We could have a r,tIiLtion where three companies were producing
vaccines free of adver.-, effect., anid i fourth company was producing
a vaccine with '-wriolls or Inore serioits side effects. Un(ler thist language
the fourth- company would have its bills, paid for by the Federal
(-overllne t.

TLraditionall y, jp-r'oIlt injury law i)revent,-; unfair injury by creat-
ing a fllani'al inc('ltive oin the part of the manufacturer tW meet
hligh stallairs of conduct. Tihe manufacturer is in tlihe best l)osition
to prevent flit ure injury, by testing the vaccile for safety and efficacy,
by evaluating the Iwefit/rik ratio of the (Irtig for various types of
Co1sufners, by collecting information on side effects and notifying
liser. 1lA bill (Iestroys tile i.entive to prevent future injury, since
10n matter wlat the manufacturers do or don't do, the Government
will foot the bill.

The (1 tig iIn(lustrv l-oihld t& t the vaccine according to the highest
scientific staui(Ir.k. If a manufacturer believes that the vaccine does
not neet acceptable stantlarls of safety and efficacy, he should not
be selling it. A manufacturer sho ld warn physicians ilnid consumers
of known risks which may play a role in an individual judgment to
use tie va.cile. We oppose "ievullntarw" ilmcilation ; that is, inocu-
lation given without truly informed Iconsent. 'I'ie industry should
take the highest. care in every aspect of ii afact,,ring and handihmg.

In the past, tle courts have not (leemed "te Government says
it, is OK" an adequate defense to selling a dangerous dmg. In part,
this is hecaUsV Oe C-01rLs recognize that. the Government does not
alwa 's set very high standards, frequently because tihe Goventment
is untlder intei, pre-,stire from the mnanufacturer not to set high stand-
akrds. i the Gr(; 'fin case, the )ivision of Biologic Standards approved
for marketing a lot of Plixer polio vaccine which iiidiued in the
plaintiff polio tinl p)ernianent paralysis from the neck down. DBS
ai) roved this lot, even though it knew that the particular lot, had
induced sigiiicitntly-more damage to the central nervous systems of
Monkey., in stanlardized tests than other lot.S (lid. Pfizer settled this
case. Would this committee want to say that Pfizer was not liable
because )I1S approved the batch? Is whatever private industry does
OK if the Govetnment lets it? Once at(loptvd, this attitude would not
only significaitl, lower marketplace safety but discourage individual
at Icorporate responsibility anld initiative.

What we fear is that with Government bearing all the losses, indus-
try, like most human beings, would say, "I will shrug m , shoulders.
It is not m11 problem."

Thle Merril testimony was particularly striking this morning. The
case was stated that tlieY should be indeninified because they are
merely puppets of the Giovenmeient in this program. This argument
is inconsistent with their testimony on other bills--where they plea
for fully inde .riflent decisions-and it Ls inconsistent, with the ideal
facts of this ca,e.

The vaccines are being manufactured according to standards and
manufacturing methods of each individual company. The vaccines
are being tested for potency according to individual company stand-
ards and approaches.
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The further fear that we have is the ramifications for future prob-
lems that this committee will face. Covington & Burling has been
on the Hill the last couple of years asking for Government indemnities
for all vaccines.

In summary, this bill creates the only element of clear-cut effective-
ness associated with the swine flu program; it effectively immunizes
the manufacturers from financial damage if a court rules that they
have failed the public.

The insurance company representative, Mr. Cheek had strong
criticisms of personal injury lawyers in his testimony today. One of
the most striking aspects of personal injury and malpractice law is
that it is the only branch of our law which is responsive to consumer
needs. The reason it is, is because it is the only branch where the
consumer does not need a lot of money to get into court. For a con-
tract dispute, for any other kind of dispute, you have got to have
$20,000 on the line before you can even go into a courtroom. For a
personal injury case, poor people, ordinary people, can go into court
f they have an injury due to someone else's fault.

The response of the insurance companies and of many doctors'
associations when they get a lot of malpractice suits or personal
liability suits is, "My God, we have got to find some way to prevent
people from suin us' and some way to stop people from getting such
lare recoveries.'"

Instead, the approach should be, "My God, we have got to find
some way to prevent these injuries."

[Dr. Wolfe's and Ms. Johnson's prepared statement follows.:]

STATEMENT OF SIDNEY WOLFE AND ANITA JOHNSON, PUBLIC CITIZEN'S HEALTH
RESEARCH Gaour

Mr. Rogers and Members of the Subcommittee, thank you for the opportunity
to present our views against this proposed raid on the U.S. Treasury.

Our remarks will be mainly directed at the basis for opposition to indemnifying
the drug industry. However, this issue is merely a derivation of the larger question
of why the United States-contrary to every other country in the world-is
embarking on this foolish, costly, and dangerous program of mss immunization
against a disease which doesn't exist. I

A summary of our present basis for opposition to the swine flu program Includes
the following:

1. Despite an unprecedented degree of surveillance, thre has not been one cu
o swine fu anVwheie in the world since mid-February, when the last case at Fort
Dix was documented. During the same interval--as proof that the flu season was
not over-there were thousands of cases of other kinds of flu.

2. According to British flu expert Dr. David Tyrel, no pandemic of flu has ever
occurred without being preceded by at Iest sweval loctl obrieks in various park of
the world. The fluke known as Fort Dix is only one Isolated instance.

3. Unless, despite the above, the swine flu epidemic/pandemic strikes the U.S.
this winter, the whole country will have to be re-immunised again, next year.
According to several experts who spoke at the June 21-22 flu vaccine briefings,
there is no evidence that the immune response to flu vaccines provides protection
for more than six to eight months.

4. Flu vaccines in general, and the swine flu vaccine in particular-as evi-
denoed from data derived from the recent human swine flu tests-are not very
effective in even causing a rise in antibodies let alone protecting people from flu.
Combined with a high Incidence of fever and other side effects, the benefits do not
outweigh the risks excet, perhaps, for those who are at especially high risk ofseriotua omplications It thy get fnu. _ +

5. Despite the lack of any evidence that the virus which cAused the relatively
small number of cases at Fort Dix is anything like the 1918 variety-except In
their common pig origin-a transcript from a March 26, 1976, CDC-NIH-FDA
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meeting states, "Here is the threat we held up the horror of 1918-1919 to get 100
and some odd million taxpayers' dollars to do this" (statement by Dr. Maurice
Hilleman, executive of Merck, Sharpe, and Dohme).t

BENBITS AND RISKS TO TRE DRUG INDUSTRY

No advertising or promotional expenses, guaranteed market of more than 200
4 million "prescriptions," total profit in the millions, and-to top it all off-almost
- all legal losses covered by the government. Although this sounds too good (for the

manufacturers) to be true, it accurately describes the high benefit/low risk ratio
the swine flu program presents for the drug industry.

As optimal as the benefit/risk ratio is for industry-or would be unless this bill
is stopped-it is quite the reverse for the public. Consider some of the results of
the recent swine flu tests:

1. The vaccine caused a fever of over 1000 in about 10 percent of children
ged to 11, with fevers as high as 1030, 1040, and higher in a small proportion.

any children also had headache, stomach pain, nausea, and muscle pains,

but
only one-third of 3- to 11-year-old children had a significant rise In antibodies
to the vaccine.

Although the government is delaying flu vaccine for those under 24 years of
age, according to one pediatrician involved in the testing program, they will
probably immunise children "after things get worked out."

2. About 85 percent of the U.B. population under 50 years of age do not have
pre-existing levels of swine-like antibodies in their blood and about one out of
eight of such people will get a systemic reaction (usually mild) to swine flu
vaccine,

but

25 to 35 percent of these people will not have a significant rise in antibodies after
vaccination.

In short the major disease in the U.S. this year related to Fort Dix will not
be swine fRu but, rather, swine flu vaccine disease. Although mild in many, it
will result in high fevers in thousands with possible fever-convulsions in very
young children if they are vaccinated. In addition, there is the possibility of
disease caused by contaminants in the vaccine, whether present as a result of
negligence or not.

The proposed bill would permit fHEW to indemnify the drug industry against
claims attributable to inoculation with the vaccine except claims for failure of
the manufacturer to exercise due care in the manufacture or handling of the
vaccines in accordance with the contract specifications or for failure to discharge
properly any other obligation under the contract. The only obligation the drug
industry ha under this language is to meet contract specifications for manu-
facturing and handling.

1. A manufacturer would be indemnified even if his vaccine was defective in deuign.
In 7innerolm v. Park Davib (285 F. $upp. 432 (1968), aff'd 411 F2 48) a healthy
baby was inoculated with the vaccine Quadrigen, a product Which inoculates
against four diseases at the same time, dlptheria, tetanus, whooping cough, and
polio. The vaccine induced a fever of 108 degrees, rendering the child a permanent
imbecile who was unable to stand or walk, who could sit only whenpropped up,
and who was incapable of toilet training. The Court ruled that Parke Davis
was negligent in usinf a certain preservative in the vaccine bensothonium
chloride, which greatly increased the danger of severe side effects from the whoop-
ing cough element in the vaccine. Parke Davis knew that the product was unstable
with the use of that preservative and should have taken steps to prevent injury
and warn the medical profession. If this bill were in effect, Prake Davis would
not have paid for this injury; the taxpayers would have.

2. A manufacturer would be indemnioied even if he failed to warn of danger. For
many years, drug manufacturers have been required by the courts to warn doctors
of the known risks their product entails. For example, Sterling Drug has lost
or settled many lawsuits because it failed to warn that Aralen (chloroquin) can
cause irreversible damage to the retina of the eye and ultimately blindness.

*Kdttor'i note: See letter dated July 10. 1976 from Dr. Wolfe. p. 143 this hearing, letter
dated July 12 1916 from Dr. Jordan, p. 854, this hearing, and letter dated July 12, 1976,
from Mr. Hutk, p. 1i9, this hearlng.
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Sterling Drug Co. v. Cornish 370 F2 82 (1966). Under this bill, if the manufacturer
learns of .eriis side effects And keeps this to himnsef while continuing to sell the
vaccine, the government will indemnify him.

Manufacturers also have the obligation to notify consiranrs of pertinent benefits
and risks when a vaccine is given in in a rass immniization program; that is,
when it is dispensed, iii effect, as an over-che-couniter drug. In Rryes v. Wyeth
Laboratories 49 F. 2 1264 (1974)), a haby girl contracted polio and permanent
paralysis from taking the Sabin (oral) polio Vaccine. This vaccine is a live polio
virus which Is -lupposed to be altered to aitse protective antibodies in the body
without pilio symtoms. Ilowever, it is known to eagse polio itself in ai certain
proportion of cornsunmers.' The court said that Wyeth should hav. providedd infor-
mation on this risk to the I)ar(ents of the child, sinee they Inmly have elected not
top take the oral vaccine and since the options would not have been explained in
munts immunizations. The Court articulated a right for .osunmners' scarcelyy less
urgent than tihe need for innass imnuniizartion from disease": the right of the
individual to eho',is and control wlat riik he will take, in the ah-emnc, of an
inli v' nl i Zed filedic" l jutglgneit b a l)hyiciat fanmiliar %iith his nveds and
Fuscel)tlilitiie (at 1295).

In Davis r. I$'!th Laboratories (399 F2 121 ( 196k), the same (uty was stated,
together with Vic ,iiggestion that consumrs could Ih, informed by "advertise-
nwnts, posters, relhase,4 too he rend and signed by recil)ieNts (of the vaccine, or oral
warnings.

3.. manptfachlrer may be indennifted if he vegltgent . manufactured or haandled a
raccie ii a matiner w.t address d b!' q contract specificatim,.s. An example would he
if the vacciw was infiltrated I)y a toxic pesticide used in the plant.

Traditionally, )rsonal injury law iprve'ontq unfair injury by creating a financial
incentive on the part of the manufacturer to, meet high ;t.andards of conduct.
The manufacturer is in the best po-sitiorn to pre',tit future injury, by testing the
v:wcirn( for safety nd ,tlicacy, IhY evihuat inig the benefit/risk ratio of the drug
for various type., of cmnsumiers, b) collecting if,,rmatimion ei side effects and
iiotifyitig users. See Virginia Law Review, 59 I (1973). This bill destroys the
incentive to prevent. future injtiry, tine rio mnattr what the nii nfifacturers do
ior don't do, the governjm-nt will f ,ot the hill

The drug industry shmld tet the vaccine a'ci)r diig tto the highest scientific
.,tamdard,. If a manufacturer hlievtes tiha the vaccim. des mt. meet, tccel)table
standarils of safety :id ellicacy, hi should not. be ,Hirig it. A manufacturer
should wear!, physiCimins aid crismnoers. of known risks which nay lay a role in
a01 1;14;ifi ldal judgmnei tip it t he vaccine(. We op f))41 "i ''ii x-ouhitar% inoculation
that is, itnoculation given wit.1,ift truly informnci I v s ent,. The industry shoulri
t:tk. the highet care in every a, v 'ct of manufacturing amil limidling.

In the p.Wt, the courts h~lo i ,t deenid "tihe goverini'nt. says ;t. is okay" an
adequate defimse. to sllitig ai daig,.rous drug. In part, this is because the court's
recoignizet that the government does not always -,et high standards, frequently
because, the government is under intense pressure fronm the manufacturer nol
to set high stanldar(lk. In (1riln v. I '.S. (351 F Supp 10, aff'd 500 F2 1059 (1974)),
the )ivision of Biologic Stanidards (now part of the Food and Drug Admin-
istrationi) approved for nmarketiig a lot of Pfizer polio vaccine which induced
iolio and permanent paraysis from the neck down. )IS approved this lot even
though it knew that the particular lot had induced :ig nihiantly more damage to
the central nervous s.ytens of monkeys in standard ized tests than other lots
did. Pfizer sutted-this case. Would this conjmitte want to say that Pfizer was
not liable tiecaum, )138 apl)rrvud tht batch? Is wlhtev-(r I)rivite inCustry doe
okay if the government. lets it? Onee ado pted, this attitude woidd not only sigii-
ficantly lower marketplace safety but discourage individual and corporate re-
spo.mil,lity and initiative.

ii timnmary, this bill crcatcs the ontly element of clar cut elftctI(,1es as-
sociatud with the swim flu program; it effectively imnmunte:i the nanlfacturers
from financial dltmage if they finil the public.

1 rhk inje4,table Salk vaccinr uscs 4eafi poli virus to lnducA antibor11e.
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[The following letter was subsequently received for the record:]

PUBLIC CITIZEN,

Hon. PAUL, G. RooEI, Washington, D.C., July 15, 1976.

U.S. House of Representatives, Rayburn House Office Building,
Washington, D.C.

I)DEAR CONGRE:8UAN 1o0GERS: I have previously notified your office by phone
of an error in testimony given before your subcommittee on June 28 concerning
the swine flu vaccine program.

I request that this letter be placed in the record of the hearing.
On page I of our testimony, under item number 5, the quotation, "Here is the

threat, we held up the horror of 1918-1919 to get 100 and some odd million tax-
p ayers' dollars to do this . . ." is incorrectly attributed to Dr. Maurice Hilleman,
Vice President of Merck, S'arpe & Dohme. The statement was actually made by
Dr. William Jordan of the University of Kentucky Medical School. The point
being made was that the various involved officials-be they governmental
scientific, or industry--were quite clearly conscious that references to the 1918
epidemic were useful in getting the swine flu immunization program accepted
by the public and funded by Congress.

At the same March 25 CDC-FDA-NII-Industry meeting at which this
remark was made by l)r. Jordan, another participant also alluded to using the
"1918 disaster" to "sell the program."

Even earlier, during the February 20 joint CDC-FDA-NIHt-Industry meeting,
l)r. Hileman of Merck stated:

"I think if you look back to 1918 when presumably pig virus or something like
it did hit the human population, you had a two percent morality In North Amer-
ica and Europe, 7 percent mortality in the troops in Europe, and there was about
a 20 percent mortality in the primitive populations of the world. So you aren't
monkeying around with anything simple. You are toying here with perhaps, if
this were a resurgence of something, something terribly serious.

Because ordinarily, while ordinary flu has a high attack rate, it has a low mor-
tality, maybe one in 10,000. I think the fact that this one boy died very rapidly
with primary viral pneumonia is sort of a reminiscent thing, reminiscent of 1918.

. . . Somewhere along the line, you have got to balance a possible two percent
mortality In the population versus a $50 million expenditure and all the heroics
that go with it. You take tvb percent of the population, you get quite a few people.

And if you put the value on people at $25,01 apiece, which I think is what it
costs to produce the adult person, then I would say that it is probably fairly
cheap, a good investment on the basis of cost benefit ratio."

At a July 1 New York meeting on swine flu, reported in the New York Times
July 2, Dr. It. Bruce Dull, assistant director of the Center for l)isease Control
(IfEW) stated that "There is no reason to raise this specter of 1918 and 1919. It's
probably misleading."

It is unfortunate that sq many months of "misleading" have gone on.
Sincerely,

SIDNEY M. WOLFE, M.D.
Mr. ROGFRS. Thank you very inuch for your very helpful testimony.
It would be helpful to the stdbcoinmittee if you would give us an

outline of legislation in the areas of indeiniity. I think that would be
helpful because I share some of these concerns. The subcommittee is
under pressure to try to (to something in order that this program may
proceed.

[The information requested was not available to the subcommittee
at the time of printing.]

It I to be noted that Col. Bartley, a military physician from Fort Dlx, has stated that
it is llkly this recruit would not have died had he not been on a forced march. (0.clence 152
(4240) : 638. 1970.)
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Dr. WOLFE. May I make just one comment?
Mr. RoaErs. Certainly.
Dr. WOLFE. Not only have Covington and Burling and probably

other lawyers been pushing in Washington for programs to indemnify
the vaccine manufacturers. At the level of the CDC for a comparable
period of time there has been action including some studies, I am told
by the General Counsel's office, down in Atlanta to push such programs.

In other words, one the door is open for this particular kind, swine
flu, it is likely that it will rapidly spread to all kinds of immunization.
The drug industry has pushed the Government, at least through the
forum of the CDC, to become an advocate for indemnifying them
against law suits by injured patients.

Dr. Sencer, whois the head of the CDC, has for several years talked
about indemnification. He once made the outrageous proposal that
Abbott Labortories, as a result of having infected intravenous fluid
that led to 100 deaths and thousands of cases of blood poisoning,
should be indemnified by the Government because of all the business
they lost and lawsuits brought against them because of their infected
products.

I suggest that if the head of the CDC is thinking about things like
this then we really do have to be very concerned that this is not some-
thing that would be limited, even though it would be incorrect even
if limited only to swine flu. But it is going to extend to other vaccines
and possibly to other drugs.

To me that is a frightening prospect.
Mr. RooRS. Yes. Thank you very much.
If you would let us have some suggested language, we would be

grateful.
Ms. JOHNSON. Do you mean indemnification in general or the swineflu program specifically?Mr. RoozRs. The swine flu situation basically.

Thank you so much, And thank you for your patience.
The subcommittee stands in adjournment, subject to the call of the

Chair.
[Whereupon, at 6:13 .m., the subcommittee adjourned, to recon-

vene at the call of the &air.]

4



SWINE FLU IMMUNIZATION PROGRAM

TUESDAY, JULY 20, 1976
IIOUSE, OF REPRESENTATIVES,

SUBCOMMITTEE ON HEALTH AND THE ENVIRONMENT,
COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE,

Washington, D.C.
The subcommittee met at 10 a.m., in room 2118, Rayburn House

Office Building, Hon. Paul G. Rogers, chairman, presiding.
Mr. ROGERS. The subcommittee will come to order, please.
We are continuing our hearings today on the proposed swine flu

vaccination program for the Nation.
We are pleased to have representatives of the Department of

HEW and particularly the Assistant Secretary for Health, Dr. Cooper
and his colleagues with us this moriung.

We welcome you back to the subcommittee.
I think it would be helpful if you could bring us to dtate now on

what has happened since our last meeting: negotiations and the
various proposals you have considered and what other recommenda-
tions you may have.

STATEMENT OF THEODORE COOPER, M.D., ASSISTANT SECRETARY
FOR HEALTH, DEPARTMENT OF HEALTH, EDUCATION, AND WEL-
FARE, ACCOMPANIED BY-WILLIAM H. TAFT IV, GENERAL COUN-
SEL, HEW; RICHARD M. KRAUSE, M.D., DIRECTOR, NATIONAL
INSTITUTE FOR ALLERGY AND INFECTIOUS DISEASES, NATIONAL
INSTITUTES OF HEALTH; DELANO MERIWETHER, M.D., SPECIAL
ASSISTANT FOR THE SWINE FLU PROGRAM; 1AMES F. DICKSON
III, M.D., DEPUTY ASSISTANT SECRETARY FOR HEALTH; DAVID
1. SENCER, M.D., DIRECTOR, CENTER FOR DISEASE CONTROL;
HARRY M. MEYER, JR., M.D., DIRECTOR, BUREAU OF BIOLOGICS,
FOOD AND DRUG ADMINISTRATION; AND GENE R. HAISLIP,
DEPUTY ASSISTANT SECRETARY FOR LEGISLATION (HEALTH)

Dr. COOPER. Thank you, Mr. Chairman.
I have with me on my right the General Counsel of the Depart-

ment, Mr. Taft; to my left, Dr. Dickson Deputy Assistant Secretary
for Health; Dr. Sencer from CDC; Dr. Harry Meyer from the Bureau
of Biologics, FDA; Gene Haislip, Deputy Assistant Secretary for
Legislation; Dr. Richard Krause Director, National Institute of
Allergy- and Infectious Diseases; br. Delano Met'wether, program
manager for the national immunization program.

Mr. RoGERs. We welcome all of you gentlemen to the committee.
(145)
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Dr. COOPER. Since our last meeting, at which time you asked us to
return to try to work out an agreement within the confines of au-
thority that could[ accomplish the objectives of the program by agree-
ments or contracts between ourselves and the manufacturers, we have
in fact continued those negotiations in great detail.

Secretary Mathews has met with the manufacturers and repre-
sentative of their legal inside and outside departments and some of
the insurance companies with which they are related.

We have met with the President during that period of time. We
have gotten his advice an&' instructions as th how to proceed. lie
reaffirmed his support. As you may recall from his press conference
.yesterday, he reaffirmed the need to get on with finding a solution to
the problem so that the public could have this form of protection.

I have a statement in full. If we could put it in the record that
would be fine.

Mr. ROGERS. Without objection it will be made a part of the record
at this point.

(The statement referred to follows:]

THm PRESIDENT'S Nmws CONFERENCE OF JULY 19, 1976

SWINE FIX IMMUNIZATION PROGRAM

Q. Mr. President, can we ask you about the swine flu program? We understand
it is in jeopardy now. The insurance companies will not insure the-pharmaceutical
companies which are making up the batch of vaccine. What can you do about it,
can the government supply insurance?

Tmi.i PIIES!DENT. List week the Secretary of IEW and l)r. Cooper met with
th. four manufacturers and their legal counsel. I got a report Friday from Secre-tary Mathews. e was Iore optimistic than some of the press stories seemed to

indicate. I have not talked to him today, but we are going to find a way, either
with or without the help of Cmgress, to carry out this program that is absolutely
,ssential, a progr-mn that was recommended to me unanimously by 25 or 30 of the
top medical people in this particular field.

So, we are going to find a way, and I think we will eventually do it. And I
expect the full cooperation of the industry and all other parties involved.

Mr. ROGERS. You might want to refresh the committee's memory
on the most. pertinent points.

Dr. (OOPER. The President was asked, "Mr. President, can we ask
you about. the swine flu program? We understand it is in jeopardy now.
lhe insurance companies will not insure the pharmaceutical companies

which are making up the batch of vaccine. What can you do about
it? (Can the Government supply insurance?"

'iliw President answered, "Last week the Secretary of HEW and
Dr. Cooper met with the four manufacturers' legal counsel. I got a
report Friday from Secretary Mathews. He was more optimistic than
some of the press stories seened to indicate." He bad not talked
with him today-that was yesterlay--but he then said, "We are p-oing
to find a way with or without the help of Congress, as you are aware,
to carry out their pro gram that is absolutely essential," a program
that was recommended to him iinaniniously'by 26 or 30 of the top
medical people in this particular fiell.

lie sai(l, "So we are going to find a way. I think we will eventually
(10 it." Ile expects the full cooperation of industry and all of the parties
involved.

In the meetings that. went on since we last. met with you, there have
been further refinements of contract language, which was the subject
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of press confereices and full public information, about the contents of
the proposed contracts as well as a delineation of the remaining
issues last week.

After the ineeting between Secretary Mathews and the rep_'Isenta-
tives that I mentione(l, we asked that they review the proposals
and contracts with their legal staffs and with their insurers at the
end of the week and the beginning of this week, to lot us know if they
could proceed with the negotiation of contracts.

We were informed yesterday essentially that no one was specifically
prepared to negotiate a contract on the basis of language that had been
proposed at the meeting earlier.

In addition, the issue was raised about the imminence of the
termination of production in at least two of the manufacturers.

()n reviewing this informnation-as Secretary Mathews released in
his comments yesterday- the General Counsel and in consultation
with the Secretary, we analyzed the situation and looked into what,
other options were available within our current authorities as well
as what needs might be anticipated for further legislation.

Secretary Mathews is in a Cabinet meeting at this moment at which
the subject. is likely to ,rise. Prior to that Cabinet meeting, the
Se(retmrvy, Mr. Taft anI 1P discussed the background analyses with
tile sftat of the P'residlent. 'rough that inedium we were asked to
proc('ed with a way to try to continue within our authority that,
prOtlizetion| t hlt liglt be in jeopardy an1d to discuss with you and
IIIeme ers of the l1I)0o1,mllt tee, what wvouIl be the best, course, includ-
ing lCgi'lltioll, for tile resolution of the issue.

We are here for that purpose ,id stand ready for whatever time is
necessary to try to insure the availability of this kind of preventive
I)rotectiOIlt for the j)ublie.

In ad(lition, youl no doubt, have been made aware of the rumors of
outibreaks of iniltimmeza, particularly in the Southern Hemisphere, 'that
htai. been reported but not co iirfi mmed 1 by our monitoring stations and
by the World Hlealti, Organization, by (our contacts between our
agency, (DC and tihe Bmueau of Biologics and their counterparts,
particultlarly in Australia.

I would propose, NIr. ( imairmai, tlamt in order for you to have the
muo(,t Ilj-to-dite und scientific information about the status of those
1noiitorings, I will ask 1)r. Sencer to comment and then perhaps
l)r. Meyer and Dr. Krause could comment on the continuing clinical
study, particularly in young people , which is a remaining area of
cliial trial and in 'e-.tation in order to determine dosage and'

~ossilble CXCI'lusioll.
As it summary statement of the latter, I would remark that, re-

viewing our m,,anagemient scledlule, the' Iasic scientific work is on
schedule. The studies are going along.

The j)roblems arc, because of the liability question, insuring pro-
(luction and obtaining the Vaccine.

'There is also one other issue that was raised during our hiatus
between meetings. This was the report from the Armed Forces
Epidenliological Board. They had selected vaccines made by two of
the, four manufacturers and were recommending it, for people down
to IS year, of age in a different dosage than people heard about from
our own recommendations.

r BESTV"
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I think when Dr. Meyer makes his comments, in particular, and
perhaps Dr. Sencer and Dr. Krause, that this can be clarified. This is
not an indication as some people thought that the Armed Forces
advisors who had been sitting in on all the meetings, and we on theirs,
had found the vaccines of the other two companies inappropriate for
any use or anything o that order or that they were bad or of poor
quality. I think we are in a position to clarify that particular issue.

I would say in summary that the problems we are facing are not
scientific at the moment. They seem to be fiscal, related to the ques-
tion of liability. In order to be complete, I see that once we resolve
this particular issue, which I hope we will be -able to do, on the
liability of the manufacturers of the vaccine, that there are about a
dozen States that potentially have problems of malpractice insurance
for the administration of the program.

But short of that aspect, the public design, the voluntary effort,
the participation of communities and professions, have been going
alon .quite well and on schedule. Dr. Sencer could also comment
on thiS.

So in all segments we have an update which would, in essence,
indicate that the program is basically on schedule, and that we could
get our objective met by the end of the calendar year if we could, in
act, insure both production and availability for administration within

the system that we have proposed.
I think that underscores in a very real way that all the parties

hero have a responsibility to try to resolve this in the interest of the
public and not in the interest of any particular industry or profession
but in the public interest.

I would propose, Mr. Chairman, that we ask Dr. Sencer to bring
you up to date on the epidemiological rumors and then have the
other experts comment on the status of the activities in the program
before we get into specific proposals.

Mr. ROGERS. That would be fine.
Dr. Sencer?
Mr. WAXMAN. Mr. Chairman, before, he begins, it seems from

Dr. Cooper's testimony that the problem as he sees it, is not a bio-
logical problem, but a fiscal question dealing with the questions of
liability. While I am sure we would like to hear an update on the
production of the vaccine, the possibility of the flu epidemic elsewhere
in the world which may confirm the fact that we will have an epidemic
in this country, shouldn't we address ourselves to that question
before we

Dr. COOPER. I am not trying to avoid any questions, Mr. Waxman.
But the point is a very important one as far as I am concerned. We
talk about what is a risk and what is not a risk, whereas the insurers
may be talking about a risk that they define in their teitns as unin-
surable. I am concerned that the American people not interpret this as
something wrong with the vaccine. It is a very safe vaccine. As 6om-
pared wit other ones that are riven for a wide variety of circum-
stances to children and adults, this has very fine data. I want to make
sure that everybody understands that when we are talking about"risk", we are not talking about medical risk. We are talking about
financial risk because of the scope of the program, their capacity, as I
understand their case, and the legal climate of increased liability suits.
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The word "risk" therefore to me becomes a very important determi-
nant of public policy.

When I spoke to the Chairman before the hearing and he asked
about the update, I am not trying to divert the time to useless things.
I want you and the public to understand about the facts, about how

o solid the vaccine is and about how much, on a scientific base, this- program is on target. This is not a situation that is a scientific or a
medical liability.

Mr. WAXMAN. Dr. Cooper, I appreciate your clarification. We could
all stipulate, as members of the committee, as to the need for the
program. We all voted for this program. I am sure we would all agree
with the presentations that are goi to be made.

In light of what you have just said ,1 think it is valuable to have your
witnesses here so Ihat we will know what is going on in order that the
American people wiJi know what is involved in this program. They can
then measure whether the insurance industry is being reasonable,
whether the drug manufacturers are being reasonable, whether the
American public is being told the truth when we hear about a tre-
mendous financial risk that the insurance industry may be taking.

So I have no objection, Mr. Chairman, to having the witnesses
proceed.

Mr. Roozns. I thank the gentleman.
Dr. Sencer?
Dr. SENCER. Thank you, Mr. Chairman.
Just very briefly, to clarify the rumors, there is influenza in Aus-

tralia at this time of the year. It is their influenza season. It is to be
expected. These are local outbreaks in the northern part of Australia.
Allof the viruses isolated in the central laboratories in Australia have
been of the A/Victoriaype.- There have been no isulates of swine
influenza reported from AYustralia. We have been in touch with their
central serum laboratory on a daily basis.

Mr. ROOERS. So you are telling the committee that there is no swine
flu reported by Australian health officials?

Dr. SINCER. That is correct. There have been scattered reports,
but according to the Australian health officials, they have no isolates
of swine influenza virus.

Mr. CARTER. Mr. Chairman?
Mr. RoGozs. Yes, Dr. Carter? .
Mr. CART R. On that, a telegram was sent to the Bureau of Bio-

logics, HEW, from the Australian Department of Health. It says,
"Following your telephone inquiry I wish to confirm that there has
been no occurrence of swine-type influenza in Australia or New Guinea
during the current winter." This is quite contrary to some of the news
reports of yesterday.

Dr. COOPZR. I think we should be clear that they are enterng their
flu season in the Southern Hemisphere. They, are seeing flu and they
are seeing the usual clinical manifestations, including serious influenza
pneumonia in various age groups and so on.

But, as Dr. Sencer has underscored here and as the communica-
tions with Dr. Meyer have emphasized and with my counterpart in
Australia, the official reports from laboratories in Australia have not
been able to confirm thatany-of the isolates have been swine flu.

Mr. Rooms. Y6u may proceed, Doctor.
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Dr. SENCER. In addition to' that, there hal, been one isolate of
swine influenza reported by the Navy Reserch Unit in Taiwan. This
was in a young Filipino taxi driver. The specimens were taken from
this individual in January. T hey were not run until Inst week. the
have been in a deep freeze in their laboratory. The man has recovered.
'Tley have been able to get blood specimens from him to run to
codirin whether this is swine flu. We have two of our staff in Taiwan
at the present, time consulting with the Navy- and the Philippine
heidth officials. We do not know what the sig ifica.nce of this is.

Mr. Roa ms. Is that in our Navy or in their Navy?
1)1. SEnCER. It is our Navy Research Unit. They do epidemiologic

stwuies. This was in a Philippine citizen. We know nothing of Is
clinical situation at that time, whether he was sick, whether this
was as a result of a survey. We only know that. they have recovered
this virus. It is on its way to the United States. We have staff working
with that.

Mr. Roomis. flow soon would we know?
Dr. SENC.n. We should be able to confirm the type of virus by the

end of this week. It will be at least 2 weeks before we get any detailed
information.

Mr. ScEiEuEin. Mr. Chairman?Mr. RotRs. Yes, Mr. Scheuer?
Mr. SciinmE r. If there have been no significant outbreaks of

swine flu in this country since the Fort Dix episode and if there are
virtually no cases reported in the Southern hemisphere in the begin-
ning of the winter season, would you say that since 4 nionths have
elapsed since our initial hearing on this .siihject thtit there is any
lesser feeling of urgency to get on with this mass ihiocitlation?

Dr. SjENcEiR. We have discuissed this with advisory groups as well
as with our own staff. We feel that there is as much urgency now as
when we presented this to you in March, sir.

Mr. SCHEITER. Next question---
Dr. CoopF;it. Could we just clarify that, Mr. Schener? We would

not expect outbreaks in the United State,; during this period of time.
Mr. SCHEUFR. But you would expect outbreaks in the Southern

Hemisphere, I take it? At the inception of their winter, which is now?
)r. CooPER. Not. necessarily, if the focus has started in New

Jersey and the seeding process might take the next season to get there.
Mr. SCHEUIER. I am talking a ut the Southern |lemisphere.
Dr. CooPER. I am also talking about. the Southern Hemisphere.
Mr. SCimumi. When would we begin to see outbreaks there, if a

pandemic is in the making?
I)r. ( 'oopFR. It, could ie any time in this or next flu season, ac; I

understand it.
Mr. SCHIEUEI. In the Southern IHemisphere?
Dr. COOPER. In the Southern Hemisphere.
Mr. SCHEuER. This flit season in the southernn llemisphere will

extend to when?
Dr. MEYER. Going back to 1918, if one reviews the situation I

believe tht swine flu did not hit Australia until a year after it hit the
United States.

Dr. Coopen. Either this season or next. And it is a mirror image of
ours, essentially. Ours usually runs September to March. It is the
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opposite in the Southern Hemisphere. They are going through theirs
now. Last year Victoria didn't reach mainland United States until
about December or January. Our season might be September to
March.

Mr. SCiIUER. Would it he logically and scientifically valid to
make the proposition that we ought. to go ahead and manufacture the
swine flu vaccine but since we have a 6 months lead we should wait
to deliver the actual injections to the localities until we see whether
there is an outbreak of a pandemic in the Southern Hemisphere? Is
that logically or scientifically fallacious?

Dr. SENCER. We have given a great deal of consideration to that
optional approach. We are of the opiuon that we could not deliver the
vaccine rapidly enough once influenza got started t) get ahead of
the outbreak.

This year the first isolates of, the A/Victoria strain of influenza were
on the west coast, in Oregon, the first week in January. By the first
week in March, every State, except, three had isolates of the virus.

I can give you the calculations that we have gone througli. We have
given serious consideration to it. It sounds very good. But we feel
there is no way we can guarantee the public that we could get the
vaccine to them in time to offer protection.

Dr. CooPER. Could I make a comment that will relate to our
articular main focus that we are going to discuss later about liability?
t wouldn't materially affect that, neces.arily. We would have to

find a way to make it insurable if we were going to stockpile it and
give it.

Mr. ScnLUIC. I understand that.
Dr. M.YZR. Could I make one more c'omnent, adding to what Dr.

Sencer said? I might just note for the record that this question of
stockpiling is one option which we discussed most recently in a public
session at the Bureau of Biologics at which Dr. Sencer's expert com-
mittee, the Bureau's expert committee, a large number of scientists,
and the public attended. This was just after the international con-
ference 3 weeks ago. I think it is fair to say that the vast majority of
scientists present feei the way Dr. Sencer expressed. I think of the
10 or 12 or 14 people on the 2 advisory committees, only) I is
attracted to this particular proposition, in terms of this judgment
decision. I think it is important to know where the judgment lies.-

Mr. SCH&Uz. Thank you.
Mr. Rooes. Mr. Maguire?
Mr. MAGUIRE. Thank you, Mr. Chairman.
Dr. COOPER. I would like to ask if you could tell us about the meet-

ings that you have had with the manufacturers and insurance com-
panies since we last talked with you?

Mr. RooES. Mr. Maguire, I wonder if you would mind waiting
for just a minute or two until we get the rest of this report from Dr.
Sencer and Dr. Meyer? I will recognize you.

Mr. MAGUIRE. Surely, Mr. Chairman.
Mr. Rooas. Go ahead, Dr. Sencer.
Dr. SENCER. Just briefl' to update the committee, we have arrived

at a recommendation for tie dosage for the civilian population over the
age of 18. We are sending out a letter to all the State health depart-
ment today, telling them of the recommendations. - -
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The programs in the States are moving along very well in spite of
the uncertainty in terms of vaccine supplies, I am very gratified that
the State and local health departments- activitip in this area are
proceeding so well.

Dr. Cooper did mention the major problem that the States are
facing. That is in terms of personal liability for volunteers and certainparaprofessional personnel.Mr. Roos. What about the quality of the .vaccine and its effect

on individuals under the age of,18?
Dr. SENCZR. In our letter we are telling the States that they should

proceed with'their plans to immunize the population under 18. Dr.
Krause can tell you of the stories that are underway in the younger
population to determine both the size of the dose and whether a second
injection is going to be necessary.

Mr. RoGEs. Fine.
Mr. ScOHUzRi. Can we hear more about the problems of using

volunteers and paraprofessionalpersonnel?
Dr. SmNCER. Yes; in many locations around the country the in-

surance carriers who carry liability insurance for State and local
health department workers are saying that this coverage cannot extend
to nonemployees. In some States the insurance carriers have exempted
covered for influenza immunizations, saying that they will cover
everything else but they will not cover or will not provide liability
insurance for people who ae involved in giving influenza
immunizations.

Mr. SCHEVUIt. Is there any historical basis? Any loss basis?
Dr. SENCER. No, sir, we can find no historical basis for this, actually.

There- have been 50 to 60 million doses of influenza vaccine given
every year for the past 30 years. Searching the literature, we can't
find any significant amount of adverse reactions other than sore arm
and fever.

Mr. SCHEUER. Does the presence of volunteers or paraprofessionals
create any problems?

Dr. SUNCIR. It has not produced any problems in other immuniza-
tion programs for measles, rqbella, polio vaccine. This has not been aproblem.

Mr. ScHnumR. Thank you.
Mr. Rootns. You may go ahead.
Dr. KnAus3. Mr. Chairman, with the introduction of all new

vaccines or new variants of flu vaccine, it is necessary, as we indicated
last spring, to determine dosage not only for adults but also for the
younger age groups.

The adult dose as you know, has been determined. We are now
rapidly moving on the determination of the dose for young people
between the ages of 3 and 18 years of age.

We have studies going on currently in 13 different medical centers,
including the NIH itA.. These centers range from Boston to the
Pacific coast. These studies are underway and we expect to have the
results of the antibody responses by the first part of September.

Mr. Roozas. What about those from ages 1 to 3?
Dr. KwAusz. This is under stud and discussion by the pedis-

tricians. We will move very carefully into the 1-to-3 age group and
only after we had determined the efficacy of the vaccine in the 3-to-18
age group.
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Mr. Romi. Ts the ags -to- gmo.p a high-risk trou ?
Dr. KArAs. The 1-to-S.ase group is Wat a particular y igh-rsk

group. On the other hand, i~uenza does occur In that age group. If
we do have a pandemic of influenza, the pediatricians do want to hv6
the option of the use of vac in that age gronp.

We will not test the'Yaccine in that age group until resulted ae
available for the 3-to-18 a0 group.

Mr. Roomas. Can this be done in time to have an effective pre-
ventive program for those ages, I to 3?

Dr. Klma~s. We would! be able to move in that ageg up t
September and October four consultation with pediatricians 1dft&
we should do so at that time.

Mr. ROGuRS. So you feelyou could have vaccine ready by .ctber?
Dr. KRAuss. We could have dosages in the late fall if it were

indicated by our consultation.
Mr. Rooaus. How much of the vaccine l4as now been manu-

factured? I "
Dr. Mamy . I might ake that as a point to talk about the v%4in

for just a moment. This, I think, has been one of the great aocom-
plishments of the program. In our origihW testimony before your
committee, we stated that this would be a very difficult job. We felt
that this country was capable of doing it. I think it is extremely
important to recogwize that aftet only a few months of this
th t we are now in position of ayig that the industry has prodmtd
and has in their refrieators 76 miion domel of swine vaccine, in
excess of 40 million doses of A/Victoria vaccine, approximately 17
nullion (loses of the type B Hong Kong vaccine. Thi is a tremledous
feat that no other country in the world could duplicate.

I might also mention that the vaccine, which has been produced
has been shown by the enical tiaK, which Dr. Krause meutifned,
to have a very hh degree of safety and effectiveness that Dr. Cooper
referred to.

If two-thirds of the popmatiofi, who e adults 18 years and olde
receive the 200-cm' A doage that we are recommending, it would
be expected that alqproxlimtel- 90 oerent of that total population
would have protective levels of swine, flu anbody-that level for a_
flu vaccine is remarkablygoo. Yet, that 200-ornAdose of vaccine in
4w shown by the clinical trials to produce relatively little in the way
of eilcal reactivity so little that in the trials one cannot show a
statistlod difference between the reactivity to the 200-cm' A dose of
vaccine and the so-called reactivity of the line placebo. So I think wS
ea say we have a sale -vacine, an effeetiv, vaccine, a vaccine with
very low reactivity and it Io being produced In sufficient volume.
Assuming we get the liability issue out of thea ,we are i *ion
for Dr. ence 's people to move into an ex ey efeotiv m.4 oem-
prehensive immunization rogram. can rabl to fo t.. A

Mr. Roomas. Is this effectivenesscoprbetthtorh /

ictoria or Hon g flu vaccine? Or is this better?
Dr. Mwa. The antibody response to the swine antigen, in the

adult population is actually better than the antibody response to
either the A/Victoria or to the Hong Kong B virus. However, the
vacanes prepared for those two viruses induce adequate response, but
the swine vaccine does exceptionally well.

'I-3T1--76----11



Mr. Roaus. What is the ratio of reactions to immunizations that
have experienced with respect to the Hong Kong and the 6/Victoria
vaccine compared to the experience in clinical trials for thq swine flu
vactne?. I" . .

Dr. MEYlER. I will have to go back to our records to give you those
figures. However, the levels of reactivity to the A/Victoria would be
roughly the same as to the swine antigen, which is to say, very low, to
the point of not being discernible, at the 200-cm A dose.

The Hong Kong B virus is given at a somewhat higher dosage and
there is a Iow levol of febrile ractions there, but acceptably low.
I might add that this dosage of Hong Kong v4cine has been ,used in
the population for the last 3 years. The Hong Kong B is not a new
vacne.

Mr. Roozus. So you are really telling us that this is safer and that
there are fewer reactions or certnly no m0r than with the A or the
Hong Kong?

Di. MzYzR. Yes, I think we can predict with confidence that the
doup of the swine antigen that would be qsnd in the general adult
population would produce less reactivity the', the flu vaccines which
have been on the commercial market for the 1. decade.

Mr. RooER. I don't think this story hs gotten out. I think it is
important for the public to know.

r there any other, facts the committee should know?
-Dr. CooPER. No, sir, I think that brings us up to date unless you

have ay specific background questions on the quality of the vaccine.
Mr. Roomis. I thin, if you would let us have for the record all the

details on the quality.
Dr. CooPER. We will give you the data on the past record@ of the

other vaccines. There is 4 study of the actual cases that have come to
litgption on the vaccines that have been made. We will be pleased to
make that available the point being that -on an experiential basis to
draw a conclusion that thI would 'e a high-risk program, I would
have to be convinced of somethi that I don't know.

[Testimony resumes o p. 193 .1
(The following informatuOn was received for the record :]

TANE o-CONSITITOUAL REACTiON"-LL VACCINES

Id, . . . . . . . . . . . ... . . i . .I ....

e............ ............ 1 4
....... ft*.... .....................

),



155

TABLE II.-ANJ-MEACTIONS (DAY 1) 200 CCA

WyeM hike-Davis NetcMo Merck Placebo

LOW Irae few I lIs"en 100 F: 36 17 /7MerM1 ......................... )/1 311693/ 1116217
6116j .1.8 1.9 0.6 1.7

Malaise:N" ......................... 8/67 2171 5/1!1 6/376 2/179
Peg .......................... 4.7 1.1 2.8 LINewsdw :
Ku0"bet......................... 4/167 3/A7l 5/6 1/"4/7Pea u .......................... 2L 1. &L1

Feverish:........................ 2/167 1/171 4/161 5/176 2/178Pecmt.......................... 1.2 0.6 25 e.

SMesred by themodm.

L auurrr FOS VACCINZ-RZLATZD XINuSuIs: PvBLC HALTH CoNsMntTho, %

(By Thomas E. Baynes, Jr., Assistant Professor of Law, Nova University Law.
Center, Fort Lauderdalo, Fla.)

VACCINES AND THi LAW

A recent advertisement in a national magazine read, "In 1949, a polio, vaccine
was only a dream." Within the passing 25 years, the dream for many has turned
into a nightmare. The same vaccine, which produced immeasurable protection
for the world's inhabitants, has allegedly caused others to contract the dread
disease. Resultant litigation from vaccine injuries will require a re-ealuation
of current efforts to immunize vast' members of people from communicable
diseases.

Historically, vaccine litigation has not been limited to poliomyelitis or human
victims. Animal vaccine- injuries have far outnumbered corresponding similar
human Injury litigation. The latter has created the greatest concern as to the
Impact on public health policy, and mass Immunization efforts. Admittedly, there
are substantial social, economic and humanitarian distinctions between a person
injured by polio vaccine and the death of a herd of hop from defective hog
cholera serum. However, the theories of liability and the possible public policy
ramifications from vaccine-related injuries are quite similar in both instances
and equally as important.

In this discussion of vaccine related injuries, we will seek to explore the ex-
tent of personal Injury Utlgationlinvolvlng such Injuries; its influence on pat-
terns or trends of liability and Its effect on public, health policy.

THEORZ E OF MAAILITT

Where a personal injury is caused by a manufactured product, the law deline.
ate. this area as."Products Liability".[1] Products liability Is a sub-cateotry of
Tort law. When a person is Injured from the use of a product, there are basic
theories of liability upon which the Ihjured party may seek restitution: (a)
Neglgence, (b) Breach of Warranty and (c) Strict Ilab4lty.

Pragmatically, neligence as a basis of liability Is a 19th century phesomenotL
Once thought to be limited to a breach of a legal obligation, the concept of negli-
gence quickly spread, becoming a separate and independent principle upon which
liability was found.J21 Simply, negligencece Is the failure to exercise reasonable
or ordinary care to avoid injury to others".(21 But aby definition of negligeng0
must be juxtaposed against the realization that the Issue of neglipnce is aiwjAY
a question for the jury.

'This report was completed uder eostraet with the C-terfer Disease Control. Depat.
ment of Health. Education, and Welfare contractt No. 89w.).
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Vor a manufacturer to be found liable In tort for hs negligent acts, certain
elements must be proved by the Injured party. First, the manufacturer had a
duty "to conform to certain standards of conduct, for the protection of others
against unreasonable risk".[41 Second, the defendant's actions breached the
duty required of him. Third, there is a reasonable causal connection between
the breach of duty by the defendant and the Injuries received by the plaintiff
(proximate cause). [5] Fourth, the plaintiff must show Injury or damages, and an
essential element In Products Liability Cases[61

In W erfetom v. WHT,[A7 we ind not only the Inception of "products
liability", but the simultaneous interweaving of the theory of negligence with
theory of breach of warranty. The defendant had contracted with the Postmaster
General to supply and, maintain coaches for the delivery of the malL A- mall
oaeh driven by the ]'l*Intlff malfunctioned causing his injury.

The court found for the defendant. "... there is no Instance in which a
party, who Is not privy to the contract entered Into with him can maintain any
such action".[8] This decision was Interpreted to deny any (whether suing In
*ort or contract) recovery for injuries received from a defective product, where
the injured person w6 uot s party to the opshvo.[9 Therefore, If a person
purchased an aerosol hairapray for his girlfriend and It exploded Injuring the
girl, she would be denied recovery against the manufacturer or the retailer
because she wan not a party to the contract (between her boyfriend and Retailer-
No Privity). The rationale of privity rule was predicated on the assumption the
manufacturer of a product normally would not foresee a person other than the
immediate purchaser or c*numer of the product could be Injured.([10

Although. the privlty lies was concerned totally- with breach of warranty
(Historically, a Contract remedy), It was also used In tort law. "Although the
courts are occasionally confused about the matter, warranty, on the other hand,
In not a concept bssed on fault or on the f lure to exercise reasonable ears. But
this doe fot mean that warranty is n contractual or nop-tortious innahre."T11J

Fortunately, for the theory of negligee, the p~v/ty requirement I& negligence
actions was extinguished in MoPherson V. fub?. Motor o.4121 There, Justice
Cardozo extended the rationale of previous decidons, which had ab6lisied privity
as a requirement In n lamene actions where injuries had been caused by drus
poisons and foods,[183 to all defective products "It the nature of a thing is
such that It Is reasonably certain to place life and limb in peril when nealigently
made, It Is then a thing of danter."[14]

In warranty there are two general categories: Express and Implied. The ex.
press warranty Is a statement of fact made by the manufacturer to the consumer
relative to the drug or vaceine and a replace on the statement by the con.
sumer.[151 In a Callfornia case concerning two adults who had contacted type
"I" poliomyelitis, after taking vaccine at a mass Immunization program, the court
permitted recovery on the theory the manucrer had breached an express
warranty. The court found an express warranty in the drug company's label claim,
"There are no known outraindleations to omul polo virus vaolne".(161

In the area of implied *trranttev, two categories exist: (a) Merchant
ability (11--here we are concerned with goods of averao quality. i.e., reson,
abY br the gexaW purpose for which It Is manufactured and old. (b) Fit
for a Particular Purpose :t18J that the goods are suitable for use for which they
were destcned: "'Thus, the'Implied warranty doctrine holds that a patient who
b4uys & cWl remedy hap a right to assue that It will not, ectain some hanat
substance or cause him, to s blnd."[10]

In that, warrPtY would Oe sounded In either eoptract or tort, would appwe
to allow for alternative aproaches to recovery. Unfortunately, warranty was

bouad to contract law. to permit It to be a viable avenue of recovery in
V a njury ationsWarranty's entrenchment In contract law not only mitdo Its utflisatlon

awkward in personal Injury litigation, but In many instances Inhibited re
eovery.[3G The Uniform Sas At[ll) and later, the UnIform Commercia
Code,[221 while making the privity issue more malutable, promoted the waL
ranty concept only In terms of a sale, a buyer, and a seller. As one may perceve,
such terms were out of place in most personal Injury situations where there was
no contract or agremenL[291 This would be especially true as to personal
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injuries cases resulting from a vaccine recelved at a public immunization
progAVm.[24]-•

Further, the Uniform Commercial Code requires the buyw to give notice of
the breach[251 (of Warranty) as well as permitting the manufacturer to dis-
claim any warranties as to their productsL26 While both notice and diselaimers
are logical and necessary conditions to any commercial transaction, they are
nothing less than 'ooby traps for the unwary."(27]

When Professor Prossor "ported the "Fall of the Citadel ot'Privity"[28] he
Also described the coming bt strict liability, which allowed the courts, for the
most part, to sequester the contraotural warranty concepts from Warranty in
tort.[29] "No one disputed that the 'warranty' was a matter of strict liability.
No one denied that where there was no privity liability to the consumer It could
not sound in contract and must be a matter of tort ... Why not, then talk of
Strict Liability In tort, ... and disregard the 'word' warranty with 'all Its
contractural Implication ."L801
Btrkot LZAGNUI

Generally, there has been an "acceptance of the principle that In some cases
the defendant may be liable, although he Is not only charged with no moral
wrongdoing, but has not even departed In any way from a reasonable standard
of intent or eare.9[81 This concept of tort liability without fault dates back to
biblical times,[82) and strict liability, as It is now called is essential a search
for a remedy without Imposing on the Injured party the necessity of proving
fault (negligence) or establishing a contractural relation as a prerequisite to
recovery. (81

One way of clarify strict liability Is to consider the three general approach
by which courts have evolved the concept and held manufaeturers liable. The flrA
Is bet termed "absolute liability."[841 There, certain activities, normally clas-
siA as ultrahasardous, placed liability without fault upon the defendant. These
activities included blasting, allowing fire or dangerous animals to escape, and
nuisances (abroad area of activity which Included pollution ot air and water).
FUrther, "the breach of the statute, however, Is often regarded as negligence
$or se, and If the statutory prohibition is strict, so that tb* offense is complete
without regard to negligence or willfulness, the doctrine will yield in effect strict
(absolute) liability, though it goes under the guise of b -nc"[85 In a
recent vaccine Injury case, the Federal Government was held liable for failing
to comply with Government testing standards for poliomyelitis vaccine. The
Court found that the failure to maintain and apply standards was negligence
per ", which in ofect Imposed "absolute" liability upon the Federal Govern-
ment.E8J]

This t of strict liability, (Abslute Liability) survives today In various
forms. The most noted statutory bads of this concept (perhaps other thaa pollu-
tion legislation) has been Workmen's Compensation Statutes enacted in most
states.18]

The second conceptual approach Is one In transition and considerable con-
fuslion relative to Its specific parametem Generally, we may team It Strict
Liability in Warranty, or Strict LAability in Tort. The distinction between the
two may be Just academic, but It appears Important to at least note the dlootomny
which has been judicially Consldered.[88]

Strict liblity In warranty Is basically the utilization of breach of warranty.
concepts both expressed and Implied In the area of personal injury litigation,
Without the applcation of Impediments normally associated with ontractural
warranty conepts (privity, aoUce of detect, or disclaimers).(19

As recogntsed earlier, privlty was also a requirement In products liability case
where negligence was alleged. In MacPherson v. Buob Motor Compaos,[401 the
cort vitiated the privity concept from negligence by holding manufacturers
liable to third parties for defective products. The decision In HORM4084A v.

iBoomfeld Motora[41] negated privity In the area of warranties and held manu-
teturers strictly liable to third parties for defective products. With these two

decisions, we find the beginning of the abrogation of contractural IMplONV
In product liability cases. They further Illustrate the trend towards strict
Ob Ulity notwithstanding claims sounding In warranty.[421 Not all Jurisdictions

V completely endorsed the holdings o. thee dolonsL481 nor have they
1tOpped using warranty terminology In similar ltgation, nowithsandin thpir
abrogation of the privity requirepent.(44] A number of courts have articued
their belief that' strict liability In warranty and strict liability In tort werq
synonymous. [453.
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In Greenman v. Yubo Powder 0o,[461 Chief Justice Traynor, throw off the
semantic distinctions, and articulated what has become the more accepted post'
tion on strict liability, prior to the Restatement In Tort.[47] In no way was
Oreenam the first decision to consider liability fot injury caused by a defective
product. Even prior to MacoPhereon v. Butok,[48] products deemed "Inherently
dangerous to life and health,"[49] such as drugs, poisons, foods, etc., when found
to be defective, created liability In the manufacturer t& third parties even though
there was an absence of privity.[50 The importance of Gtreenman was Its enlarge-
ment of the scope of strict liability, to all defective products, completely dis-
regarding any contractural requirements.[51]

The Court's test was: "A manufacturer is strictly liable in tort when an article
he places on the market, knowing that it is to be used without inspection for
defects proves to have a defect that causes Injury to a human belng."[52J The
Court explained that the manufacturer's liability could be sufficiently established
when the plaintiff showed his injury was thewresult of a defect in the manu-
facturer's product "which plaintiff was not aware that made the (product) un-
safe for Its intended use'.[53]

It Is important to remember these developments did not come about through a
concerted intent or design by the lIegal community or the courts. Except possibly
In some degree from'the Restatement of Torts,[54] these initial approaches to
%trict liability were a result of the judiciary's struggle to equitably deal with the
Tort-Contract, Negligence-Warranty dichotomies In personal Injury litigation.

The wide spread acceptance of strict liability for defective products, and the
desire by many courts to cast off the confusing and Inhibiting aspects which came
with negligence and breach of warranty actions led to the third approach; the
Restatement of Torts (2nd) ; section 402A: Special Liability of Sellers of Product
for Physical Harm to User or Consumer. [55]
S 408 A. Speoial Liablity of Seller of Product for Physical Harm to User' or
* *i, Oonsmer

(1) One who sells any product In a defective qndit ion unreasonably daf-
gerome to the uer or consumer or to his property is subject to liability for
physical harm thereby caused to the ultimate user or consumer, or to his
property, if

(a) the seller is engaged In the business of selling such a product, and
(b) It Is expected to and dies reach the user or consumer without sub.

stantial change in the conditio in' which It Is sold
(2) The rule stated in Subsection (1) applies although
(a) the seller bn-s exercised all possible care In the preparation and sale

of his product, and
(b) the user or consumer has not bought the product from or entered into

any contractural relation with the seller.
Section 2 eliminates the necessity to prove the standard of care as would be
required under a negligence theory[5] as well as removing any mention of
"Warranty". (571The major focus of Section 402A relates to a product which Is in a "defective
condition unreasonably dangerous." Comment "g." following Section 402A sug-
gests a "Defective Condition" arises when a "product Is, at the time it leaves the
sellers hands, In a condition not contemplated by the ultimate consumer which
will be unreasonably dangerous to him."[58] The commentary In the Restate-
ment notes that if the seller anticipates there will be a danger to the consumer,
If the consumer uses the product In a particular manner, the seller "way be
required to give an adequate warning of danger, and a product sold without such
wprntng is in a defective condition".[ *9]

Comment I of Section 402A suggests a "Reasonable Consumer Expectatlon"
test[60] as to determining when a product In a "Defective Condition" Is "'Unrea-
sonably Dangerous."[61] In applying the test; the product becomes unreasonably
dangerous when It Is "dangerous to an extent beyond that which would be con-
templated by the ordinary consumer who purchases t, with ordinary knowledge
common to the community as to Its characteristics". [62]

Some courts have eliminated the element of "unreasonably dangerous" from the
Restatement on the belief that to require the injured party to bare the burden
of proving a product unreasonably dangerous Is a stein? backwards into negigentO
liability tbeorieo(63)

Thus, the plaintiff In a products liability action would only have to prove that
At the time the product left the seller's hands it was In a condition not con-
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template by the manufacturer (defective) and such condition caused theplain--
tiff's injuries.[64]

Professor Page Keeton suggests two categories of cases involving defective
products, 65] First, where-the user has been injured as the result of a defective
coildition in the product. "There was a wiecarriage in the manufacturing proess;
the product was not in all respect as it was intended. to be or as the purchase oruser expected it to be".[66] This s an illustration of the circumstances, sur-
rounding Gott8ahker. v., Outter "Lborator*s.[67] A case where the vaccine,produced with dead virus, actually contained residual live 'virus which caused
the recipients of the vaccine to contract poliomyelitls [68] L
" Second, where "the product-ie exactly as it was intended to be"/,but there Is an
injury "resulting from an ingredient or other constituents that the manufac-turbr knew was present".[9] Thd majority of thekvaccine cases have fallen
within this category of defective piloduet4170] - .

Unde Comment k of Section 402A. the closest consideration of Pefest_
Keetoti's second category Is found: "Unavoidably U-safe Products". (71] "Thereare some products which, In the press ,t state of human knowledge, are quite
Incapable of being* made safe foi their intended and ordinary use. These are
especially common In the field of drbgs... such a product, properly prepared,
and accompanied by proper directions and warning, is not defective nor Is itunreasonably dangerous'.[721 The Commentary explains the seller of such
produ6ti (if they are properly birpared, marketed and, sold with the appropriatewarnidg)"will not be liable for "unfortunate consequences attending their use,
merely because he has undertakef to supply the public with an apparent usefuland desirable product, attended -with, a known but apparently reasonably
risk".(78] - , ,. - I

The Restatement consistently Imposes a duty to warn where product is Un-
avoidably Unsafe or the manufacturer has reason to anticipate that a particular
use of the product may be dangerous to the community.[74] Most important to
recognize is the fact that the Issue of defect Is a Jury queston, and when theinjury Is the result of a, defective product the Jury may be swayed more by theseriousness of the Injury rather. than the overall benefit tO the community from
the utilization of the product.

DTEIISZS TO fOUOTS UABILM AOTIONS:
As to each theory of liability, SOme defenses are not applicable -Rarely Isprlvity allowdas a defense in a negligence actlon,175] while It may be allowed

in a breach of warranty suit under the Uniform Commercial Code.7It] As to
Strict liability,, many defenses originally available in either tort or contract are
not Unavaliable.
Deleneee to Neg; lene n.
. Generally, in the area of products liability, there are only two defenses to anallegation of negligence. Those are (A) Contributory Negligence, and (B) As.

sumption of Risk. --
"Contributory negligence is conducton the part of the plaintiff, contributing

as a legal cause to the harm he has Suffered which falls below the standard towhich he I& required to conform for his own protection;"[77] Therefore, In anaction for negligence where it Is laImid that a rabies vaccine was defective, the
fact the veterinarian improperly administered the vaccine to himself may be
shown -by the drug company; to prove contributory neglgence[78]
Aemmptio of the R" "Assumption of the risk can be 4 vr viable defense in product liability cam
predicted upon negligene Witb this defense, the manufacturer alleges theplaintiff knew or should have known of the defect or the risk from the defect,
yet after having such knowledge continue to use the Product and was injured.(79]

Admittedly, I vaniene-Injury pltuations, It would be a very unlikely circum.,
stance where the patient w6u,4 *ave knowledge. of the vaccines defective con.
ditlon, especially uner Keet'e second classlflcatono f "defective" product[80
On the other hand, where an appropriate warning has been. given,, and the pa.tent decides t. proceed to take, Uke vaccine, assumption of the risk may be
appropriately raised as a defense, -We conclude that the evidence conclusively
shows that both the (patient) and his physician were fairly and adequately
warned by the (Drug Manufacturer) and he must be held to have assumed the
relatively small risk involved In the use of the vaccine treatment."[81]
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In the previous discussions of warranties, we have exhausted the majority of
defenses available to a manufacturer where a broach of warranty (other than
In strict liability) Is alU]ed482J The defenses of privity, notice of defect, the
"re eent of a sale, and the ume of -sclalmea to warranties in mast states
will most be controlled by theUniform OomMeseial Code.4881 •
I lltstrative of where these defenses have been sucessful in personal injury are
actions brought for breach of warranty for Impure blood. In those cases where
patients contract serum hepititus from blood trasfusons, a number. of court
have held there was no warranty as relates to purity of blood, because the tur-
Ishini of blood by a hospital to a patient was a service not a sale, the latter beilg
a requisite element In wamuty eases. [84

Althooh neWgleme Is not an element, in the Proof oC a Warranty; there is
substantial doubt as to whether or not eoiitrMtutery e. n may be u d as a
detonse.(851 "While there Is authority tote contrary, it is arguably the better
view that ontrlbutoy negligence a such, ip distLuilsked from mispw of
product, Is not a defense"[861 On the other hand where the eesumer uses the
product In an abnormal (uninteisded use) or there the product Is used not In
accordance with instructions, it is generally bees held a breac of warranty
will not be found, because the warranty only xtends to the Intende, use for
whLh the product was manutactured.87] 1 1

Similarly, as to the defense o asmption of the risk courts have tended to
distinsush between a concept of assumption of the risk which isan eteet con.
tributory neILiene where the consumer fale to exercise reamaoble care for
his own safety and an assumpdoa of the risk. where the consumer knows of a
particular danger but voluntarily exposes himself to it4881 In the latter ease,
the courts have suggested that It would be a defense iu a warranty action
"because the plaintiff is assumed to bave, relieved the defendant of any duty to
pIotect him"48. (8]
Dete"e To tt,*f Uabf.fty

Where the nured part falls to show tAO product which Injured bim was
defective, he cannot recover in strict llabllit . TMis failure, of course, is not a
-defense to strict liability but a deficiency In the plaintiff's case. The quantum
of proof required by the law to find the manufacturer liable would be insufficient.

In previous discussions, It has been establed that historic contractual de-
tenses wwre not available &u personal injury aetem predieatd on strict Ila.
biity, 90) even though in a sirmisr action brought for breath of warranty (under
the Unifor i nmenoial Code) the manufatrer could raise those defenses,

,reseAly, legal authority artculat/ the available degses in strio t Uability
action have been limited. There are three possible theories,91] however. upe
which defenses may be established:

(a) The injured party failed to detect the defect;
(b) Th Injured perty knew of the defeat and the danpr aoalated with It,

but continued to w the ptouet; and
(c) The Injured party misuse of th roduct was the cause of the halury
Comment of bection M~kvf(2 ail t amollo arraY Of judicia de-

cuubes have estabUsbed contributory osgflgce in the form of the iajurd
part's failure to detect a products defcivees ts no daftuse to stet Hiabil-
t.91 SimNply, an DJUMe party umde the stMet liability theory has no duty

to inspect, or test for defects n prodaft 6e guard eMiust-po tble deftet
The Restateume1t) WAd another o- extenive array of state and federd

court decisions have held that where the Injured party has knowledp of a dan-
ger and "voluntarily and unreasonably" proceeds to use the defective product,
then aIrmpt of the vei may be * d~finse, M1 and an injyred party may be
denied redovefr whefe be has detbete the d 6tbct ot has been' ne ,of the
deftet, but pr64 to use the prodhet to his detritent4.Wj

thder breach of *amuty, an Inj =A party's mhsuse of a pfoduet or his fatfure'
t6 owq m actfter' Idstructions many w1%tftreovery because the war-
rarty would be viewed a~s only ertendfts t6, Intende use-r#71 tybdz'sOtet- ability, the plnti s Mmllar muli' 6# tfluwe toI folw ettions
may be Utfllied by the manufturer to rNbw the pl#ititfl s emtenffn that hi
injufles were btotigiit about by tl%,i Nafeged" edffeh *atue of the Vouet (961



AWM" VACCU!5

While the major emphasis relates to human vaccines (nd Injuries from their
uehistorcl , litigation began with Injuries sustained~from animal vaccine,
By consideriLg these decisions, a better understanding can be obtained of the
development of trends In Uablity and patterns of recovery. In order to make this
inquiry comprehensive and Illustrative, some decisions, lnvolvinl drugs not
technically vaccines, will be utillsed.
MU"U" (1905-IMe)

Since the turn of the century, there have been twenty cass involving animal
vaccine injures[99] By and large, the majority of these decisions, up until 1960,
were concerned with hog chlorern vaceine.[100)

The Orst vaccine case was in 1906.[1011 The court affned the plaintiff's verdict
holding that not withstanding a manufacturer's warning as to the vaccine being
"for cattle only", the defendant was liable because of his statements to the
plaintiff and the plantirs continual reliance upon the defendant for Informa-
tion eoncerninxg the proper us# of vaccines. TIe plaintiff bad ordered antrxx
vaccine from the defendant who instead sent Mack leg virus vaccine. Upon the
plaintiVs questdouing the sending of the wrong vaccine, the defendant assured
him the two vaccines were similar. 811 horses and two mules died after they were
Injected with the Black Leg vaccine.

This case, of course does not fall within the veetnerelatl Injury category,
where there is some defect In the product It Is, however, the first ease foam4
deahag with vaccines and is one of three decisions, prior to 1966, where the
plaintiff recovered from the drug company.

In 1918, the Supreme Oourt of Nebraska [102' held the Nbraska Serum Com-
pany liable for the death of bogs from allegedly spoiled or poisoned hog cholera
serum. The majority of the court based Its declelom on the ftet the drug cenpany
had failed to show any evidence as to their meeting the standard of care
required In the production of hog cholera vaccine. A dissenting opinion Mg-
gests the majority mistakingly placed the burden upon the defendant where itshould have been the plaintiff's obligation to show the drug company had breached
Its duty of care. Unfort , neither the majority or dissenting opinien sets
forth the evidence In the case.

In 1957, Globe laboratories [1081 was found to have breed that* pressed
warranty found In their pamphlet accompanying the drug. %%e warranty was a
specific statement that the drug. (Olostrdlum prefrlngens Type D bacterin) would
Immunise sheep within 10 to 12 days after admnstton. 2,188 lambs died after
receiving the drug. The Court further f the Company had bread an
Implied warranty of fitness, where tkW plaintif relied on the statements of t~ecompany's agent as to the ability of the drug to provide immunity from enterotox-
emla.

, The decisions do not Illustrate a valid representation of the ttern of recovery
against drug manufacturer. nor assist one in analysing the gal trends in the
Impositon ot liability. The earliest case did not concern a detective product. The
Nebraska seia deelsion Is questionable Is authority mainly because of the
courts s erlal application of the law to a limited factual presentation.

The Globe Laboratories ease may be distinguished from the othei cutmes holding
anet the Injmed party, because of the substantial tMtmber of animals killed.

oe Importantly this decision comes at a time wben the general theory of
proof was In a state of transition, and the eaurt (admittedly ahead of Its flm)
di"ard the earlier requirements of proof that " uon either the theory of neSli-
gence or of breach of warranty, plaintIff's first e is to establish that the vad-
cine was Infected when he bought It, and if he falls in that step, it becomes ImMA-
tralwis an mped warranty of tnerto the sale of such an

The majority of cases prior & 1960, alleged negligence as the basis of llablf-
Ity. (105) The plaintiff lost In every vase mainly beceque of his incapacity to meet
the burden of proof. Part of the plaints burden ortproof was to show the vac-
cine had caused the diswe. Th1e bur ln was too much for the plaintiW to sustain
under the then existing scientife Information. In cases Involving Hog Cholera, the
drug administered by injecting a live hog cholera v" into the hoL and then
within a short period of time theroatter Injecting a O ru which would in of-
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fect kill the virus and build-up antibodies in the hog thus making the hog im-
mune from any wild hog cholera virus. 1061 If the serum was defective it could
not create the requiWd immunity. The hog could contact the diseases from the
hog cholera virus administered as part of the vaccine. Further, if a portion of
the hog herd was .Unnunised by tZe cholera virqs and serum, but another portion
of the herd was not so immunized, the immunize4 hogs would sbd the virus
through their body and pass the disease to the non-Immune hogs.

In these cases, the plaintiff was incapable of establishing whether the above-
situationh had taken place, or if the hogs had died of a wild hog cholera virus.
The proof became more complicated where a hog cholera epidemic was in progress.
During an epidemic, the vaccine would haveno affect against hogs already in.
fected. Even-if the hog cholera vaccine was defective there was no way to prove
the hog died because of the defectiveness in the vaccine or from natural occur-
rence of the disease.[10" "Before it can be said that the cholera in this herd
was the result of the vaccination, it would be necessary to assume that the
hogs had not ah.!ady become Infected with cholera before the treatment; .and
before it could be said that the serum was not gf sufficient potency, it. would be
necessary to assume that they were In normal condition and 4ot suffering from
another disease. We might juist as reasonably conjecture thtt the death of
the hogs resulted from some one or more of the above conditions a, to conJecture
that it occurred because of the Inferior quality of the serum adviiint tered." [106]

Because scientific evidence could not show whether a hog died of wild hog
cholera virus or from the vaccine, the plaintiff was usually limited to an argu-
ment that the drug company had negligently manufactured the product.

In Hollingsworth v. Midwest Serum Qompany,[100] the court revered a
plaintiff's verdict stating the plaintiff had the burden of proving that 4n the
production and testing of the serum, the defendant violated some duty owing to
the public or to the vendee of the product".[110] The plaintiff had claimed tho
company had negligently marketed the hog cholera serum, in that It was of Insufl-
e"st potency to counteract the hog cholera vlrpu Midwest was able to show Its
compliance with all the standard methods for-producing the product and these
standard tests were accepted J)y the Department of Agricmture as appropriate
for testing serum potency. [111]

In.a similar case,(11A] the court deled recovery against the manufacturer-of
a drug company where the plaintiff claimed the product had been contaminated
with other germs and bacteria. The plintiff argued the defendant had a duty
to test its product for contamination and this could only be accQmplished through
utilsation of a certain type of laboratory and tepts which the defendant did not
use.[1181 The court found the defendant had complied with all governmental
regulations as relates to procedum and testing, and there were no requirements
f£r the defendant to have a bacteriological laboratory.

"To say that the prpnucer must conform to all these governmental regulations
regardless of his own judgment and yet that he shall be subject in an action of
damages to the mere opinion of others, that thqre was a better and more prudent
course which shall have been followed Is to challenge the legitimate exercise of
police power of the Federal Government." [1143

Simply, decisions prior to 1966 illustrate the improbability that the plaintiff
would be able to prove, a vaccine was defective. As In the case f hog cholera,
even if the plaintiff could show the hogs died, Immediately after vaccination he
could not show it was caused by the vaccine. Once the drug company had shown
maintenance of all standards for testing and processL.g, there was nothing more
fop the court to do than reverse any judgment In favor of the plaintiff. Clearly,
there was a failure to shoW. causation In fact (115] as well as an inability to prove
the drug company had breached its standard of care.[1161

A Between 1966 and the present, there havb been'seven cases coneerning injuries
caused by animal vaccines or related drugs. Only one denied recovery against the
drug manufacturer. (117] ZX five cases,[118] the plaintiff alleged strict liability
'and in the fifth [119] theoourt found the comppLny had breached an expressed
warranty.

From 1966 to 1909 the Texas appellate courts rendered four decisions In Frank-
lin Serum Company v. loover & Son, (120) The product was not a vaccine,
but for this discussion c" be considered analogous. Plaintiff, Hoover & Son, oper-
ated a ranch where they raised registered bulls. The defendant's product was
Injected in 25 registered bulls. The product Penstrep, was an antibiotic (Peni-
cillin and dibydrosthomycin). Immediately after Injection, 25 bull calves



became violently Ill with 11 dying and the others adversey affected. The plain.
tiffs alleged the product was not fit for its intended use and this unfltnss was
the proximate cause of the calves death. Initially, breach of warranty was the
only theory upon which recovery was sought.[121] The Civil Court of Appeals
noted there had. not been previous decisions involving breach of warranty for
drugs for the sole use of animals. -However, prior decisions relating to animal
or food allowed the application of breach of implied warranty without privity.
The court held the doctrine of implied warranty should be applied under the
"facts and circumstances of the particular case". [122]

In a short affirming opinion the Supreme Court of Texas agreed with the court
below holding the theory of strict liability In warranty should be applied in ani-
mal vaccine cases.[128] These two decisions were appealed on prdcedural mat-
ters, although the court's opinion discussed substantive Issues.

In 1969, the Franklin Serum Company appealed an adverse jury verdlct[124]
Expert testimony showed the percentage of calves adversely affected by the in-
Jection of Penstrep was far above any normal aberration which could be ex-
pected from the drug, J125] The Jury had found the drug (Penstrep) was
unfit.[126] The defendant contended the evidence was insufficient to establish
the unfitness of the serum.

The Texas Civil Court of Appeals held the evidence supported the jury finding
of Penstrep's unfitness for its intended use. "However, tile Q0urt of Civil Appeals
then held ... that the trial court committed reversable eror In requiring the
jury to relate the unfitness of the product to the injury by no more than "produc-
iug cause".[127] According to the Court of Civil Appeal, the absent element oX
plaintiff's case for forseeability.[128] In a prior decision, the Court of Appeals
had held that in products liability cases; a plaintiff would have to prove. he was,
a member of an *ppreclable class of persons whom the drug manuf ctUdrei would
have foreseen to have been injured by their particular product. [1293

The Supreme Court of Texas noting strict liability was often limited "'where
the product was pure but the reaction of the consumer was rare and unforsee-
able" held the element of forseeabillty was not applicable in this case. There
the drug was found to be unfit or defective.[130] "Since the facts are determined
that the serum was unfit and precipitated great hard which was, not a conse.
quence of unique or unforseeable reaction of the user, it follows that the product
was unreasonably dangerous to ordinary uses and that the producer Isliable."[131]

The acceptance of strict liability coupled with the consideration of "forseeabil-
ity" would suggest a possible exception tO Professor Keeton's second category of
"defective products :"(182] A drug may not be considered defective, i.e. a manu-
facturer will not be held liable, even though the drug may cause injurious reac-
tions In the consumer unless the plaintiff can show the drug manufacturer should
have forseen that an appreciable number of persons consuming'the prOduct would
be Injured by some reaction to the product.[188] This concept, unfortunately, bas
an unpredictable acceptance.[184] I

In the only case after 1966 denying recovery against drug company, a federal
court noting the acceptance of the plaintiff where it was shown that during a hog
cholera epidemic the plaintiff failed to properly admihieter the product.[185]
"We are at once confronted with the plain fact that twice as many Bon-Ecine
vaccinated animals survived as died from the hog cholerst'. . . or reasonable
explanation would be thr t something was wrong with those particular hogs at the
time of their injection or else the vaccine-was improperly administered."(1863
Evidence at trial showed the plaintiff 'had commingled immuned hogs with hogs,
not vaccinated. ! 1"

Alman Bros. v. Diamond Laboratoriee(187] Is one of the most important deci'
sions involving vaccines because It shows the courts unwillingness to find any
legal distinctions between human and animal vaccine injuries. The federal court
accepted both statement 402A of the Restatement[138] and the philosophy of
Davis v. Wyeth Laboratories,[189] a decision which held a drug manufacturer
strictly liable for failing to warn a mass immunization recipient of the known
inheient dangers associated with ingesting poliomyelitis vaccine.[140 I

The Federal Court in holding Diamond Laboratories strictly liable for its
failure to warn of the dangerousness of the hog cholera vaccine, acknowledged
Comment k of Statement 402A of the Restatement application of the Unavoidably
Unsafe Products policy[141] which would limit a drugs being classified as "un-
reasonably dangerous". But, "it is well recognized that to come within this
exception an adequate warning and proper instructions must be given to a potent,
tial user of the product"(142] and Diamond had given- no warning.
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With the slift from negligence to strict liability as the foremost theory o:" labil.
ity, the plaintiff's burden of proof took on a new dimension: circumstantial eri.
dence.[1431 In a case involving the injection of a drug for- the correction of
certain vitamin deficiency In lambs, the New Mexico Court of Appeals[1441 held
that although no direct evidence showed the particular drug was defective or
had caused the plaintiff's damage, the plaintiff could recover by meeting hig
burden of proof through circumstantial evidence alone. Similarly the Colorado
Supreme Court,[145] In 'a ease Involving hog cholera, held circumstantial evi-
dence was sufficient to prove the product defective[146] The court relied upon
a recent poliomyelitis vaccine decision hiding Park avisr1471 liable; "it is not
the plaintiff's bIrden to disprove every possible ground of causation suggested
by the defendant nor must the findings of the court meet the standards of the
laborstorian". [148]

Distinctions may be drawn between the decisions coming prior to 1966 and those
that followed. In the earlier cases, the plaintiff was required to prove not only
the specific defect of the vaccine but also the distributor's negligence In allowing
the defective vaccine to reach the consumer.(149] Undet the strict liability theory
which was available In later litigation, tho plaintiff was not required to show the
defendant was at fault, bit could "rely solely on circumstantial evidence to raise
An inference of a dft and get his case to the jury."[lWJ0] Thus, a consumer who
brought an action based on strict liability for a deeetive product had a far easier
burden than the plaintiff who sued in negligence.

The objective of section 402A of the Restatement was to expand the spectrum
of recovery for the consumer who was Injured by a defective product.[111 The
availability of statement 402A and dtreumtantial evidence woun" suggest that if
a plaintiff brought an action In strict liability all he need prove Is that the ant-
mal was healthy at the time of vaccination; the vaccine was administered accord-
lag to instructions, and within a shirt time after the vaccInatIon ta the animal,
It died or was injured.[152)

This evidence would be suffident to ihow the product to be in a "Defective
Condition Unreasonably DangerouW. [158) Even if we were to classifyi the vaccine
as an Unavoidably Unsafe product[1541 in the hopes of avoiding the "unreason.
ably dangerous" label,[155J the manufacturer would have to show he had met
his duty to warn the consumer of the risks Inherent in taking the vaccine.[156)
This duty to warn will be particularly important In the consideration of human
vaccine case, especially those Involving poliomyelitis vaccine.

NUMAN VAOOMu LITIGATOI0

The extent of litigation Involving vaccine Injuries in humans han been minimal
until the advent of Salk and Sabin polio vacnees. Prior to 1980, there were
'three human vaccine Injury cases where an alleged defective product was In-
volved.[157] SIace then, there have been nine deiAons, each concerned with
poliomyelitis vaccine and each terminating in favor of the plalntlff.[158

Historical. documentation of vaccine Injuries in humans is slight. Even though,
small pox vaccinations were given in the 1840's, with other vaccines developed-
later.[159] In the 19th century, there appears to be no litigated vaccine Injury
until 19.[160J In 1920, two children of Mr. and Mrs. Sandel and two others died
from contaminated typhoid vaccine manufactured by the State Health Labora.
tory. Expert witnese testified that the vaccine was contaminated, In that South
Carolina did not permit suits against the state, special legislation was enacted
by the General Assembly to permit Mr., and Mrs. Sandal to seek recovery in the
courts.11611 A jury verdict for the -tate was reversed by the Supreme Court
because the trial judge had given erroneous instruetions(102) The second ver.
dict was for the plaintiffs, again the Supreme Court of South (troina revsed
the decision.(168] The trial court had failed to instruct the Jury on contributory
negligence, there, was some evidence the mother did not follow doctor's Instrue.
tions as to limiting t&e- children's activities after Innoculation.[164] The final
results of the ease Is unknown.

The next two decisions involved anti-rabies vaccine. In Tremalne v. H. KL
Mulford Company,[165] a veterinarian was bitten by'a dog whom he believed to
be rabid. Uaviig taken some of the defendant's rabies vaccine years earlier, the
laintiff called the company requesting information as to his continual immu-
nlty. The company advised him to take the 14 dose rabies treatment because It
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contained killed d bacteria". The plaintiff subseuently died after taking the
treatment. The Supreme Court of Pennsylvania aMrmed a verdict for the defend-
ant, holding that it was "not reasonably Inferrable from the evidence that the
actor's (i.e., defendant's) conduct was a substantial factor in bringing about
harm to anothe.'.[1661 The mere fact the deceased took the defendant's serum
thereafter became ll and died did not constitute legal proof his death was caused
by the serum, or the serum was "negligently, carelessly, and Improperly prepared
and unfit, unsuitable and unsafe for the purpose ntended'.[P16 Tremalue Is
another lUustration of-the plaintifs Inablity, under negUnce, to prove the vac-
cine actually caused the Injury.

In the second rabies case, Carmen v. Eli Lilly Company,[168] there appeared
to be substantial evidence the pl.4 utiff's cause of death was ascending myelitis
"caused by the vaccine that was administered and not to any defect in such vac-
cine and that the result happens occasionally . . ."[1(0 The appellate court
affirmed the Judgment for the defendant holding the plaintiff had been fully In-
formed concerning the consequences of taking the vaceine, This information was
given by the attending physician and the drug company's printed pamphlet (which
the court assumed had been read by the plaintiff). The court found the plaintiff
had been acquainted with .the range of risks associated with the aduinistration of
the vaccine, and after being fully Informed had assumed the risk by tak in the
anti-rabies vaccine. [11
Po omyefti Va e W^96" Lgiof

Bluce 1960, the courts have been concerned with nine major cases relative
to poliomyelitis vaccine Injurles.[171] This does not mean there have only been
nine casm Involving such Injuries, but there are nine appellate ,oscisions in
this are& (172 YThe appendix to this report has attempted to set out in more specocity the
number of cases (litigated, settled, verified and unverfied alledglin Injury
to be caused by poliomyelitls vaccines.

In the Gottsdanker v. Cutter Laboratories [173) Ultigation, there were 68 sepa.rate cases filed against Cutter Laboratories relative tO one mas Immunization
program Involving the distribution of Salk polio vaccine.

"Approximately 400,000 persons, primarily grade-school children had been
Innoculated with Cutter vaccine during a ten day period of mid April (1955).
Over the ensuing two months, 94 cases of poliomyelitis among Cutter vaccines,
... were reported. Thus the period from April 25 to the end of June, 1955
encompasses the events that are commonly Included in the Cutter Incident." [174j

The Interesting thing about Gottsdanker v, Cutter Laboratories Is that negli.
gence could have precluded possibly from being a theory of liability upon which
an action could be brousht175j Admittedly, evidence showed some six lots
of Salk vaccine, manufactured by Citter had amounts of live poliomyelitis
virus, and such has caused numerous people to contract the dread disease. "How.
ever, the methods Cutter used to Inactivate and test its vaccine was generally
believed to assure complete removal of live virus, and seemed to satisfy the
standards of care to which the manufacturing druggist has traditionally been
held." (1261 Thus, Cutter might have overcome tho negligence allegation by show-
ing its manufacturing process met the company's duty of care.

The plaintiffs brought an action in negligence and a breach of implied war-
rauty alleging the vaccine had caused them to contract polio. After a verdict
for the plaintiffs (although the Jury found the defendant had not been negli-
sent). The California District Court of Appeals affirmed the decision holding the
company had breached Its Implied warranty. The court dismissed any require-
ment of privity. The defendant's claim that the plaintiff had not purchased the
vaccine would not cut off the plaintiff's right to recover, for the sale between the
manufacthrer and distributor was sufficient to meet the requirement of a sale
as required In contract law.[177] In essence Cutter Laboratories was found
liable without fault-strictly liable.[1781

"In 1962 the bulk of the polio cases were settled following our unsuccessful
appeal In the Gottedanker case. At that time 54 suits with a total of almost 12
million dollars were settled for Just over 3 million dollars. Since 1962 there h~ve
been eight claims settled for a total of $2MAW500. One additional polio clalm're.
main pending".[179J Oottadanker wak i case Involving strictly liability, (i.e.
breach- of warranty stripped of ItS contractual trappings), It also was a caile
where the product was defective, although It appears that Cutter had no way
of knowing Its safety tests had "fundamental weakneses".[180]
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In I9M5, the plaintiff alleged he had contracted Type 1 poliomyelltls after
taking American Cyanamid's Orimune Vaccine at a physician's office in Ten-
uessee. The Federal District Court dismissed the suit on the pleadings, but the
United States Court of Appeals reversed and remanded. [181]

The plaintiff had originally brought his suit under the theories of breach of
implied warranty and negligen,--Res Ipsa Loqutur. Res Ipsa Loqutur is an
'evidentiary doctrine which allows the plaintiff to raise a presumption of negli.
gence without specifying the defect.[182] "When the thing is shown to be under
the management of the defendant or his servant, and the accident is such as in
the ordinary course of things does not happen if those who have the management
%se proper care, it affords reasonable evidence in the absence of explanation by
the-defendant that the accident arose from want of care." (188)

The Court of Appeals afi armed the trial court's decision as to breach of war-
ranty not being appUcable because Tennessee required privity, and there was
none in this case. Conversely, the trial court had erroneously rejected the plain-
tiff's argument og Res Ipsa Loquitur as an appropriate theory of recovery. The
trial court had held there was no common experience which suggested polio
could be contracted by negligence of the drug manufacturer. The appellate
court disagreed pointing out that for at least five years prior to the instigation
of the suit polio vaccine had been used throughout the country. "We are of the
opinion that there is a common experience relative to the use of Sabin oral vaccine
as a result of the program of mass administration of the drug...." [184] The
case was ultimately settled for $10,000.

In two cases of similar facts,[185] involving the administration Parke-Davis'
Quadrigen, the company was held liable. Quadrigen was Parke-Davis' combina-
tion of poliomyelitis vaccine with their triple antigen product: diptheria toxoid,
tetanus toxold, and pertussis vaccine. The product was found to be defective;
the poliomyelitis component in conjunction with the preservatives caused the
vaccine to become unstable. In November of 1982, the company halted all produc-
tion and marketing of Quadrigen. [186]

In the Stromsodt case,(1871 three month old child, received from a private
physician, Quadrigen. The ramifications were extremely tragic. "Uncontroverted
medical testimony disclosed that he had damage to the brain and centrtal nervous
system." [188] An action against Parke-Davis alleged both breach of implied
warranty and negligence. The federal trial court found that Parke-Davis had
breached Its Implied warranty of merchantability in that Quadrigen was a
defective product. The defendant's assertion of lack of privity was dismissed by
the court because North Dakota did not require privity. As to negligence, the
court found Parke-Davis was also liable. "The danger (189] must be reasonably
forseen and the Injury must be proximately caused by the failure to warb. The
defendant knew or should have known that Quadrigen might cause Encephalo-
pathies In some users and to arn of the danger." The court supported its find.
ings because Parke-Davls received information of patients having severe reac-
tions to Quadrigen, but the company made no effort to determine the cause of
these incidents or to warn the consumer or Inform the governmental agencies. [190]

On appeal, the judgment was afflrmed.[191] The court agreed the product
Quadrigen was defective, and the company had breached the implied warranty
of merchantability. As to negligence, the Court of Appeals stated the lower court
was justified in finding Parke-Davis negligent because of the company's inade-
quate warning of possible dangers. As to knowledge of the Instability of the
drug, the courts stated "when this Information came to the attention of Parke-
Davis, It should have taken steps to warn the medical fraternity of the facts,
even though the adverse affect Involved only a statistically small percentage of
those upon whom it was used." [192) The warning Parke-Davis had given was
held to be Insufficient to convey the known dangers to the majority of the
medical profession.[1981

Tinnerolm v. Parke,J194] a New York case, had the exact same facts as the
Stromsodt case. Only in Tinnerolm, the plaintiff,sued In both expressed and im.
piled warranty as well as negligence. The District Court quickly eliminated the
hurdles of privity and the necessity for a sale and found that Quadrigen was
defective product and thus breached the implied warranty of merchantability.
"Whatever definition (of defective) is used, in my opinion the proof amply sus-
tains the fact that Quadrigen was defeqtive and that the defect was the proxi-
mate cause of the injury sustained... "[195

As to the issue ,of negligence, the court found Parke-Davis had negligently
failed to test the product after receiving evidence that the quadruple antigen
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was unstableJ196j Further* the court, as in Stromsodt, found Parke-Davis had
not met its duty to warn the,nedlcal profession of the inherent dangers in
the Product U197

In these two cases one flids all the nomenclature relative to the pronounce-
ment of sotrct liability, without the courts actually labeling liability under that
theory.(198] Breach of warranty was found, notwlthstadding the absence of
privity and sale, with the use of the "defective" product label Further, within
he court's discussion of negligence wq see It imposing the duty to warn.[199]

Therefore, the next logical extension of. tort liability would be In the direction
of finding a drug company strictly liable in that their product was In a defective
condition unreasonably dangerous because the drug company had failed to warn
the consumer. The case was Davis v. Wyeth Laboratories [200]
Dai and Redes, and the Detg to Wan

In March 1968, a mass Immunization program was begun by the Idaho Falls
Medical Society. The Plaintiff went through one of the clinics receiving Defendant
Wyeth's Type 8 Sabin Polio Vacine. Within a month, Plaintiff was diagnosed as
having Type ,8 poiiomyelltis, :Davis brought an aetlon against Wyeth alleging
negligence, breach of warranty, and strict liability. The Jury found in favor of
Wyeth, but the federal appellate court reversed. [201]

In Davis, we find the plaintiff bringing an action against the drug company
for Its negligent manufacture of the drug, Its negligent failure to warn of the
dangers of the drug, strict liability, and breach of an implied warranty of fit-
nes[202] The appellate court held the trial court had not committed error by
submitting the case to the J0 on the theory of warranty rather than strict
liability because both theories were the same.[208 Nonthelews the court con-
sidered the duty to warn within the theory of strict liability. "While appellant
alleged negligent breach of a duty to warn as an Independent claim, we regard
failure to warn, where the circumstances of sale Impoged that duty, as exposing
the vendQr to strict liability of tort (pr to liability for breach of warranty if
that approach is used)." [204]

In adopting the Restatement's position on strict liability, the pourt held Sabin
poliomyelitis vaccine was within the category of Unavoidably Unsafe product as
announced In Comment k. "As the comment strgwses, however, strict liability
Ip avoided in these situations only where the sale Is accompanied by proper
directions and proper warnings ... In one sense, the lack of adequate warning
is what renders the product 'detective'"

A "balancing test" was aunouaced relative to the duty to warn.1207] A known
rik in an Unavoidably Uniafe product must be balanced "by full disclosure of
the existence and extent of the risk involved"'.[208] The duty to warn on the
part of Wyeth arose when the company was aware, from the Burgeon General's
report,[209] of the susceptkbllity of adults to unfavorable reactions from the
administration of Type 8 poliomyelitls vaccine. This would ha; beei six months
before Davis participated in the mass Immunization-progiAm. While the court
admitted there are circumstances where the risk Is so minor that a warning
would be unnecessary, it reected Wyeth's contention that the one In one million
possibility of a reaction trom the vaccine was so minor as not to create a duty
to warn. "When, In a particular case, the risk qualitatively (e.g., of death or
of major disability) as well as quantitively, on balance with the end sort to be
achieved, to such as to call true choice judgment medical or personal, the warn-
ing must be given."[2101

The package insert contained warning. It accompanied each vial of the vaccine.
The company's gave a warning to the medical society. BothA were found to be
insuMclent as meeting the duty Imposed by statement 402A of the Restat-
ment[211] Admittedly, warnings concerning prescription drugs given to pre
scribing physicians would meet the test, Lt in Davis, there was a mass Im-
munisation program and no attending physician who could have ascertained and
balanced the risAW "In such cases, then It Is the responslbllty of the manufac-
turer to see that warnings reach the consumer, either by XtYl p warning itself
or by obligating the purchaser to give rarning."[212 Here Wyeth knew the
warning, were not reaching the consumer. [21
- In the recent decision of Reys v. Wyeth Laboratories,[214] an eight month
old child contracted poliomyelitis after receiving Wyeth's trivalent polio vaccine
during a mass Immunization prograr4 In a rural Texas community. The Jury
determined Wyeth Laboratories was strictly liable for the injury notwlthstaw.
Ing the fact there was a polio epidemic in progress at the time of hmmunisatfo.
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Medical evidence suggest the child had contracted a wild strain of poliomyos
Its1215"

Wyethrs vaccine Was elassifled as an "Unavoldaby Unsaft producrt[216] In
determining whether Wyeth was strictly liablev thb court establlshoe a two -- A
analysis. first , whether the product Is to unsat that market/a ft at .is
'unreasonably dangerous per s', and, if not, wthe; the product ha been intro.
duced into the stream of commerce without sueimt safeguards and is thereby
'unreasonably dangerous as marketed'." [2171 1

Enlarging the Davis decision's 'ialanclng test", the court found Wyeth's vae.-
ine not to be unreasonably dangerous per s, because the legitimate public

health Interest Involved In having polio vaecne available for public use far
outweighed the 'Otential harmful affects the vaceiw might cause.[2181

Wyeth accepted the Court's classification of the vaccine as an "Unavoidably
Unsafe" product,2191 when it should have contended that unlike the Davt
case, there were no known risks to the Raes chld or similar recipients. This
camfication was In effect an admission that the vaccine was dangerous which
in turn established Wyeth's duty to warn.[220 %hU Court held Wyeth's fatiur.
to warn the Res family of the known dangers ot polio vaccine caused the vae.
Olne to be considered defectie and therefore, "Unreasonably dangmou as mar-
ketedn.[221J

Wyeth contended Its warning to the Texas Department of Health was suf-
lent to meet any duty to warn. The court held otherwise: "In the case of a pre.

scription drug which Ii unavoidably unsafe, and as to which there Is a certain
though small risk throughout the population, there must be either a warning-.
meaningful and complete-or an Individuallue4 medical judgment that this treat.
ment for medication Is necessary and deslrable for this patient."[222)

Thus, under the rational of Davis and Reyes, the concept of strict liability as
to prescription drgs has become more analytical and possibly strer. The fto-
tore of causation o inJury and dangerousness can be shown through edreumstan.
tial evidence[2281 Thereore, the determination of liability as to 64n unlvold.
ably urisfe drug" (not defective in the sense of Impurity) pro"ees on twoalte ,Lves.

First, where the probable public harm outweighs the benefit td the public from
having the prescriptLon d rug available, the drug will be considereS ,'unreason-
ably danserouit per se".[2241 Iln the case of polio vaccine, the availability to the
,public was more Important as to public health policy than the possble danger it
might cause by Its administration.

Conversely, where the danger Is known, notwithstanding the pureness of the
prescription drug, the drug company wil be held liable unless he warns of the
known danger~t2251 Normally, the warning need only go to the physi eian, but
In mass fmmunlsatlon program, the warning must go to the ultimate consumer
unless It appears there Is a physician present during the administration of the
drug who can make a. "mndividnalize medical judgment that the treatment or
medication is necemay and desirable for the patlent.'[WM ,
NMwi~ftow to Pu SUd H#Wtk PoUm

Vbere personal Injuries have been caused' by highly technical productM, the
courts through subtantlve statements of law and polie have sought to protect
the consumer. An fn.mod party has a far greater poisbJity of eahlevIng re-
eovery under strict liability than he bad ever had under theories of negligence
or breach of warranty. The underlining public polity permeating this desire to
assist the Injured has been termed 'risk dlstrlbutlon".]r2l OTh purpose of
such libility (strit liability) Is to InMure that the costs of tiJurlee resulting
from detective products are born by manufacturers that Put such products on
the market rather than by Injured persons who ate powerless to protect them.
selves". [22"

Instead Of having the consumer bear the ultlmste costs of Injury, the "risk"
Is dlMbut*d to other segments of the community who can more economically'
absorb the costs brought about the defective drug. The distrlbton of rixk can
be to the drug mathfacturer who Is then able to pes on such iost through ln
greased prices of Ifs products; or by the governmefnt where the costs can be born
by the taxpayer. Of qoure, where a pbyelat Is involved, the'risk ma" be born
by him rather' than his patient or the coat absotbed ekher Ill Increased medlea
costs or through malpradice Insurance. [2291 I

go far, the focus of risk distribution appears to be maly e mcerned with
economical Impacts: (a) manufacturers are amumed to be able to eliminate
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losses from detective products by updating quality control activities in the pro-
duction of their products; (b) products liability damages are classfied an part
of the cost of doing business; (a) economIc risk is the more lmportant factor-
in the promotion of-conmer protection from detectve products.280]

It Is suggested that where a drug meets established proucuon standards to the-
extent to which scientific knowledge and technology can determine, as ii the
ease of poliomyelitis vaccine or other "Unavoidably unsafe", drug. risk dis-
tribution concepts may have a limited effect on the manufacturer's quality control.
desres Further, in an oligopoly, as the d industry, the ability of any manu-
facturer to absorb the cost of injuries may be limited.[2811

But the major disagreement with "risk distribution", is the failure to recog.
aim that In the case of pollomyelitia yaccines and other similar drug, there are-
other major risks which may be distributed which will have a substantial negative
etect upon society's desire to protect tb* clien from communicable diseases.[282

As a means of Illstrating those risks, we need only apply the requirements o
the Reyes decision to the Implementatton of Immunisatlon program In the Unites
States'
DWp to WOr

As to prescription drugs, the drug manufacturer, according to current strict
liability policy, need only warn the physician of the possible dangers of the-
drug.1288 "Since the physician usually decides whether a drug should be pre-
scibed, a warning to physicians Is ordinarily .qn that Is required; the manu-
facturer need make no effort to communicate with the consumer hlmself."[284J
Therefore, the burden is placed on the private physician to inform his patient
of the possible dangers associated with a particular drug. The Reyes and Davis
decision require the drug company to inform the ultimate consumer in the mass
Immunuisation program of the possible dangers[285J If there Is an attending
physician at the mass Immunisatlon clinic It may be sufmieent for the drug com-
pany only warn that physician. If this warning is sufliient, the burden may now
shift to the physician to inform the vaccine reclplent[236S Thus, the first risk
would be the possible expanded exposure of physicians, whether operating in
their own office or mas immunisation clinic, to liability In not Informing their
patients of the possible dangers of a vaccine. The second risk is the reduction
In the effectiveness in mass Immunusation programs, Le. what will be the reac-
tion of the patient when he is Informed of the dangers associated with the vac-
eine? The third risk relates to the utility of a warning In a mandatory Immuni-
satlon program.
Nepased A6M9V Wr the Phyafdas

Today, vaccines such as poliomyelltia measles, are administered more often
in the physician's offe than through mass Immunisation programs. This tp
especially true in pediatrics, whe every young child receles his or her Initiat
Immunization to communicable diseases.

Recently, there have been three cases Involving poliomyelitis vaccines, where
a parent of a child receiving the Immunization contracted "vaene-like" polio.
myelitis.12371 As in the cases Involving hog cholera, viruses,'whether naturally
produced or vaccine-like, can be shed through the fecal-oral route. In fact, this
Is the most common for the transmission of wild poliomyelitis. In these three
cases, the parent had not been immunized against poliomyelitis and they con.
tracted a "vaccine-like" strain of poliomyelitis through the child's feces which
contained the virus. Most likely, the contraction of pollemyelitls was brought
about by the parent's handling the child's dipars. (2381

What Is the extent of liability of the private practitioner for administerinr
polio vaccine to his patients. It in fact, a proper warning has been given by the
drug company to the physician, and the physician gives the poliomyelitis to
one of his patients, Is there any possibility that the physidian may be held liable
If his patient contracts pollomyelltls? The answer appears to be yes. The law has
long recognIsed a duty on the part of a physician to Inform his patient of dangers
Involved In surgery. (2803 This duty has been founded upon the doctrine o in.
formed consenL (240] Unlike the duty to warn In I 402A of the Restatement, 12411
the duty within Informed consent Is based on the theory o negligence.[2421 Ad-
mittedly, a patient Injured by a vaccine would have a harder burden of proof in
shwtng the physician negli_,,,ent, than the patient would have In case where he
could show the drug company had failed to meet Its duty to warn. Of course, Il-
lustrated here Is the dicotomy found In the liability standard as between the
drug company (i.e. strict liability) and the physician (Le. negligee), a
clearly the drtg company is held to a higher duty.

76-871-76---12
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Presently, there are few "Informed consent" decisions involving physician's
failure to acquaint patients with known risks associated with the taking of
drup.[2481 Because recovery Is based on negligence, physicians have only been
required to make a reasonable disclosure of known risks "... . the typical
formulation of the Informed consent doctrine requires only that the physician
disclose substantial risks that are forseeable." [2441 In the three cases above,
would the drug company have a duty to warn of these possible drcumstances?
Whether the drug company did o~r did not have thY, duty', would the physician
be required under "Informed consent" to inform bls patients of the possible
occurrence? Expand the physician's role beyond his office to where he Is par-
ticipating in a mass Immunization clinic. If the drug company can avoid their
own liability by properly informing the physician (thereby having the physician
absorb the greatest portion of liability), will the courts allow tht' ostensively
shifting of the duty to warn to a person whose liability will be harer to prove to
will the courts enlarge the phyidcian's duty under the doctrine of informed
consent? Previous public policy considerations wtthn the domain of "risk dis.
tribution", suggests that In such a situation the duty of the drug company will
be raised even higher or the physician's liability will be expanded, or both. (2451
"Risk distribution" theory mandates the continual protection of the consumer
from vaccine-related injuries. This is sppporte4 by the Reyes decision. [2461 It
establishes more dramatically the possible imposition of expanded liability to the
physician. Whether the patient is injured by a vaccine received in a physician's
office, or at a mass immunization program, supervised by physicians, It appears
unlikely that the courts will deny recovery for Vyccine-related injuries.
Reaction to Wartslga

"Mrs. Jones, before I give your son this dose of poliomyelitis vaccine, It is my
duty to inform you that upon his taking this vaccinne there Is a possibility .. "
(24?) Any parent hearing such a statement from a pediatrician wou;d most likely

balk at their child's taking the vaccine. It is believed a similar reaction would be
found in a mass-immunization clinic where such a warning would be given as
riqtlred by the Davis and Reyes decisions. "If these two courts actually ex-
pect these 'warnings' to be given and heeded-rather than treating the situation
merely as a convenient way to hold a commercial defendant to strictly liable.
ity-then the 'warnings' no matter hkow unnecessarily alarming In the judgment
of a physician or public health officer, must be expected to have theli desired
effect. Sizeable numbers of people, under this assumption, will refuse vaccines; In
cases like that of Anita Reyes, the refusals would be among the parents of young
babies. These children are the very group which needs the vaccine most. They are
constantly Increasing source of unprotected people. As these babies grow up
and other parents refuse vaccine for new-born babies, heeding the warnings gi,' en,
more and more people would go un-immunized... The very child they thought
they wer6 helping b requiring a warning to be given of the remote risk of
vaccine-associated disease would be the pool in which the new epidemic would
grow". [248]

It is one thing for a court to pronounce that a warning can be devised which
will be simple enough to be understood, legally sufficient to meet a duty to warn,
and not so phrased as would stifle mass-Immunization efforts. On the other hand,
how many people will assume the risks?
Warxinga and Mandatory Immunizaton"

It is constitutionally permissible . for the state to require citizens and
animals to be Immunized against communicable diseasem.[249] Further, school
authorities have the constitutional power to prescribe vaccin#tions as a condition
precedent to attending school. [2501

A parent is required by state law to send his child to school. The parent Is also
required to immunize his child before the child will be admitted to school £2511
Because of these requirements, the protection association with a warning con-
cerning "unavoidably unsafe drugs" may be transparent. The parent has no
choice, he must subject his child to immunization or face possible criminal vio-
lations for failing to enter his child in school. Most probably he would like to
enter his child In school and have his child Immunized, but the warning of the
various risks associated with the Immunization will cause him undue frustrtlon
and confusion.[2521

Similarly, a wirning to a farmer of a possible risk Involved in administering
Brucellosis vaccine to cows Is no warning at all when such vaccination is re-
quired by the state. In mandatory Immunization programs, a warning becomes
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a fiction.[25,M There is no choice on the part of the parent, or other persons
receiving the vaccine. The court in Reyes, suggests that onp would have a choice to

tbe inoculated with '"illed virus Sak vaccine, either tV provide complete immu-
nity or as a precautionary prelude to ingesting oral vaccine. E254] The problem
is there are not always alternates o h In the cae Of measles, or small pox
vaccine. Further, Salk vaccine Is yodibly no longer available and if It was, do we
warn about the possibilities of another Gottsdanker (2551 incident, and even if
not, any warning would stiU provide no protective fuaction where the patient
must take the vaccine.
Cowislo#Aoi

It has been recently emphasized by U.S. Public Health officials that society
has taken a laxadasieal attitude towards poliomyelitis and polio immuniza.
tions.L2] This attitude may be attributed to the large exposure given to the
decline of polio in this country and to a significant degree upon the fact many
of today's younger parents had no association with the polio epidemics of the
1940's.

If one was to predict the coming of an old crisis, poliomyelitis may well be
it. Disinterested parents confronted with "danger" Warnings, physicians seeing
expanded exposure to liability front giving vaccines, and the possibility of limited
production of &toelne because of drug company's hesitancy to absorb almost ab.
solute liability for these products, suggests an ex#emely unhealthy environ-
ment upon which to perpetuate the eradication of a dred disease

The law may not be able to handle the disinterested parent beyond requiring
him to vaccinate his children. Yet, decision makers can utilize the authority and
power of the law to solve the problems developed by litigation Involving vaccine.
related injuries. It must be recognized that iotwithstandtng the emphasis of this

*rtlcle, vaccine-related injuries, verified and unverified, are an Infhnitestimal
group as compared to the number of persons (and animals) who have been ef-
fectively immunized, without Injuries. Our concern is with those cases, such as the
-ones which have been litigated, that have a tremendous effect on public health
policy In the United Sta :.L Can we allow personal injury litigation to negate
the benefits of mass immunization? Should qve allow judicial pronouncements to
discourage the public from seeking iz -unIty frov commurleable diseases? The
answer is simply no, and a solution has been suggd (2573

A solution involves a liability policy which allows the injured party to seek
financial renumeration through a tribunal other than the normal state or federal
judicial systems. A no fault plan, a workmen's compensation board, health in.
surance program, or some other form which will compensate vaccine Injury vic-
tims in those rare but tragic cases. Hopefully, such a solution will promote the
continual production of vaccines by manufacturers, reduce possible expansion of
liability to physicians and promote public health programs seeking to eradicate
-communicable diseases, all without the necessity of alarming the public.
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to participants of a mass Immunization program. Davis v. Wyeth Laboratories,
supra note 45; Reyes v. Wyeth Laboratories, supra note 214. .

234. Id.; See, Calabresi and Hlrschoffj supra note 226 at 1072n; AfThus In. drug
cases it may be assumed that If a manufacturer warns the doctor of a slight

S risk associated with a valuable drug, the doctor is thereby placed in a better
position than the manufacturer to make the cost benefit analysis. 8ee, e~g. Davis
v. Wyeth Laboratories, 399 F2 121A80 (CA9 1968)s This will not necessarily
be the case. See pp 1062-3, supra".."

235. Davis v. Wyeth Laboratories, supra note 45; Reyeu v. Wyeth Laboratories,
supra note 214.

286. Reyes v. Wyeth Laboratories, supra note 214 at 1295.
237. Nelson v. American Cyanamid, Civil No.,'8W781, Superior Court, King

Co., Washington. Father ol a trivalent polio vaccine recipient (a two year old
son) contracted Type 2 poliomyelitis. It was alleged that the polio was contrac.
ted through the fecal oral route. The case Is medically reported in Swanson,
McAlster, and Peterson, Poliomyelitis Associated with Type 2 Virus, 201 JAMA
771 (1967) : Two instances similar to the Nelson case, are/now being litigated:
Givens v. American Cyanamid, filed in Polk Co., Florida, and Otte v. 0. Pfizer,
filed In Rock Island, Illinois; Letter from the Plaintiff's attorneys, August 8,
1974. See also, Morse, Rubin, and Blount, Vaccine Acquired Paralytic Pollomye-
itlf In An Unvaccinated Mother, 19 J AMA 1084 (1968).

23 Id.
239. See Schloendorff v. Society of New York Hospital, 211 NY 125, 105 NE 92

41914) ; Salgo v. Leland Stamford Jr., University Bd. of Trustees, 154 Cal App2
560, 817 P2 170 (1957) ; Plants, An Analysis of Informed Consent, 86 Ford. L.
Rev. 689 (1968) ; Landsverk, Informed Consent as a Theory of Medical Liability,
1970 Wis. L. Rev. 879. A

240. Id., See, Comment, Effects of Increased Litigation, 215 JAMA 1043 (1971);
Comment, Informed Consent, 214 JAMA 1888 (1970); Comment, Informed
Consent, 215 JAMA 1611 (1971).

241. Restatement, Comment b4 This Comment is concerned with Strict Lia.
bllity under j 402A of the Restatement.

242. Plante, supra note 288; See also, Comment. Informed Consent In Medical
Malpractice, 55 Cal. . Rev. 1398 (1967) ; See, Merrill, supra note 19 at 52.'

243. Professor Merrill in his outstanding article on compensating drug injur-
ies, supra note 19 at 50-68, points out the numerous variations where a physician
may be held liable for drug injuries. Here we are concerned with the physician's
failure to warn of known risks associated with the drug. "... the few cases
In which physician liability was predicated on failure to obtain consent could
have been decided on a theory of failure to observe label warnings or instruc-
tions." at 66; n.b. The Texas Health Department who distributed Wyeth's vac-
cine In the Reyes case did obtain a signed consent (release) form from Mrs.
Reyes at the time of the immunization, Reyes v. Wyeth Laboratories, supra
note 214 at 1270.

244. Merrill, supra note 19 at 65.
245. See, Rheingold, supra note 188 at 989; "In summary, medical malpractice

should be regarded as terminating manufacturer's liability only where the acts
of omissions of the Doctor are unusual, gross, and unforseeable." at 990.

246. Reyes v. Wyeth Laboratories, supra note 214 at 1294; The Fifth Circuit
Court of Appeals was given the opportunity to probe the policy Issues raised by
the Aminius Curiae: The American Academy of Pediatrics and the Conference
of State and Territorial Epidemiologists. These two organizations asserted that
if the duty of the drug company to warn of inherent risks was to be expanded
to require a direct warning to the mass Immunization participants, the court
must balance such an expansive doctrine against the possible Inhibiting effects
upon mass Immunization programs. The court's lukewarm concern with these
policy considerations was Illustrated thus by; "We believe that a warning ad-
vising a patron of a public health clinic of the relative risk of contracting
polio from a "wild" source against the slight chance of contracting It from the
vaccine would not be terrifying or confusing." at 1293; See, Brief For Ameri-
can Academy of Pediatrics at 4; Brief for Conference of State and Territorial
Epidemiologists at 2L'
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247. Cf. Miranda v.Arsona, 848 U.S. 486 (1988) ; Mbrrll, supra note 19 at 91;
"The present system places the ultimate consumption decision on the physician,
and phltsieans vary In their willingness not to' mention ability to provide pa-
tients information about the drup they prescribe". Compare with Professor
Calabresi's statement, supra note 288.

248 Brief for Conference of State and Territorial Eptdemlologlts, at 23,
Reyes v. Wyeth, spra note 214.

249. See, Jacobson %, Massachusetb, 197 U.S. 11, 255 S. Ct 858, 49 L. Ed. 643
(1904) ; Vlemlster v. White, 84 NYS 712 (NY 1908), Ad 72 NE 97 (1904) ;
General delegation of Power. to Guar g t Spread of Co&.elous Disease, 8.
ALB 886,841 (1920); Constitutionality of tute For ()ontfl of Diseases of
Livestock, 05 ALT 25 (1980).

250. Power of Municipal or School Authorities to Prescribe Vaccination or
other Health Measures as a Condition of School Attendance, 98 ALU 1418 (1984).

25. See, Vernon's Texas Civil Stat. Art. ON e. 6 9a (1974) ; Mich. Comp. Laws.
Anno. 1829.521 (1900)' 1501 (19W7), 1821 (195) ; West's Fla. Stat. Anno.
1 282.082 (1971) ; Rom v. Wyeth Laboratorles, supra note 214 at 19

262. See, Brie For Coherence of State and Territorial Epideniologists, supra
note 248 at 22 - I

28 Of. Oonuor v. 0arlton, 228 B0 824 (Fie.-21M).
254. Reyes v. Wyeth Laboratories, supra. note 214 at 1298.
25& Gottsdanker vi Cutter Laboratories, supra note 178.
256. See, Diseases That Should Not Happen, '15 Mad. World. 88, 41 (Sept. 27,.

1974) ; See also, Presidential Proclamation 4829; Immunization ACtion Week,,
1974, 89 Fed. Reg. 87829 (Oct. 28, 1974).257. Se Wllis, Products Liability Without Fault, Some Problems and Pro-
posals 15 Food drug & Cow. [4. 6048 (190) ; Franklin, Replacing the Negli-
gence Lottery; Compendation and Selection Requirements, 53 Va. I Rev. 774-
(1967) ; Merrill, supra note 19 at 107; Any soltLon will have to be able to provide
an avenue where by persons injured by vaccines may be fully compensated
while reducing accident related costs. The issue which will remain open even
though such a solution Is implemented Is whether the existence of a solution
will abrogate the necessity for warning vaccines of the inherent risks in taking
the vaccine. If the warning requirements remain then the limitation upon public
health policy exists. Further, if such a solution abrogates the manufacturer*
duty, what about the duty of the physician to warn?
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APPENDIX B
The following is a list of unverfedinstances of human vaccine-related Injure

les; The term "unverlhed" Is used'1u the sense that a Judicial decision has not
been rendered as to the liability of a drug company for vaccine injury. Some of the
instances set forth below have been "onedically verified" or have been verified by
attorneys to the injured parties. This form of verification Is not oonsadered, for
the purpose of this report alone, to be substantive of authority.

L Nelson v. American Oyanamid, Civil NO., 668781, Superior Court, King
County, Washion. Father of 0Uo trivalent vaccine recipient, a two year old
son, contracted Ttpe2 poliomyelitis. Medical study reported: Swanson, McAlister,
and Peterson, Poliomyelitis Associated with Type 2 Virus, 201 JAMA 771 (1967).

2. Two instances similar to the Nelson case, above, are being litigated. Givens v.
American Cyanamid, filed in Polk County, Flotida; Otte v. Pflzer, filed in Ili-
nois. Source: Letter from Plaintiff's attorney, August 8, 1974. See also, Morse,
Rubin, and Blount, Vaccine Acquired Paralytic Poliomyelitis in an Unvaccinated
)Iother, 197 JAMA 1084 (166).

& "At the time of the Grinnell/Benedettl decision (1969), we had several
other Sabin cases pending n the office, all arising out of the 1962 Bay Area K.O.
Polio Camplign. In light of the grinnell decision all of these cases were settled
out of court, as were a few maverick Salk cae." Source: Letter to author to
Plainti s attorney, July 12,19T4.

4. Factual instances similar to the Davis, and Griffin decisions hitve brought
about the filing of suits for vaccine Injuries in the states of Idaho (3 cases),
Pennsylvania (1 case), and Oregon (2 cases). Source; Letter of Plaintiff's
attorney, July 9, 1974.

5. After the Stromsodt decision, two other cases were filed In and later settled
l4 North Dakota. Similarly, two cases were filed in the Los Angeles California
courts and were settled. Details of these cases are retained by tl.e attorAeys of

r.In -Spencer 1. Cutter Laboratories (California unreported case, 1956), a
California Federal Court dismissed an action brought by Tennessee residents
claiming a cause of action base4on a defective Cutter polio vaccine. (See, W.
Freedman, Allergy and Products LIability, 61,451 (1961).

7. Other vaccine-related injuries are set forth in specificity in the following
Medical Journals.

a. Balduzzi and Glasgow, Paralytic Poliomyelitis In A Contact of a Vaccine-
Vaccinated Child, 276 N. Eng. J. of MOd. 796,(1967).

b. Henderson, Witte, Morris and Lanmuir, Paralytic Disease Associated With
Oral Vaccines, 190 JAMA 41 (1964).

C. Oral Polio Vaccine Communications. Oral Poliomyelitis Vaccines; Report
of 8pecial AdvisoryCommittee, 190 JAMA 49 (M).

d. Otolley, et aL Polomyelltis Associated with Polio Virus Vaccine Strain,
1 iLact 661 (1968).

e. Hopkins, et. al., Surveillance of Parltie Poliomyelltis In the United States,
210 JAMA 694 (1969).

f. For both the historical and the exhausting study on injuries relative to
poliomyelitis vaccines, See, Nathanson and Langmuir, the Cutter Incident, 78
Amer. J. of Hygiene, 16 (1963).

APPENDIX,
MEDICAL IwrORMAnXO CoKOqXm= VoCCINX CAWs ,

Borry v. Ameri a Oyaimd
On August 22, 1962 the plaintiff (22 year old male) In this case went to a local

physlican. In Trenton, Tennessee where he received one dose of the drug com-
pany's Orimune (Type 1). On August 80, 1982 the plaintiff became ill He was
hospitalized from September 8, 1962 to November 1962 and then again at Warm
Springs, Georgia from December 18, 1962 until June, 1M . The extent of his
physical damage was partial paralysis of the body which required him to wear
a!full length brace on his right leg. He at the time of suit had muscle weakness
throughout his entire body.

Documentary evidence or testim0by of expert witnesses were not'taken be-
cause the trial court. dismissed the suit on the pleadings. The appellate court
in Tennessee reversed the case and the patient settled for $10,000 in damages.
There was no mass Immunization program. Thete was no epidemic'in the
vicinity at this timd.'



184

Noieos. v. Amerfc* Owam4tf
On Janugr. l in Seattle, Wsblint the platiff (80 year old male)

brought his two ywear old son tp the Ioa lan tp re*ve Poo yaeen-(manufatured bz th drug compa, O nuiie, Tg Went). On February 10,1 ,
the plintif becam il ad on Ye~ba ' 14, was tapllseL He was released
from the boq4tal on June 8, 9 witb reldua.musc.le weakmei, wasti and
required leg braces. He was d as hjvlng T * poliomyel tis,

The plaintiff alleged that he contracted pollqyeltlsby wayAo his Ififant sohi
excreting vYtulent vlrus which waeL his son se stem because of the recelpt, o
vaccine. Blood and stool epcim exhibited a vaccae-Ike vix" in both t6e
infant son and the ptalnt Ther woo no mass lmmto program or
epidemic peoceeding at this tme. As t9 clinical and j9aratory mnrrmatton sup.
porting "vaoet~liIe" virus, see 201 JAMA 7TJ (16).
OuiW ,gan t t. Pftlue

In January in 193, this 15 year old male received zpe 1 8bM( polo vaocfn
at a mass immuni;aUou program sponsored by the TUa Coup Medical Societ
and the Tula Ci-Uoalth Department Wb mas Immun1fatoio program, w48
miuimalnln assisted bY the drug company. The pr m initially Plated fOr tl:W
tal of IWO had ben postponed be mcse of a Ip*ble epideinle itiatlon. .

Approximately, a week and a half to two weeks later the plaintiff exbibiteo
certain los. of muscle coordination aud was hospitalized from March *4, 1908 to
March 14, 1983 and was later readmlttd on the Oth of April, 1968'or an tn-
known period of time.

There is some question whether the appropriate stool and blood tests Were
taken. If they were, they were not made available at trial and were considered'
lost The plalntiffs extent of- physical Injury wvsi a loss of certain jmnuae .to-
ordination, a flopping fo9t. Rep there was also some question as$to the extpft
ot physical damage. Because of the lack of evidence presented by the plaistints
counsel relative to the eztqa of phbplcal damage and documentary evidenceit is rather hard to determine what proof of Iollomyelltla or physical, damage
there was to the, plaintit Four physdclans testified as to the plaintdft's par-
ticular Illness. T*o stated It was not poliomyeltis, One ated It was GuIllain-
Barr. Sydome. Another physician's Initial diagnosis was Antelor horncell
myelitis.

This ease is presently rethe Supreme Court of Oklahoma. From review of both
the appellant's and appellee's brief, It aear frona the evidence that there is tia
evidence to support vaccine-like pollowoua
G"SnAelI v. P)her

This cas concerns a 8 ear old male, who aretdated In a mans Immunisa-tlon project (IXO. polio campaign) sponsored by the Day Atia& Medical Assoetit
tion Committee-- Bay Area Societies. Orinnell took a doe of Type 1 Rabin
polio vaccine on September 28, 1962 at Sunny Vale,- California. -Some tim
between that date and October 21; Mr. Grnqell became MI.' He was hosadtalsed
on the 21 of October for an unknowna period of time.

Blood and stool tests *a well a a W eleetromyogram were conducted on r.
Orlanell. The'Center for Dtuesm Control Identified Type 1 ?acelne-llke polio
from the stool specimens. Clinical olpervations were made by four physicians
and these physicians felt their observations were confirmed by the laboratory
test& Mr. Grinnell was diagnosed to have polio with flaccid paralysis left upper
extremity, primarily muscles of the left upper arm.

Information appears to suggest that the drug empan's public information
department was active In assisting the Medloal Societies In preprogram publicity.
Further, It appears tOree million dopges of polio vaccine was distributed in
various places throughout the Bay ara with soe 6F000 physician patepating
In the program. It lUt known the extent ot the p hqsldai role in the dhtbu-
tion and supr'vonf othe programs) .,
Bew aU v, PA.W , . ,

This Is a compen case to Grinnel v, Pbr. Bendetti, a 881 yea, old male
received a dose of Type I Sabln polo vaccine In Oakland, California i Septembe
28, 1062. The mass immunIzation ptonram--ILO. polio campaign--was eponmd
by the Bay Area .Medical &ioclatlon Commi*te Sometling betwe epteber
28 and October k 49M2 Mr. Beadetti became'ill and was hospallemd. =l'' or
houptUt on Is unknown, The plaintiff eeied blood and stool tests as wel
as spinal lid studies. Clinical observations were confirmed ty pyean n
support by the laboratory tests Extent of pbysi damage is unknown.
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On October 27, 19 Mis GiA, 50 year old Wawaft took 0e40wd of IV"'
3 Pfizer Sabin polio vaccine at r mas immunization program in Gladwype, Penn-
sylvania. This mass Immunlsatd program -iw sponsored by the Montgomery
County Medical Society In conjunction with tour other Medcal Asolatlonk
In the local Phiadelphia area Mrs; Ghim on November 22, 196 2 booie 11 afid
was hospitalized the next day. The period of hoopitaltiozt Is InmknW, but ttke
extent of physical damage beeau~e of the illness rendered her a quadumpleti
paralytic. Although dopuwntawy evidence was not- presented in the
available, expert medical Witnesses appeared tO have ellanfated the other possi-
ble causes of Mrf Grifn's fllneu. They appeared to have established "a vae.
clue-like" virus present in Mrs. Grift (Type 8). It It noted that the polio ac-
ctne was administered during a local epidemic situation.'

The Pfizer drug company had obtained a contract to supply polio vaccine to
the Montgomery Medical Society and others provided that personnel frm the
company would assist in public relations and advertising the mass immunla-
tion programs Some, five hundred thousand doageq of polio vaccine wee dis-
tributed in the area.
Reyes v. WVetI. Labor etorle

The- plaintiff is an 8 month old girl who received a dose of Trivalent Sabin
polio vaccine in Mission, Texas'on May t- 1970. This vaccination was received an
a part of a mass Immunization program held by the Mission Health Clnic and
the State Department of Health. The child's mother brought the child to the
Mission Iealth Clinic where she received one dose of vaccine and the Mother
signed a waiver of liability as to the state of Texa. A registered nurbe.was
present tO supervide the- adnditstration of the vaccle On May 1% P, 10 6
child became ill and was hospitalized on May 28 for at least one month. Xz t ot
physical damage was that the child was paralyzed from the waist d6wu left
arm atrophied, no control bladder or bowels.

Documentaj evidence presented at trial In support of the plaintiff's afleg .
tion that she had received poliomyelitis (Type 1) from the vaccine were spinal
tap tests, stool specimens, the modified weaker test and the reproductive capacity
test Testimony by expert witnesses stated that there was some evidence that
the poliomyelitis was caused by a wild strain especially since there was a polio
epidemic present in the area lat the time the child took the vaccination. To be
specific, between January 1 to June 5, 1970, 11 cases, of paryletic polio illness
resembling polio had been diagnosed in the two counties where the child lived.
Polio Tpe 1 (similar to what the child had contracted) was isolated in siz
or seven cases of the IL all persons affected were under the age of three years.
Evidence available at this time suggests that the pomPany had a minimal rolo &4
to the mo ImmunIsatlon program In Mission, Texas. In fact, there, I some
question whether or sot they knew that their partLeular vaecne would be
used in the mass immunizatioa program at Mission, Texas.
Stahlheber v. An0eros Ornamild

This plaintif, a 41 year old female, received a dose of the drug company's
Trivalont Orimtme vaccine on April 5, 1964 In 4t mass immunization program
sponsored by the. St. Louis Clty-COunty Medical, Charities. She received, the dose
of vaccine In Crestwood, Missouri and on Aprl 16, became ill On April 2T,.she
was hospitalized for three months.

The extent of her physical injuries were that the right arm was completely
paralysed as well as both legs. Thl plaintiff is unable to' control bowel Or blade&
der movements. Four physicians testified that the plaintiff had contracted polio-
myelitis, three of which stated that it was vaccine caused. This casn probably
has the greatest amount of evidence relating to laboratory tests, unfortunatly
the doctors that testified as to their- ellaicaobservationo stated that the did ot
base their conclusions on the lab mporte

Mrs. Stahlheber veWlved blood tests, spinal tap% A" electromylegrat as we"
as cerebrospinal tests., Ope of the hospitals in wiblebeu was located gave mi
fanal di&gos iif"79_ 90AAdqy's parlysis, undetemined",, The Barnes ho-
pital. as where she was. bospltallae stated that saute phase and oonvalescent
phase complement fixation test we" negative when titered against Tyiw 1, 2i
and 8 polW0. Throat *AA*sh a VIY Cntutek- iOft04 1 agtlve: &*Ial^. 0 dXa

76-371--s----18
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,66 Myoloradiculopathy, - t infectious,. information rating to the type of
polio contracted by the plainti, or whether or not an epidemic situation was
in progress at the time of -accination is unknown. The role of the drag comi,
Pan7 In the mas Immunisaton program is unknown.

APPENDIX D
Me~r'aserey Drug 0. v, O(hewra, 88 S. W. 878 (Ark. 1905)

Vaccine: Alackleg Virus Vaccine.
Allegations: Neglgence and Breach of Warranty.
Judgment for Plaintiff, Affirmed. (Verdict, $512.0.)
Th(e Plaintiff ordered anthrax vaccine from the Defendant who sent Blackleg

Virus Vaccine instead. Upon the Plaintiff's inquiry as to the erronecus ship-
ment, Defendant's agent. stated the two vaccines were the same. After using
the vaccine, six horses and two mules of the Plaintiff died.

The court found the Plaintiff's allegations were supported by the documentary
evidence. The Plaintiff had dealt with the Defendant for many years and had
relied on their Judgment in a number of instances, Plaintiff was Justified In
relying on the statement of the Defendant's agent, not withstanding the warning
accompanying the vaccine; "For Cattle Only".
Ricoards v. H. K. Mulford (7o., 286 F. 677 (Tenn. 1 16)

Vaccine : Anthrax.
Allegations: Breach of Warranty and Negligence.
Judgment for Defendant armed.
Plaintiff purchased vaccine from Defendant and Innoculated his mules. Mules

vaccinated with certain bottles died of Tetauus.
'The company showed the production of vaccine was performed with utmost

skill (this was unrefuted by the Plaintiff). Further, the company's Tetanus
AntitxIn manufacturing plant was separate from the plant that made Anthrax
and the employees In both plants were separate,

It was noted that Plaintiff's Innoculation was administered in a questionable
fashion and In the stables. The Court relied on witnesses which testifleaftat
it was only speculation that the muled died of germs In vaccine rther than
fxom the way In which the vaccine was administered.
Hollsgs rl v. Midwest Serum (7o. 182 NW 620 (Ia. 1917)

Vaccine: Hog Cholera.
Allegation: Negligence.
Judgment for Plaintiff, Reversed.
Plaintiff, a veterinarian, purchases the vaccine from the Defendant company

and uses It on his hogs and others. The hogs die. The claim of negligence Isbased on the theory that the company placed'a serum upon the market which
lacked sufflcient potency to immunize the hog& The failure to maintain potency
violated a state statute and the failure to meet the requirements of the statute
was negligence, which was the proximate causes of the injuries.

The Court held the Director of the State LAboratory only had the authority
to set "a standard degree of potence and not set the ultimate results of the
immunization."

The Court held the burden of the Plaintiff w" to "show that in the production
and testing of the serum, the Defendant violated some duty owing to the
public or the vendee of the product." The Company was able to show for
producing such serum and the standard tests accepted by the Department of
Agriculture were used.
Brown v. A. H. Mulford, 199 SW 582 (Mo. 19i7)

Vaccine, Hog Cholera.
Allegations: Negligence.
Judgment for Plaintiff Rever"rw.
Veterinarian bought vaccine from a traveling salesman. After vaccination, 49

of the Plaintiff's hogs are dead. Veterinarian testified that he complied with the
Instructions on the package concerning dosage. (Note: Hog Cholera was raging
in the area). The Court noted there was no way to determine whether the hogs
died of the cholera Or from the vaccine. "The mere fact that Injury resulted
from the use of this virus (vaccine) In the way it *as intended to be ued, is not

'Ntl ot thoem~s suggest then was a hog eolea eipl60e in pnoess at the time Ofvowd a~
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sufcient to prove negligence in Its manufacturer. There is no proof Of negli-
gence in thepreparation of the article causing damage." .

hmerda v. Nebraska Serum Oo., 109 XW 78 (Neb. ,8)
Vaccine: Hog Cholera.
Allegations: Negligence.
Judgment for Plaintiff. Affirmed. ($1,87&00).
The major issue In this decision was whether the verdict was sustained by the

evidence. The maJority opinion held the evidence sustained the verdict of the
jury, principally because of the Defendant's failure to introduce evidence of
production which would show he bad maintained-the necessary standard of
carit

The dissent suggests the majority opinion erroneously places the burden on
the Defendant rather than requiring the Plaintiff to show thq Defendant had
negligently produced the vaccine. Unfortunately, the decision does not set forth
the facts in the case other than the death ot 202 hogs after Innodulatlon with
Defendant's vaccine.
Murphy v. Sioux Falle Serum (7o., 184 NW 252 (I. 1021)

Vaccine: Hog Cholera (Virus and serum).
Allegations: Negligence.,
Judgment for Plaintiff Reversed.
Death of hogs caused by malignant edema which developed at the place where

the vaccine-was Injected. Plaintiff proved the vpccne wgs property administered.
He argued the Defendant's negligence was I the preparation of the vaccine.
Judgment for Plaintiff, reversed.

AppelMte Court held the trial court had errored In not allowing the Defendant
to show the vaccine was used on other hogs without ill effect The Court noted
the bacilli of malignant edema could exist 6V the 'ground and could be carried
on the skin of hogs, e.g. therefore, there may be another possible explanation
of the hogs Illness other than the Defendant's negligence where the Defendant
could show he had not breached the standard Qf carm
Breed v. Eagle Biologial and Supply (7o., 215P 424 (Okla. 1923)

Vaccine: Hog Cholera.
Allegation: Negligence, Breach of Wirkanty.
Judgment for Plaintiff Reversed.
Defendant's agent vaccinates Plaintiff's hogs. After the hogs become Ill, Plain-

tiff has the Defendant re-vaccinate the hogs (because of limited serum not all
re-vaccinated). Defendant's agent Informs Plaintiff that hop have flu and also
has the hogs vaccinated with bacterln. The bogs die.

Plaintiff contended the (a) Agent vaccinated bogs in a negligent manner and
with a serum of Improper potency. Court held that if there was a warranty as to
potency, there was no evidence that the vaccine wasn't potent.

(b) Agent vaccinated hogs with an Improper amount of serum. The court
held this Issue was a legitimate issue for the jury and the trial court had properly
denied Defendant's directed verdict. (e) Agent negligently treated the hogs for
flu rather than cholera. Evidence showed that the bacterin would have no effect
on the operation of the serura or on the hogs.

The court granted a new trial because the Plaintig evidence was Insufficient to
prove the Defendant negligent after the Pefendantes showing that thur produc-
tion and testing was In compliance with government regl ..
BaiIo v. Pittman Moor Co., 200 NW 001 (Ia. 1924)

Vaccine: Hog Cholera.
Allegations: Warranty and Negligence.
Judgment for Defendant, Afrmed.
One and one half months after vaccinating the hop with i0efen4ant's Hog

Chole Vccine Plainte's hog die.
The out held that Under te evidence admited at trial no implUed warrnt

was shown to the extent Defendant's product VOWld Immunlse the hogs from
hog cholera. Tne Plaintiff had also failed to pro-te m'u'factur has been
negligent In the preparation of the vaccine.
Howard v. united Serum Oo., 211 NW 419(1*. ML )

Vaccine: Hog Cholerab
Allegations: Negligencme.
Judgment for Plaintiff Reversed.



Plaintif, represnted b7 Its. rece"vYA, Howard, was a semm. company It en-
tered into a contract with the&D-medmltt whefbythe defendant would. OUVAT the
Plaintiff with Hog Cholera. : and yius laintiff alleged the serum supplied
was contaminated with he0r e elticema and necrotic enteritis. Plaintiff's,
clients in using the vaccine supplied by the Defendant sustained eoeiderable
damage to their swine herd, which allegedly cased Plaintiff to go Into resolver-
ship. (Plaintiff seeks $4,000 In 4aniageu) -. IIJ

The appellate court-found the evidence did not suppt any fidin the
Defendant had used w~bealthy or diseased bogs in the, preparation of the vac-
clne. Further, the Defeidantas laboratory had complied with gover-metal
regulations as to all testing procedures, notwithstanding scentifie evidmneetha
a bacteriological laboratory would be a better means of producing and testing the
serum and virus.
0. Lonorl T. Mb@ Laborat oriee, 95'-P2 178 (Cal 196)

Vaccine: Hog Cholera.
Allegations: Expressed Warranty.
Judgment for Plaintiff Reversed
The Defendant supplied the Plaintiff with a six page pamphlet on the proper

method for administering the vaccine. The evidence was conflicting as to the
exact cause of the death of the hogs. Further, there was some evidence the Plain-
tiff's procedures in giving vaccInations and maintaining the hogs mar have been
adverse to the instructions otte Defendant

The Court noted tlhb'major imse was the potency and effieaey of the serum
and virus. The potency was nome4vhat dependent on the proper administration
of both. A disclaimer of the warranty, where the usqr failed to follow company
direction for giving the hog cholera vacdain was recognized by the OourL
Drowav. globe baorWOe8sNW2 151 (Neb. 1957)

Vaccines: Olostridlum Perftrnges Type D, Bacteari
Allegations : Expres and Implied Warranty.
Judgment for Plaintiff, afflxnvd. 4Verdlct, ,65,OO0).
Two thousand one hundred and thirty-eight lambs died after vaccination witlk

Defendant's product. Lambs vaccinated with other product-no reaction.
The Court agreed with jury's finding that the Defendant's had breached an

expressed and implied warranty as, relates to thelt proqqt e.g. bacteria would
under average conditions e"iblIah a degree or proteOVO jmmWn ty-' from
enterotoxemil.

The Court disregarded statement made In previous decisions as t6 th. ueces-
uity of proving the vaccine was infected. "Although Government regulations and
requirements have been satsgfctorflj met M connection with production and
marketing of the drug, it 1K a jury questonwben the circumstances I connection
with the drug establishes sickums and death immediately ollowlzg the use of
the product." ' . I

Welch eerjtawe SuppIg v. JM1wt% 819 SW 2 11 (Texas 19M)
Vaccine: Hog Oholera.
Allegations: Breech of W t -ranty"v
Judgment for Plaintiff reversed.
The Court determined tbe,*tteneznt made to Plaintiff via telephone eonversa-

tion with the befeadant's premident ind not create an expressed warranty as to
the vaccine. The Plaintiff sought to argue the breach war made by the vaccine's
failure to immunize the hogs. (The decision contains & poor statement of fact)
Chandler v. Anchor Serum (Oo., 428 P2d 82 (Kan. 1987)

Vaccine: Blackleg.
Allegations: 1 lgnee (Res Ipa Loquitur) and Imy)ked Warranty."Jdtidmeut, r D a ,Hvre " -- I- &3"-t Rtur&

Here thq (purt Anied the ?laintIff relief on the IsuO of Vos .pus Loquitu.
IroMdrther * w W M eift 'n v ' the vaccine caused the death of the.calves.
iu.~ Cftrt how Y twodem e '.tv ry of Ituplied Warranty tco afnia vac.-
dnes. Th*arranj-*6as ithli*i"l b$ operation of law and on the basis of Public
policy for the protection of people. No privity was required; The Implied war-
ranty ran not only from the Aaitm tuer who created the-defeetive prodle*
but also from the distributor. The Defendant Breached the I=m Warmty
In that the vaccine was not At for Its particular pur sm-
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Livestok Services v. Amerioan Cinhamid Co., 142 80 24 210 (Mis. 1962)
Vaccine: Anthrax.
Allegations: Breach of Warranty.
Judgment: Dismissed for Lack of Jurisdiction.
Plaintiff purchased Anthrax vaccine manufactured by the Defendant. Plaintiff

alleged he injected the vaccine into his cows according to directions and they
were injured. Plaintiff claimed the Defendant had breached his warranty in that
the vaccine was not fit for its particular purpose
Franklin Serum Co. v. 7. A. Hoover d Sos, 410 SW2 272 (Tex. 1966)

(The major Isie in the original appeals related to whether or not proper
venue was present in the case. The Court found there was proper venue for triaL)

The Plaintiffs, Hoover & Sons, raised registered bulls. They Innoculated 25
calves with the Defendant's Penstrep (Penicillin and Dlhydrostreptomycin).
Immediately thereafter, eleven calves died and others were adversely affected.

The Plaintiffs alleged the Penstrep was not fit for its intended use and the
unfitness of the serum was the cause of the injuries to the calves. The Court
held that breach of warranty would be applied without the showing of privity
between the Defendant and Plaintiff.

Appeal to the Supreme Court of Texas, 418MW2 482 (Tex. 1967) Franklin
Serum appealed to the Supreme Court of Texas on the Issue of venue. The Court
held that venue was proper and that the Court of Appeals was correct in stating
that Strict Liability applied in animal vaccine cases. (It Is noted that it does
not appear that the Plaintiff's had originally brought their action on the basis
of Strict Liability).
Franklin Serum Co. v. 0. A. Hoover & Sons, 410 SW2 272 (Tex. 1968)

(The major issue in the original appeals related to whether or not proper
venue was present in the case. The Court found there was proper venue for
trial.)

The Pln'-tiffs. Hoover & Sons, raised registered bulls. They innoculated 25
Calves with the Defendant's Penstrep (Penicillin and Dihydrostreptomycin). Im-
inediately thereafter, eleven calves died and others were adversely affected.

The Plaintiffs alleged the Pepstrep was not fit for Its intended use and the unfit-
ness of the serum was the cause of the injuries to the calves. The Court held that
breach of warranty ",?ould be applied without the showing of priyity between the
Defendant and Plaintiff.

Appeal to the Supreme Court of Texas. 418 SW2 482 (Tex. '1967) Franklin
eMn appealed to the Supreme Court of Texas on the Issue of venue. The Court

held thatvenue was proper and that the Court of Appeals was correct in stating
that Strict Liability applied in animal vaccine cases. (It is noted that it does not
appear that the Plaintiff's had originally brought their action on the basis
of Strict Liability).
Chandler v. Anchor Serum Co., 426 P2-82 (Kan. 1907)

Vaccine: Bacterin.
Allegation: Breach of Implied Warranty.
Judgment for Defendant, Reversed.
Court reversed a Directed Verdit for the Defendant. Plaintiff's calves died after

receiving innoculationt of Anchor Serum Company's CCS Bacterin.
The Court held there was no basis in the evidence upon which an action in Res

Ipsa Loquitur could be founded. Yet, Implied Warranty, notwithstanding the
absence or provity, would apply to animal vaccine injuries. The warranty was
imposed by operation of law and was basis on public policy of protection of the
people.
Denman v. Armour Pharm. Co., 822 F SUPP 1870 (N.D. Miss. 1970)

Vaccine: Hog Cholera.
Allegations: Negligence, Warranty and Strict Liability.
Judgment for Defendant.
During a hog cholera epidemic, the Plaintiff had vaccinated young pig herds

with-Defendant's vaccine. There was evidence at trial the Plaintiff may have
Improperly comingled immune hogs with hogs which were not vaccinated. This
fact in itself could have created a vaccine Induced disease The Court noted the
evidence supported the conclusion that something other than the vaccine was
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the cause of the Plaintiff's injury because twice as many vaccinated hogs survived
as died from the hog cholera epidemic.
Almand Bros. v. Diamond Laboratories, 437 F2 1295 (Cal. 1971)

Vaccine: Hog Cholera Vaccine (Modified).
Allegations: Strict Liability.
Judgment for Plaintiff Affirmed (Verdict, $18,000).
After innoculating their hogs with the Defendant's vaccine, the Plaintiff within

12 to 16 days lost 476 of 494 hogs. The Court in affirming the-verdict in favor
of the Plaintiff stated that the vaccine had been found to be an "Unavoidably
Unsafe" Drug (Restatement (Second) of Tortc, I 402A) and the Defendant was
liable in strict liability for failure to warn of the inherent dangers associated
with the vaccine as required by the Restatement. Where the product, in the
hands of the consumer, was in the state the manufacturer had intended-pure and
not defective-then it was not necessary for the Plaintiff to prove the specific
defect in the product.
Carter Farms v. Hoffman-Laroche Inc., 492 P2 1000 (N.M. 1971)

Vaccine: Injacon ADE.
Allegations: Strict Liability.
Judgment for the Defendant, Reversed.
After using the Defendant's product, 192 lambs die and forty percent of the

first 1000 vaccinated develop absesses. The Court held the Plaintiff could estab-
lish the defectiveness of the product through circumstantial evidence. Unfor-
tunately, the decision was concerned only with evaluation of the evidence vis-a-vis
sufficiency to prove defectiveness.
Colorado Serum Co. v. Arpm, 504 P2 801 (Colo. 1972)

Vaccine: Hog Cholera Vaccine.
Allegations: Expressed Warranty and Implied Warranty.
Judgment for Plaintiff, Affirmed (Verdict, $21,000).
The Plaintiff vaccinated seventy weaner hogs with the Defendant's vaccine,

After vaccination, it was determined the hogs were contagious with Hog Cholera
and were destroyed by the State. The Plaintiff sued the Defendant for Breach
of both Expressed and Implied Warranties.

The Appelate Court decision was mainly concerned with the sufficiency of the
evidence as relates to the vaccines defectiveness. (The Defendant's had admitted
In their trial brief that the PlaIntiff's hogs had cholera. Later, the Defendant
refused to stipulate to the existence of the disease, and was required to advise
the Plaintiff one way or another as to the Defendant's contention. Upon the
Defendant's failure to advise the Plaintiff, the Court held the Defendant was
estoped from claiming another disease caused the Injury).

The Appellate Court held circumstantial evidence was sufficient to prove the
vaccine defective, and such defectiveness breach the Implied Warranties of
Merchantibility, and Fitness as well as breaching the Expressed Warranty that
the vaccine would not induce the disease.
Walter v. Ft. Dodge Laboratories, 856 F. SUPP. 413 (E.D. Mo. 1972)

Vaccine. Anaplaz (Seeks to prevent common bovine disease, Anaplasmosis).
Allegatlns: Strict Liability.
Judgment for Plaintiff, Affirmed (Verdict, $28,400.00).
The Plrintiff vaccinated 85 to 100 brood cows with the Defendant's vaccine.

A numbrr of the calves born died after birth from a blood disease called,
Neonatal Tsoerytholysis. The major concern of the Court was to determine if
the vaccine had caused the Injury.

The Conclusions of Law of the District Court were: (A) The injuries were
caused by the defective conditions of the vaccine. (13) The vaccine was in a
defective condition unreasonably dangerous. (C) The Defendant was liable in
strict liability.
Handel v. State of South Carolina, 104 SE 567 (1920)

Vaccine: Anti-Typhoid.
Allegations: Negligence.
Judgment for Defendant, Reversed and Remanded.
The Plaintiff's children and other children died after receiving anti-typhoid

vaccine manufactured by the South Carolina State Health Laboratory.
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A special act was passed in the South Carollia legislature to permit Sandel's
to sue the State. A jury verdict for the Defendant was reversed because of the
Trial Courts erroneous instruction on "Intervening causation" to the injury.

A subsequent appeal was made in 1922, after a jury verdict for the Plaintiff.'
The Supreme Court of South Carolina again reversed the verdict because the
trial court failed to instruct the jury on contributory negligence. (119 S 776).
Tremaine v. H. K. Mulford Co., 176 A 212 (Pa. 1935)

Vaccine: Rabies.
Allegations: Negligence.
Judgment for Defendant, affirmed.
The Plaintiff's husband, a veterinarian, was bitten by a dog. He contacted the

drug company requesting information on the possibility of continued immunity
from having previously taken rabies vaccine. The company advised the husband
to take a different rabies series with "killed bacteria". The husband subsequently
died.

The Supreme Court in affirming the judgment for the Defendant held that
it was "not reasonably Inferrable" the Defendant's conduct had caused the
injLry. The mere fact the husband died after taking the vaccine did not con-
stitute proof the vaccine had caused the injury or the vaccine was negligently
manufactured.
Carmen v. BU Lilly-4 (o., 82 NE2 729 (Ind. 1941)

Vaccine: Rabies.
Allegations: Negligence.
Judgment for the Defendant, Affirmed.
'The Plaintiff's husband had been bitten by a rabid animal. The husband took

the rabies vaccine and died.
The appellate court held the Plaintiff's husband had been fully informed on

the consequences relative to taking the vaccine. He had received information
from his physician and was acquainted with the vaccine pamphlet printed by
the company. After being informed and deciding to take the vaccine, the deceased
was held to have assumed the risk associated with taking the vaccine.
GottRdanker v. Cutter Laboratorte8, 6 CAL. RPT. 320 (1960)

Vaccine: Salk Polio Vaccine.
Allegations: Breach of Warranty.
Judgment for the Plaintiff, affirmed.
The Plaintiff received a dose of the Defendant's vaccine through a mass im-

munization program. "Approximately 400,000 persons, primarily grade school
children had been Innoculated with Cutter Vaccine . . ." From this program some
.50 odd cases were brought against Cutter for breach of warranty. A verdict in
favor of the Plaintiffs was appealed and affirmed.

The appellate court found there was substantial evidence to show there was
live and active poliomyelitis virus in the vaccine and hence, the product was
unwholesome, thus breaching warranties of merchantability and fitness for a
particular purpose. The court held the lack of privity and a sale between manu-
facturer and vaccinee would be no defense.
Bcrry v. American Cyanamid Co., 341 F2 14 (Cal. 6, 1965)

Vaccine: Sabin Polio Vaccine.
Allegations: Breach of Warranty and Res Ipsa Loquitur.
Judgment for Defendant, reversed and remanded.
The Plaintiff. after receiving a dose of the company's polio vaccine, was stricken

with poliomyelitis. The appellate court stated breach of warranty could not be
found in Tennessee without the establishment of privity of contract (which was
not present in this case). The Court held, however, there was sufficient common
experience relative to the Ingestion of polio vaccine which would permit the
Plaintiff to proceed on the basis of negligence (Res Ipsa Loqultur).
Stromsodt v. Park Davfs, 257 F SUPP 991 (N.D. 1966)

'accine: Quadigen.
Allegations: Breach of Warranty and Negligence.
Judgment for the Plaintiff.
The Plaintiff's child received a dose of the Defendant's quadruple antigen:

Quadigen, which combined polio vaccine with pertussis, dlptherla and tetanus
vaccine. The child developed encephalitic reaction.
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evidencee showed the company had received information from medical sources
establishing the instability of the product. It was determined by expert evidence
that the drug was defective and caused the injury. The District Court found the
defectiveness had breached the company's warranties of merchantability and fit-
nes. Further, the Court found the Defendant liable In negligence for failure to
test the product as well as failing to warn the Plaintiffs after receiving informa-
tion regarding adverse reactions to the vaccine.

On appeal to the Eighth Circuit Court of Appeals (411 F2 1390 (CA. 8, 1969),
the Court affirmed the lower court's decision holding the vaccine defective and
that it had caused the injury. The company had breached its warranty of fitness
as well as negligently failing to warn.
Tinnerhohm v. Park DaWs, 285 F SUPP. 482 (N.Y. 1968)

Vaccine: Quadigen.
Allegations: Negligence and Breach of Warranty.
Judgment for the Plaintiff.
The Plaintiff's child received brain damage after taking a dose of Parke Davis'

multiple antigen: Quadigen which combined Polio, Pertussis, Diptheria, and
Tetanus vaccines.

The defectiveness of the product was established by expert testimony. The
Court held the defectiveness of the vaccine had caused the Injury. Therefore,
the company had breached its implied warranty of merchantability.

Further, the Court held the company had negligently failed to test the drug
and warn of its possible dangers after receiving information there had been
adverse reactions to the vaccine. The District Court's Judgment was affirmed by
the Second Circuit Court of Appeals (411 F2 48 (Ca2 1969).
Davis v. Wyeth Laboratories, 399 F2 121 (CA. 9, 1968)

Vaccle: Sabin 3 Polio Vaccine.
Allegations: Strict Liability.
Judgment for the Defendant, Reversed.
The Plaintiff participated in a polio mass immunization campaign. He later

contracted poliomyelitis. The appellate court in reversing a verdict for the
Defendant held the company had received information that certain age groups
would possibly be injured from taking polio vaccine. The company after receiving
such information had the duty to warn the recipient at a mass immunization
program of all the possible risks involved in taking the vaccine. The failure to
warn would make the company strictly liable.
Grinnefl v. (7. Pfizer Co., 79 CAL. RPT. 860 (Ca. 1969)

Vaccine : Sabin 1 Polio Vaccine.
Allegations: Breach of Warranty.
Judgment for Plaintiff: Affirmed.
This case involved two adults who participated In a mass immunization pro.

gram In San Francisco (BAY AREA K.O. Polio Campaign). Expert testimony
established both men had Type 1 poliomyelitis.

The Trial Court's instructions to the jury were to the company's breach of
their expressed and Implied warranties. The Appellate Court in 'affirming the
decision for the Plaintiff stated the instruction to the Jury were In effect a state-
ment of strict liability In tort. The Instructions were not erroneous.

The Court further held circumstantial evidence was sufficient to meet the
Plaintiff's burden of proof as to the defectiveness of the vaceMe. The Court
found on the main that the company had breached its expressed warranty found
on the package insert accompanying each vial of vaccine, e.g. 'r"There are no
known contraindicattons to oral polio virus vaccine".
Stahlheber v. Ameri6nat ftanamld, 451 SW2 48 (Mo. 1970)

Vaccine , Orimune Trivalent Polio Vaccine.
Allegations: Negligent failure to warn.
Judgment for the Plaintiff, affirmed.
The Plaintiff Ingted oral polio vaccine at a mass Immunization elinic Expert

testimony established the Plaintiff had poliomyelitis, although definitive labora-
tory tests were Improperly made.

The majority of the decision Is taken up with the dlscison of adequacy of
mediclptestimony. The Appellate Court established the company's duty to warn
was predicated on their knowledge of possible vaccine injuries occuring. Thin
information was set forth to the United States Surgeon General's Report of 1962.
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Griffn v. United State8, 351 F SUPP. 10 (Pa. 1972)
Vaccine: Sabin Type 8 Polio Vaccine.
Allegations: Negligent Failure to Test.
Judgment for Plaintiff.
The Plaintiff Was a participant In a polio mass immunization program in

Philadelphia. After receiving the vaccine she contracted poliomyelitis. The
Charles Pfizer Drug Co. settled out of court and the Plaintiff brought this action
against the United States Government under the Federal Tort Claims Act.

The Court found the Department of Health, Education, and Welfare tbrougl
its Division of Biologic Standards had released for distribution a vaccine lot
which was found to contain infectious material. The Division bad known of the
level of infection in the vaccine and had allowed it to be released In violation
of their own regulations--therefore, establishing the Government's negligence
per 9&.

The Third Circuit Court of Appeals affirmed the Judgment in favor of the
Plaintiff. (600 12 1009 (CA3 1974).)
Rejies v. Wyeth Laboratories, 498 F2d 1264 (CA 5, 1974)

Vaccine: Trivalent Polio Vaccine.
Allegations: Strict Liability.
Judgment for the Plaintiff, Affirmed.
The Plaintiff's child received a dose of Defendant's trivalent polio vaccine at a"

mns immunization clinic sponsored by the Texas Health Department. Although,
medical evidence conflicted as to whether the polio was vaccined induced, the
jury found in favor of the Plaintiff.

On appeal, the Fifth Circuit Court of Appeals stated the evidence was sufficient
to e. tablish the child's poliomyelitis was vaccine induced. The vaccine was held
to be an "Unavoidably Unsafe" product under I 402A of the Restatement (Second)
of Torts and the Defendant's failure to warn the Plaintiff of the inherent risks
involved in taking the vaccine caused the Defendant to be strictly liable.

Mr. ROGERS. Now, with respect to the amount of vaccine avail-
al)e-we have 76 million doses of swine; 40 million of the Asian and
17 of Hong Kong? A/Victoria I guess is the 40 million.

At what date do you project that if the program is continued you
will have sufficient amount to carry on the program?

Dr. COOPER. As we have said at the beginning of the plan, Mr.'
Chairman, continued production through the early fall months would
be required. Our target wa, to reaeh the total availability by Decem.-
ber, or the end of the calendar year. There is no reason-unless
production needed to be stopped at this point in time because of the
question of liability-that we could not reach our outside target of
providing up to the 200 or 215 million should everybody be vac-
cinated, which will obviously not be the case.

Mr. ROGERs. You really don't anticipate that everyone would ask
to be vaccinated?

Dr. COOPER. That is correct. There are going to be some people
who are egg-sensitive who will be excluded. As Dr. Krause pointed
out, perhaps the pediatricians would prefer that certain 1- to 3-year.
olds be excluded. There will be a large number of people who will
refuse to take it on a variety of grounds, including reading the editorial
page of the New York Times.

Mr. RoGERS. Maybe after this hearing the press will look into the
facts and report something differently.

Have you settled on the cost for the vaccine?
Dr. SENCER. Not as yet, Pir.
Mr. RooZRS. When would this be done?
Dr. CooPzR. This would have to depend on what was included in

the price of the bid. We have not been able to enter into any negotia-
tions on that until the issue of whether or not this is an insurable pro'
gram is resolved.
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Mr. ROGERS. You are telling us that the vaccine is a good effective
vaccine with few reported reactions.

Dr. CooPER. Yes sir.
Mr. RoGERS. And that we can produce it. The problem now comes

down to insurance coverage.
Mr. FLORIO. Mr. Chairman?
Mr. ROGERS. Yes?
Mr. FLORIO. Does that mean that the amounts that have been

produced have been produced without any contractual arrangements,
no price, no money being exchanged?

Dr. COOPER. That is right. We have not given any money. Industry
has been very helpful, let me say, in providing us with what we have
needed for all these clinical studies. They have produced a continuity
of production, again a rather remarkable feat. As Dr. Meyer has
said, they have continued in good faith on the expectation that we
were going to have a national program and have done so without a
negotiated contract.

Mr. FLORIO. Have the drug manufacturers and insurance companies
been provided with information from your clinical studies?

Dr. CooPER. Yes, sir. That has been public information. We have
reiterated this in discussions with them and have offered any additional
information that we may have left out that they would want to see
about the safety and efficacy of the vaccine or the studies.

Mr. FLORIO. Thank you, Mr. Chairman.
Mr. ROGERS. Dr. Carter?
Mr. CARTER. Thank you, Mr. Chairman.
What about the level of antibody formation caused by this vaccine

in youngsters under the age of 18?
Dr. KRAUSE. The antibody levels under the age of 18 are now being

examined in greater detail. The responses under the age of 18 to a
single injection of 200 units would not give maximum protection. It
is or this reason that we will explore other options for mmunization
in the younger age group from 3 to 24.

One possibility is to give two doses of vaccine 3 or 4 weeks apart.
This is currently being tried.

Mr. CARTER. What do you call one dose? 200 CCA's? Is that correct?
Dr. KRAUSE. That is right. The adult dose is 200. Currently an

injection is being given and 3 to 4 weeks later a second injection isgiven. Clearly the number of units in each injection will be different
for the age group of3to 24 years of age.

The number of units in each injection will vary all the way from
25 units up to 200 units, depending upon age.

Mr. CARTER. According to age?
Dr. KRAUSE According to age.
Mr. CARTER. But really you are getting a sort of a reaction in the

younger people. You are getting fewer antibodies formed. Is that
not true?

Dr. KRAUSE. Yes. There are fewer antibodies with one injection.
But this isn't surprising. Certainly with a number of established
imunization procedures in the younger age group it is necessary to
give two injections in order to get an adequate antibody response.

The reason for this is that the body at a younger age is not as
primed to respond to the vaccine in the same manner as is the older-
aged individual.
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So the purpose of determining the response to the two-injection
schedule is to see if this will not result in the adequate priming of the
immune system and result in adequate protective antibody levels.

Mr. CARTER. Have you immunized or vaccinated youngsters twice
as you propose to do? Have you gone through with this already?

Dr. KRAUSE. No; this is currently being done, sir.
Mr. CARTER. It is being done somewhere. They are receiving the

the second vaccination at the present time.
Dr. MEYER. I want to supplement what Dr. Krause has said. There

are a variety of studies being done. There are collaborative trials that
both of our groups are doing at the National Institutes of Health. A
two-dose regimen is being tested right now. One finding that makes
us very encouraged about this approach that Dr. Carter is referring
to is that we have seen just in the last 2 weeks clinical data from some
small trials in which split vaccines at the single 200-CCA dose gave
40 percent of recipients protective antibody. When a similar dose
was given 4 weeks later, the rate of protection jumped to 90 percent,
which is excellent. So we are very encouraged by that, which is one
of the reasons for the intensity of these trials.

Dr. KRAUSE. We certainly know from other immunization programs
with other vaccines that two injections frequently result in much
better response.

Mr. CARTER. Yes, sir.
Dr. Cooper, I understand that the drug companies say that they

can't continue to manufacture this vaccine for more than a few days
without insurance protection. What do you suggest in this case that
the Congress do?

Dr. COOPER. We have been notified that without some agreement
that we will in fact continue the program and that there is an insura-
bility of the program, the companies will not be able to continue
laying out their own dollars and making a commitment when there
may be no use for the product at that level.

We have been askedby the President and the Secretary to try to
work out a way within our authority, as I indicated in my earlier
comments, to see to it that with their cooperation we can in fact con-
tinue the program.

One company has a problem of this type imminent in the next day
or two and others may have problems subsequently.

Mr. CARTER. Have you considered reinsurance by the Federal
Government?

Dr. COOPER. We have considered reinsurance and a wide variety
of other options, if you would like to get into that phase of the dis-
cusion. We would be pleased to enter mto that.

Mr. FLORIO. Would the gentleman yield?
Mr. CARTER. Since I asked that question, I would like to have it

answered.
Dr. COOPER. Let me just preface this discussion by saying that we

feel, as we said before, that we cannot insure anybody for their own
negligence. Beyond that, we have considered options, including re-
insurance at the Federal level, proposed to you as a basis for entering
into some sort of arrangement that would-allow the companies to be
insurable.

Mr. Taft is here and has advised us on what we would have to ask
for in the way of additional legislation.
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If it is all right with you, I wodld like to ask him.
Mr. CARina. This is what it is about, as I see it, and I would like

to hear him respond.
Mr. TArr. Mr. Chairman, as the committee instructed us to under-

take negotiations, with the manufacturers, we met with them the fol-
lowing day, after meeting with you, sir. We met all day. Mr. Hyde
was there at the early part of the meeting. We worked together and
we developed some language that described what the liability would
be of both the manufacturers and the Government under a contract
that could be agreed to within existing authority of the Department.

I would like to submit for the record the article in the contract
that we arrived at.

Mr. ROGERS. Without objection it is so ordered.
[Tbe article referred to folows:l

ARTiCLE-D E LINETION o REPONSiBILITIS Or THE GOVERNMENT AND TU
CONTRACTOR

A. Tw parties recognize that the Government has Initiated, planned, and is
arranging for the implementation of the influenza immunization program. Be-
cause of the need to have the vaccine tested, manufactured and delivered within
a relatively short period of time in oider that thepopulation may be inoculated in
an attempt to prevent an influenza epidemic, the Government has assumed certain
responsibilities as specified herein which would ordinarily devolve upon the
Contractor. It is the intention of the parties that the Contractor will be responsible
solely for the performance of its obligations under Paragraph C herein. It is the

-purpose of this Article to delineate the separate responsibilities of the Govern-
ment and the Contractor.

B. In the light of the circumstances described in Paragraph A hereof, the
Government shall be responsible for:

(1) The adequacy of the standards and specifications for the vaccine required
to be delivered under this contract, including their compliance with all applicable
reuirements of law and regulation.

(2) The safety and suitability of materials provided to the Contractor by the
Government under or in connection with this contract.-

(3) The Investigation atid determination of the safe and effective dosages and
adequate directions for the use of the vaccine.

(4) The Investigation and determination of the risks and benefits of inoculation
with the vaccine.

(5) The development of an adequate statement of information respecting the
risks and benefits referred to in subparagraph (4).

(6) The taking of all appropriate steps to assure that each Individual to be
inoculated (or, where appropriate, a parent or guardian of such individual) is ade-
quately informed of such risls and benefits.

(7) The content of the labeling of the vaccine, including its compliance with all
applicable requirements of law and regulation.

(8) The taking of all appropriate steps to assure that each person responsible
for administering the vaccine baa adequate notice of the labeling of the vaccine,
provided that nothing herein shall limit the responsibility which the manufacturer
otherwise has to assure that labeling is included in and delivered with each ship-
ment of the vaccine.

(9) The arrangements for the implementation of the influenza Immunization
program, Including the issuance of .ppropriate guidelines and information.

C. The Contractor shall use due care and comply with all applicable laws and
regulations in the manufacture and handling of the vaccine in accordance with the
specifications herein.

D. If any claim or action by a third party Is asserted against the Contractor
arising in whole or in part from an alleged failure by the Government properly to
discharge the responsibilities assumed by It in this Article, the Contractor shall
promptly notify the contracting officer and furnish to him copies of all pertinent
documents served upon or received by the Contractor. The Government shall, at
its option, either defend against or assist in the defense or settlement of such claim
or action. If such claim or action includes an allegation that the Contractor failed
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to exeodq due are In the Inanufacture and handling of the vaccine in accordance
with the contract.speciflcations, the Contractor reserves the right to direct and
control the defense or settlement of the claim or aetlon with respect to such
allegation. The Government shall not contest, in any subsequent litigation brought
by the Contractor against the Government, any tatual determination made in
any prior litigation against the Contractor of which the Contractor has given the
Government timely notice.

E. In the event of the Government's bleach of,' d failure to carry out its
responsibilities under this Article, any measure of resulting damages to the Con-
tractor shall include, but need not be limited to, damages (including money
judgments, settlements approved by the Government and reasonable attorneys'
fees and associated costs) sustained in connection with claims agst the Con-
tractor caused by the breach or failure. This provision shall notlimit any other
right of the Contractor to obtain damages or other relief for any breach of this
contract or for the settlement of any dispute arising under this contract.

F. All reasonable costs incurred by the Contractor in defending a claim based
in whole or in part on the aleged failure of the Contractor to carry out any
responsibility assumed by the Government under this Article, and any recovery
of damages by a third party against the Contractor on such a claim, shall be
presumed to have been incurred by reason of a breach by the Government of
such responsibility. Such presumption may be rebutted by the Government in any
judicial or administrative proceeding if the Government proves by a prepondere nee
of evidence that the Contractor's loss was not the result of a failure by the Govern-
ment to carry out any of its responsibilities under this Article.

Mr. TAFT. The contract outines the responsibilities of the Govern-
ment in this undertaking and the responsibilities of the manufacturers.
It then anticipates that there will be lawsuits brought against the manu-
facturers and it states the the Government will be prepared either to
assist in the defense as to actually defend those suits which are
partially based on the alleged failure of the Government to carry out
one of its responsibilities described in the contract or totally based
on such an allegation.

The Government will either take over defense of those suits or will
as4st the manufacturer in defending them at its option.

If the manufacturer incurs expenses in the defense of suits brought
against it such as I have described, the Government would undertake
to pay the manufacturer for those expenses where they are a result of
the Government's failure to perform some of the responsibilities in the
contract which are outlined.

Mr. CARTER. What kinds of responsibilities would they be?
Mr. TAFT. They would be all the responsibilities that we have

undertaken in the administration and development of this program,
which we described at length. There are some nine of them. We have
discussed them previously. I don't know whether we want to go through
each of them.

They include the investigation and determination of the safe and
effective doses of the vaccine, directions for use, investigation and
determination of the risks and benefits of inoculation, the develop-
ment of a statement describing such risks, taking steps to insure that
individuals who are v'accinc~ted are adequately informed of the risks
and benefits, the development of what should be in the labeling of the
vaccine, taking steps to insure that people who are responsible for
administering the vaccine have notice of the labeling of the vaccine
and also making arrangements generally for the implementation of the
influenza immunization program, including the issuance of any guide-
lines.

Let me say that we also went one step further in the contract. We
also put into the contract a presumption that any losses that were
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incurred by the manufacturer in the defense of suits did arise out of a
breach by the Government of one of the responsibilities assumed by
in this contract, which presumption it would be possible for the Govern-
ment to rebut by showing that it had, in fact, carried out thoseresponsibilities.

This would have resulted effectively in the Government's being able
to reimburse the manufacturers for their expenses in the following
cases: Where the manufacturer was sued for a failure of the Govern-
ment to perform one of its responsibilities and it was so found that the
Government had failed to fulfill one of its responsibilities.

In a case where that was the allegation and-
Mr. SCHEUER. Excusb me. As a matter of law, how can you sue me

for his negligence? I don' see the basis for such action.
Mr. FLORIO. Would the gentleman yield?
Mr. SCHEUER. I would he happy to yield.
Mr. CARTER. I would like for the witness to continue his explanation,

if you please.
3Mr. TAFT. The answer to the question is that the manufacturers

have been held liable for the failure of persons to receive notice of the
risks and benefits of being inoculated. In this program the Govern-
ment is assuming that responsibility. It is possible that the manu-
facturer would be held liable, as it has been in previous cases, for the
failure of that notice to be given.

It should be noted that the presumption in the contract would be
rebuttable by a showing on the part of the Government that it had
fulfilled the responsibilities that it had undertaken.

We would expect, as we told the manufacturers, and we intend,
fully to accomplish all of the undertakings in the contract. We do not
in any way anticipate that they will be beyond our capacity. We do not
expect that it will possible to show that we had not fulfilled any of
these undertakings. So we do not anticipate that a liability would
result.

This leaves the manufacturer liable for the expense of defending a
suit that is brought against it which, wither one based on the govern-
ment's failure to perform a part of its responsibilities or one based on
their own failure, which they successfuly defend and prove to the
satisfaction. of the judge or the jury that indeed there was no failure
on their part. In the same suit the Government would be able to
prove-and I think it would be quite easy to prove in such a case-
that it had not failed in its responsibilities.

Mr. SCHEUER. Would the gentleman from Kentucky yield on this
point for a question?

Mr. CARTER. Yes.
Mr. SCHEUER. A parliamentary inquiry, Mr. Chairman. The witness

has testified to something that is not my understanding-
Mr. CARTER. I refuse to yield further to the gentleman.
Mr. SCHREUER. I make a point of order that the time of the gentleman

from Kentucky has expired under the 5-minute rule.
Mr. CARTER. The gentleman was answering my questions.
Mr. SCHEUER. Mr. Chairman, has the 5 minutes of the gentleman

from Kentucky expired?
Mr. CARTER. Without asking me to yield, my good friend, the kindly

gentleman from New York, waived parliamentary rules and asked
questions, which he frequently does.
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Mr. SCHIIUER. A point of order, Mr. Chairman, that the gentle-
man's 5 minutes have expired.

Mr. CARTER. I would like the gentleman to proceed, with his
explanation.

Mr. ROGERS. We have not been proceeding under the 5-minute
rule. I have been trying to let members question. If we cannot work
it out otherwise, we will have to proceed under the 5-minute rule. I
would hope that the gentleman from Kentucky would be able to con-
clude and then each member would have whatever time is necessary.

Mr. TAFT. Mr. Chairman, I can attempt to be more brief.
Mr. SCHEUER. No, don't be more brief.
Mr. CARTER. I didn't yield to the distinguished gentleman from

New York.
Mr. SCHEUER. Mr. Chairman, I make a point of order and request

that the 5-minute rule-
Mr. CARTER. I make a point of order that you are out of order.
Mr. ROGERS. Let us get this concluded, this one answer concluded,

and then we will proceed. Please finish your answer, Mr. Taft.
Mr. TAFT. What was left to the manufacturers-was the expense of

defending those cases in which neither the Government nor the manu-
facturer was shown to have and presumably in fact neither of them had,
breached any of their responsibilities under the contract. The jury
or court would have found that the suit was without merit.

The expense of these suits is substantial, particularly if they come in
large numbers. Further, of course the contract would have left the
-manufacturers liable for expenses incurred as a result of their own
negligence, where they were negligent.

On July 7 we reached language which I think the manufacturers and
ourselves agreed was the limit of the authority which the Government
hAd to enter into a contract on this matter.

We held a meeting on July 13, which the Secretary hosted, at which
the manufacturers and the insurers were present. We asked them to
review the contract language, which had been approved by the De-
partment of Justice, as consistent withour authority.

The Secretary asked the manufacturers to get back to us with their
response as to whether they could or could not sign the contract which
had been developed.

The response we have received from the manufacturers to date is
that none of them is at this time able to sign the contract which we
have prepared.

Mr. CARTER. Thank you, Mr. Chairman.
Mr. ROGERS. Mr. Maguire?
Mr. MAGUIRE. Thank you very much, Mr. Chairman.
If I might, Mr. Taft, I would like to explore that a little bit further

with respect to the position that has been taken by the insurance
compares.

I take it they were not involved in the first of the several meetings
that you described to us a moment ago? It was the Government and
the manufacturers?

Mr. TAFT. The first meeting at which the insurance companies
were involved and were a party to was on July 13, Tuesday. I believe
the manufacturers had been in touch with their insurers throughout
the process.
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Mr. MAGUTRE. One of the shortcomings of some of the meetings
that we had 2 or 3 weeks ago was that we did not have representation
from the insurance companies.

Where the manufacturer negotiating with you on the basis of clear
information that they had from the insurance companies as to what

"would or would not be acceptable?
Was the contract that you fleshed out with them limited by aposi-

tion that was taken by insurance companies with whom you had not
yet directly negotiated?

Mr. TAirT. No, sir. The contract which we developed was limited
only by our authority.

Mr. MAGUIRE. When the manufacturers came back subsequent to
the July 13 meeting and to date have indicated that none of them are
able to or willing to sign, is that based on a judgment they have made?
Or is that based on a judgment which the insurers or potential insurers
have made?

Mr. TAFT. It would be most appropriate to get that information
from them. I can tell you that two of the companies have no insurance
of any kind for liability arising out of the swine flu program. This is
certainly a major reason that they conveyed to us as to why they
were unable to enter into the contract.

Mr. MAGUIRE. My question then is, why hasn't the Government
sat down with the insurance companies?

Mr. TAFT. We have invited the insurance companies to participate
in one meeting. It was determined at that meeting that the insurance
industry would best be approached through the manufacturers.

Mr. M AGUIRE. It seems to me that there is going to have to be some
hard bargaining with the insurance companies. I would have assumed
the Government would have engaged in that process the last several
weeks. It seems to me that we don't know much more than we did
2% weeks ago about the attitude of the insurance companies and the
reason why they take that attitude and what range of flexibility their
might be with respect to the stonewalling position that they have
taken to date.

That is why I don't understand why you haven't done that hardbargaining with the insurance companies.Mbw. TAFT. I have not (lone it, exclusive of the meeting that we had
on July 13, at Which representatives of some of the insurers were
present.

Mr. MAGUIRE. So you have had one meeting with representatives
of the insurance industry. 1,q that correct?

Mr. TAFT. I have. I do believe that the manufacturers have been
bargaiing extremely hard with the insurance industry.

Mr. MAGUIRE. Then you are one removed from what is being said
between them. It seems to me you have got to be right in there in the
thick of this thing.

Let me ask another question. It has been suggested-Dr. Cooper,
did you want to comment?

Dr. CooPER. Yes. I have been in contact with the representative of
the American Insurance Association, Mr. Cheek, on a regular basis.

Mr. MAGTJIRE. That is the problem, Dr. Cooper, talking with the
association. Why don't we talk with the executives of the insurance
companies in question?
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Dr. COOPER. We have inquired as to who are the principals in
making policy on these orders.

Mr. M AGUIRE. It is very fuzzy, isn't it?
Dr. CooPiR. It isn't all that fuzzy, Mr. Maguire. I estimate there

may be as many as 138 different participants in this particular pro-
gram. I have no indication who the principals are.

We set one meeting up and were delayed because of the problem,
as I understand it, that the companies had in responding to the invita-
tion to come in, because we were not actually buying insurance from
them. They were dealing with their principal clients, the drug com-
panies, andso informed us.

I understand you are saying you would like us to jawbone the
insurance industry.

Mr. MAGUIRE. Exactly.
Dr. COOPER. I understand that. But I think the situation is that

we have been trying in good faith to work with them to get the best -
response we can.

Mr. MAGUIRE. But nobody can blink, Dr. Cooper, if you can't
get eyeball to eyeball. We want the insurance companies to show some
flexibility which they have not shown.

Can you given me the names of any of the leading insurance execu-
tives who are making decisions?

Dr. COOPER. I cannot do that.
Mr. MAGUIRE. There are some leading companies.
Dr. COOPER. Yes, I know there are leading companies. But I

don't know the names of the specific representatives who are author-
ized by those co pansies to make that kind of a decision.

Mr. MAGUIRE. But they are the ones who are in effect holding up
this entire swine flu vaccine program. At this point how can we get
past this impasse without dealing directly with those people?

Dr. COOPER. I am aware of what you are saying. Fain also aware
that this subcommittee could call them and ask them the same
questions.

Mr. MAGUIRE. I think we should do that.
Mr. RooERs. If the gentleman would permit, I think it will be

necessary for us to have the chief executive officers of the major
insurance companies who are dealing with this come before the
committee and let the American public know what is happening.

I am at a loss to understand this, too, with a background of so few
claims in the whole vaccination program and the assurance already
that there are no adverse effects here, no more and perhaps less than
prior vaccination programs. So I think we will try to do that. I think
we will try to do it Friday of this week, to have the chief executive
officers, the major ones, who are dealing in this program appear before
the subcommittee.

Mr. MAGUIRE. Mr. Chairman, I thank you for that. My concern,
representing this committee's efforts to come to some understanding
of this issue and representing the American people is that I don't
want the American people to be held up for ransom. I don't want the
manufacturing companies to be put in an impossible position, which
it appears to me that they have beon put in.

Dr. CooPaR. Neither do we, Mr. Maguire. We have offered to meet
with anybody and make all the things available. I have made, and

764T1-7,- ---- 14
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so has the Secretary, an invitation that we are willing to talk with"
all of them.

I don't disagree with you at all about your last comment. Nobody
is looking for anybody to be held up. I think, as I stated earlier, the
manufacturers have entered into very positive steps with us to try
to keep this going.

Mr. MAGUIRE. I agree with you. They have been meeting every
day, week in and week out. But where have the insurance companies
been?

Mr. WAXMAN. Will the gentleman yield?
Mr. MAGUIRE. I will be happy to yield to the gentleman from

California.
Mr. WAXMAN. Dr. Cooper, the contract that Mr. Taft described

to us is a blank check to the drug manufacturers indicating that the
Government is going to take over all the indemnification. I think it
goes beyond the question of assuming responsibility for our own liabil-
ity as a Government. I think it goes to the point where we are
talng over the liability for negligence of the manufacturers. That is
my opinion.

But let me go further with it because my question is this: Given
the generosity in terms of the contract described, what do the drug
manufacturers reply to you in turning it down? What more do they
want? Do they want an act of Congress which makes us take a step
that many of us feel is an unwise precedent for future action?

Mr. TArT. I have had a number of countersuggestions from the
manufacturers. It is fair to say that for the ones who do not have
insurance of any kind, which are two of them at this point, either for
our negligence or their own negligence; they have just no insurance
at all; they have said that they would require legislation. They would
require an approach that we do not have the authority to enter into
at this time without additional legislation. That is correct.

Mr. WAXMAN. What approach is that? Do they require an act of
Congress to say that we will relieve them of liability?

Mr. TAFT. No, none of them has asked that we relieve them of the
liability for their own negligence.

Mr. WAXMAN. The contract provides indemnification to the man-
ufacturers should they be hel liable under certain circumstances,
even giving a presumption to the effect that the Government will
assume those costs. What more do they want? For that reason would
they need an act of Congress if by contract the Department is willing
to take on that kind of a burden?

Mr. TAFT. A specific area that has been posed and is foremost in
their minds is the expense of defending those suits that are brought
against them, in which it is dete-mined that there is no wrong doing
or failure of dua care on either their part or the Government's part
and the plaintiff, as it develops, was misguided in bringing the law-
suit in the first place.

It does cost a certain amount of money to defend those suits. I
think it is fair to say that they anticipate those to be coming in large
numbers. We do not necessarily share that view. But the courts are
open.

Mr. WAXMAN. You are an attorney, Mr. Taft. Isn't that absolute
nonsense for the insurance companies to come in and ask us to guaran-
tee to them payment for defending suits that are not meritorious?
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That N,'ould mean that in any Federal program we have, that we
would have to promise to defend a lawsuit that somebody files that
has no merit to it at all.

Insurance companies do it all the time. It is part of their cost of
doing business. How can they expect that in a low-risk program,
they should not pay for some costs to defend lawsuits? This makes
no sense at all.

Mr. FLORIO. Would the gentleman yield?
Mr. TAFT. We have attempted to persuade them that the risks

are not as large as they believe they are.
Mr. WAXMAN. I think they understand what is going on. I think

they are holding the American people captive and trying to black-
mail all of us into giving them that first step which will relieve the
insurance industry of an area of business that they don't want to
engage in, because they don't think it is profitable. They want to
make all the profit they can, yet they don't want to take any of the
risk.

I think they are using this program to bail out professional liability,
to bail out product liability, and maybe even to put pressure on
government, Federal and State, to deprive the injured party, in any
kind of lawsuit, from any kind of remedy whatsoever. I think that
is the only reading I can make of the situation. I think it is out-
rageous. I think the American people ought to know about it. I think
we ought to stand up to it.

Mr. MAGUIRE. Will the gentleman yield back?
Mr. WAXMAN. I certainly yield back.
Mr. MAGUIRE. Do I still have time to yield to my colleague from

New Jersey?
Mr. ROGERS. Yes.
Mr. FLORIO. Reaffirming the point Mr. Waxman made, your

contract is overly generous on this point. As a lawyer you can ap-
preciate the fact that what you are saying is that you are going to
defend or assist in defending and reimbursing costs for those lawsuits
in which there is a claim made against the company, no matter how
frivolous, if in fact the allegation is that in some way the Government
is responsible.

As an attorney you kno'.v very well that every lawsuit that is filed
is going to contain one count against the manufacturer, one count
against the Government, one count against anybody else you can
think of.

So in effect what you are saying is that every suit fied is going to
be defended, assisted, and reimbursed by way of money from the
Federal Government. That is as generous as you can possibly be.

But the more important point that I think has to be raised is that
obviously something has changed over the last 3 weeks because when
we came here the last time the memo that was provided us by HEW
went specifically to the need for legislation to reimburse or indemnify
the companies for lawsuits which may grow not out of their own
negligence but out of allegations that the Federal Government didn't
do something that it should have done. Therefore, a suit may be
brought against the manufacturer. It makes specific reference to the
Davis case and the Reyes case, that we should do something about
changing the impact of those cases and relieving the manufacturers
of any responsibility and, in effect overturn the cases.
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But besides that you have just made reference to the fact and we
have found out that at least two of these companies-and how many
more we do't know-now haven't even got coverage for their own
negligence. Is this something that has changed?

Mr. TArr. That has changed.
Mr. FLORIO. How has it changed?
Mr. TAFT. Actually it has not changed in the case of one of the

companies since we last met. At that point, as I understand it,
Richardson-Merrill did not have coverage of any kind.

Mr. FLORIO. For the negligence of the drug company?
Mr. TArr. For their own negligence. That is the way I understood

the situation at that time.
Mr. FLORIO. Are they self-insurers?
Mr. TArr. For the swine flu. Had they gone forward with the

program they would have been self-insurers.
-Mr. FLORIO. So now we are expanding the whole scope of the

discussion. We are not just discussing this particular idiosyncracy
to overcome the impact of two cases which don't make any sense
in the first place.

Now we are talking about adjusting the scope of this legislative
approach so as to provide for insurance not only for the Government's
negligence but conceivably for the negligence of these companies.

Mr. TArr. No, sir, we are not expanding that. I have pointed out
that two of the companies at least are without insurance for their
own negligence at this time. We are not proposing that you legislate
to cover ti at problem specifically.

Mr. MAOUIRE. Excuse me. As a point of clarification, are you saying
they have no insurance for negligence at all now with respect to the
swine flu or with respect to everything?

Mr. TAFT. With respect to the swine flu program.
Mr. MAGUIRE. Thank you.
Mr. FLoRIO. One concluding point. At the outset-Dr. Cooper

might be the appropriate one to address this to-it was stated by
the Secretary or the President or someone, that notwithstanding
action or inaction by the Congress, the plan would go forward. This
indicates to me that someone has got a proposal ready that doesn't
require legislative action. Could you tell me what that proposal is to
insure that this plan goes through even if Congress doesn't provide
legislation?

Dr. CooPER. I think what was meant by that was that if we could
do it within the scope of our current authorities, we should go ahead
and do it. We have, in our opinion, done the best we can in good faith
under our legal authorities. The contract proposed is under our au-
thority. It does not insure anybody againt their own negligence. I
would agree with what has been said before, and as I said 3 weeks
ago, if we are to go forward with our previous legislative proposal,
which again is couched in terms that does not provide them coverage
for their own negligence, this is the area Ave would pursue. We would
make any further modification necessary in any specifics to address
any appropriate adjustment that is not within the scope of our
authority in the alleviation of fees.

As you heard here 3 weeks ago, the calculation of potential numbers
of lawsuits exceeds by a fantastic number anything that we have
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clearly is not being made on the basis of a medical risk but is made
on the basis, as one of the representatives said, of the risk of suit in a
legal climate in which there is high visibility of the program. The
possibility is that 5 perceR_ _ , f _ o ulation would get a sore arm
or a low fever for less than 24 or 48 tours. If the American public
was then going to be that-greedy that they were going to ask for
indemnification against sore arms from a shot or from a fever, that is
what that 5 percent calculation you heard before was based on.

But if there were that number of law suits, then the cost of handling
those suits is not insignificant b ia-use thwcest of doing legal business
is apparently significant.

N r. FLORIO. Dr. Cooper, did you say you don't feel that legislative
authority is necessary for you to enter into that preliminary contract?.

Mr. TAFT. We feel we have the authority to enter into the contract
that we negotiated with phe--c anies. We have also consulted with
the Office of Legal Counsel of the Department of Justice. We have a
letter from them. We could supply that for the record.

Mr. FLORIO. I would like to see that.
Mr. TAr. It says that the contract is indeed within our authority.
[The following correspondence was received for the record.]

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE,

Mr. LON ULMAN Washington, D.C., July 8, 1976.

ActingAssistant Attorney General, Office of Legal Counsel, Department of Justice,Washington, D.C.
DEAR MR. ULMAN: The Department of Health,. Education, and Welfare is

administering the National Influenza Immunization Program for which funds
were appropriated by Public Law 94-266. This statute authorizes the Govern-
ment to supply vaccine without charge to State and local health agencies for uso
In the program.

Representatives of this Department and the manufacturers have developed
a clause, for inclusion in the contracts for the purchase by the Government of
the vaccine, which (1) delineates the separate responsibilities of tho Government
and the contractor (manufacturer), (2) requires certain actions to be taken by
the parties in the event a claim is asserted by a third party against the contractor
arising out of an alleged failure by the Government to carry out its responsibilities
under the contract, (3) specifies the measure of resultant damages in any claim
by the contractor against the Government based upon the breach by the Govern-
ment of its responsibilities, and (4) establishes certain rebuttable presumptions
that under specified circumstances damages sustained by the contractor have
resulte from the Government's breach of its responsibilities. I am enclosing a
copy of the clause, as well as a copy of the request for proposals (RFP) which
contains the other provisions of the contract.'

We respectfully request your opinion whether the provisions of the enclosed
clause are consistent with the provisions of the Anti-Deficiency Act. For the
reasons discussed below, it is our opinion that the terms of the clause do not
violate that Act. Before discussing these reasons, I will describe briefly the manner
in which the immunization program will be implemented and' the concerns of the
manufacturers-which the clause is designed to meet-regarding potential
claims against them.

To implement the immunization program, the Public Health Service, a com-
ponent of HEW will make grants to State and local health agencies pursuant to'
Section 317 of the Public Health Service Act, 42 U.S.C. 247b which authorizes
the Secretary of HEW to make such grants for programs for the control of com-
municable and other diseases. The grants will include not only cash but also

I The enclosed clause will be substituted for Article XV of the e~mtraet which is Included
In the RFP package. Other provision of the eontraet Included In the RPP package are
subject to further negotiation with the manufacturers, The centrists have not as yet,
been signe.. .
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donations of the vaccine. The State and local health agencies will make arrange-
ments to have the vaccine administered to the public in community clinics,
various health facilities, physicians' offices, etc.

During the Congressional hearings on the bill appropriating funds for the
program, representatives of the vaccine manufacturers expressed concern that
they might be held liable under some principle of strict products liability for
damages for personal injuries in actions filed by persons inoculated with the
vaccine. Their concern stemmed largely from decisions of federal courts of appeals
in two circuits holding a manufacturer of Sabin live polio vaccine liable to plaintiffs
who were found to have contracted polio from the vaccine even though the
plaintiffs did not establish negligence in the manufacture of the vaccine. Davis v.
Wyeth Laboratories, Inc., 399 F. 2d 121 (9th Cir. 1968) and Reyes v. Wyeth Labora-
tories, Inc., 498 F. 2d 1264 (5th Cir. 1974), cert. den. 419 U.S. 1096 (1974). In
both cases, the courts applied the rule set forth in Section 402A of the Restate-
ment (Second) of Torts, 1965 that the manufacturer of a so-called "unavoidably
unsafe product" is under a duty to see to it that proper warning of the hazards
of the use of the product reaches the user.

Because flu vaccines are made of killed-rather than live-viruses, and be.
cause clinical tests of the swine flu vaccine and experience with other vaccines
have indicated that the risks of serious reactions from inoculation are very low,
we believe that a court would likely determine that the Davis and Reyes standards
of liability do not apply to manufacturers of flu vaccine. We cannot, however,
deny the possibility that some courts might apply the Davis and Reyes standards
of liability or other standards of strict products liability, particularly in view of
the magnitude of the flu immunization program and the fact that the vaccine
will be frequently administered on a mass basis in community clinics without the
physician-patient relationship that generally accompanies the administration of
prescription drugs.

The concern of the manufacturers was heightened in recent weeks by the can-
cellation or severe reduction of their liability insurance. Without adequate in.
surance, the manufacturers will not only have to assume losses from judgments
against them in personal injury suits, but they will also be burdened with the
costs of defending all such suits, a burden which insurance companies ordinarily
assume.

Initially, HEW sought unsuccessfully to meet the manufacturers' concerns by
including suitable provisions in the proposed contract for the Government to
assume responsibility for assuring that all persons to be vaccinated receive the
notices of the risks and benefits of inoculation. Failing to secure agreement by all
the manufacturers to such provisions, we sought the enactment of legislation
authorizing the Secretary of HEW to include provisions in the contract to in-
demnify the manufacturers for losses resulting from causes other than their own
negligence. Following rejection of the legislation on July 1, 1976 by the Sub-
committee on Health and the Environment of the House Interstate and Foreign
Commerce Committee, we resumed negotiations with the manufacturers and
developed the language of the enclosed clause.

As noted in Paragraph A of the clause, because of the need to have the vaccine
produced and delivered within a relatively short period of time, the Government is
assuming certain responsibilities which would ordinarily devolve upon the manu-
facturer. Thus, HEW is conducting the clinical tests of the vaccine and is investi-
gating and determining the risks of inoculation. Because HEW has undertaken
these responsibilities and because HEW will purchase the entire output of vaccine
from the manufacturers and arrange for its distribution, the Government is also
assuming responsibility for developing a statement of the benefits and risks of
inoculation and seeing to it that all persons to be inoculated are informed of those
benefits and risks. These and other responsibilities of the Government, including
the responsibility for developing the specifications for the vaccine, are spelled out
In Paragraph B of the clause.

In our judgment the Government is fully able to carry out the responsibilities
It has assumed In Paragraph B of the clause. We do not foresee any meritorious
claims that the Government has failed to carry out its responsibilities. It Is our
opinion, therefore, that Paragraph B cannot raise any problems under the Anti-
Deficiency Act, 31 U.S.C. 665(a).2

' 31 U.S.C. 665(a) provides;
No offcer or employee of the United States ball make or authorle an expenditure from

or create or authorize an obligation under any appropriation or fund In excess of the
amount available therein; nor shall any such officer or employee Involve the Government
In any contract or other obligation, for the payment of money for any purpose. in advance
of appropriations made for such purpose. unle such contract or obligation Is authorized
by law.
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The Department has conducted and is continuing to conduct extensive clinical

tests of the vaccine to ascertain the proper dosages and any side effects or adverse
reactions. On the basis of the data obtained from these tests and data from other
flu vaccination programs the Public Health Service is developing a standard
information statement of the risks and benefits of inoculation. Furthermore,
each grant to State and local health authorities includes a condition obligating
the grantee to arrange to have this statement (or a substitute approved in advance
by the PHS) furnished to all persons to whom vaccinations are to be administered
in public clinics and in circumstances other than where the usual private physician-

atient relationship is present.' The grantees are also obligated by a condition
their grants to arrange for documentation of the furnishing of the information

statement to persons who are vaccinated. Guidelines will also be distributed to
the grantees elaborating on the procedures for obtaining informed consent from
persons to whom the vaccine is administered and providing additional information
on the program.

In short, we believe we are taking all appropriate measures to carry out the
responsibilities specified in Paragraph B. We are not creating or authorizing
obligations or expenditures by virtue of our taking on these responsibilities.

The other provisions of the clause also raise no Anti-Deficiency Act problems.
The provision in Paragraph D that "the Government shall, at its option, either
defend or assist in the defense" of claims or actions against the contractor arising
from an alleged failure of the Government to discharge its responsibilities will
not create any obligations in excess of available appropriations. If the option to
defend is exercised, Department of Justice attorneys will conduct the defense of
the action. Regardless of which option is exercised, HEW personnel will assist
the Department of Justice or the manufacturer in the defense of the action. In
either event, participation of personnel of Justice or HEW in the defense of such
actions would not entail the creation of an obligation of funds in excess of available
appropriations.

Paragraph E states the measure of resulting damages to the contractor in
connection with claims against the contractor predicated upon the failure of the
Government to carry out its responsibilities under the clause. A statement of the
measure of damages obviously does not constitute or create an obligation to pay
damages, and thus does not raise any Anti-Deficiency Act problems.

Nor does Paragraph F violate the Auti-Deficiency Act, since the presumption
created in that Paragraph (that certain losses of the contractor were incurred by
the Government's breach of its responsibilities) may be rebutted by the Govern-
ment. Accordingly, no obligation in excess of available appropriations is created
or authorized by this Paragraph.

Counsel for the manufacturers have advised us that their clients will not sign
any contract for the purchase of the vaccine unless we receive from the Depart-
ment of Justice an opinion that the clause discussed above does not violate the
Anti-Deficiency Act. In view of the need to complete expeditiously the contract
negotiations, I would appreciate receiving your response to m" question as soon
as possible.

Sincerely yours, H. TAr T,

General Counsel.
Encldsure.

ARTICLE-DELINEATON Or RESPONSIBILITES or THE GOVERNMENT AND THE
CONTRACTOR

A. The parties recognize that the Government has initiated, planned, and is
arranging for the implementation of the influenza immunization program. Be-
cause of the need to have the vaccine tested, manufactured and delivered within
a relatively short period of time In order that the population may be inoculated
in an attempt to prevent an influenza epidemic, the Government has assumed
certain responsibilities, as specified herein which would ordinarily devolve upon
the Contractor. It is the intention of the parties that the Contractor will be

' The statement will also be distributed by the grantees to physlcans participating In
the program, but In deference to the physician-patient relationship, the physician will not
be required to distribute the statement to his patient. The physician is expected to use the
information In the statement In obtaining the informed consent of his patient. It should be
noted that the requirement In Dav4a and Rey,. cases, empro that manufacturers give notice
of the risks of the polio vaccine to vaednees was specltflally made applicable to those
receiving the vaccine in other than a setting in whieh there is a private physician-patient
relationship.
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responsible solely for the performance of its obligations under Paragaph C herein.
It is the purpose of this Article to delineate the separteresponstbilities of the
Government and the Contractor.

B. In the light of the circumstances described In Paragraph A hereof, the
Government shall be responsible for:

(1) The adequacy of the standards and specifications for the vaccine required
to be delivered under this contract, including their compliance with all applicable
requirements of law and regulation.

(2) The safety and suitability of materials provided to the Contractor by the
Government under or in connection with this contract.

(3) The investigation and determination of the safe and effective dosages
and adequate directions for the use of the vaccine.

(4) The investigation and determination of the risks and benefits of inoculation
with the vaccine.

(5) The development of an adequate statement of information respecting the
risks and benefits referred to in subparagraph (4).

(6) The taking of all appropriate steps to assure that each individual to be
Inoculated (or where appropriate, a parent or guardian of such individual) is
adequately informed of such risks and benefits.

(7) The content of the labeling of the vaccine, including Its compliance with all
applicable requirements of law and regulation.

(8) The taking of all appro priate steps to assure that each person responsible
for administering the vaccine hs adequate notice of the labeling of the vaccine,
provided that nothing herein shall limit the responsibility which the manufacturer
otherwise has to assure that labeling is included in and delivered with each
shipment of the vaccine.

(9) The arrangements for the implementation of the influnza Immunization
program, including the issuance of appropriate guidelines and information.

CZ.The Contractor shall use due care and comply with all applicable laws and
regulations in the manufacture and handling of the vaccine in accordance with
the specifications herein.

D. If any claim or action by a third party Is asserted against the Contractor
arising in whole or in part from an alleged failure by the Government properly
to discharge the responsibilities assumed by it In this Article, the Contractor
shall promptly notify the contracting officer and furnish to him copies of all
pertinent documents served upon or received by the Contractor. The Govern-
ment shall, at its option, either defend against or assist in the defense or settle-
ment of such claim or action. If such claim or action includes an allegation that
the Contractor failed to exercise due care in the manufacture and handling of the
vaccine in accordance with the contract specifications, the Contractor reserves
the right to direct and control the defense or settlement of the claim or action
with respect to such allegation. The Government shall not contest, In any sub-
sequent litigation brought by the Contractor against the Government, any
factual determination made in any prior litigation against the Contractor of which
the Contractor has given the Government timely notice.

E. In the event of the Government's breach of, or failure to carry out, its re-
Vonsibilities under this Article, any measure of resulting damages to the
Contractor shall include, but need not be limited to, damages (including money
udgments, settlements approved by the Government, and reasonable attorneys'

fees and associated costh) sustained in connection with claims against the Con-
tractor caused by the breach or failure. This provision shall not limit any other
right of the Contractor to obtain damages or other relief for any breach of thii
contract qr for the settlement of any dispute arising under this contract.

F. All reasonable costs incurred by the Contractor in defending a claim based in
whole or in part on the alleged failure of the Contractor to carry out any responsi-
bility assumed by the Government under this Article, and any recovery of damages
by a third party against the Contractor on such a claim, shall be presumed to have
been incurred by reason of a breach by the Governmeht of such responsibility.
Such presumption may be rebutted by the Government in any judicial or ad-
ministrative proceeding if the Government proves by a preponderance of evidence
that the Contractor's loss was not the result of a failure by the Government to
carry out any of its respousibilit~i undet tW* Aticle.. ,
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DEPARTMENT OF JUSTICE,

Mr. WILLIA . TAT IVWashington, D.C., July 11, 1976.
General Counsel, 0fca of the Secretary, Department of Health, Education, and

Welfare, Washington, D.C.
DEAR MR. TArt: By letter dated July 8, 1976, you advised us that you proposed

to include a certain clause (entitled "Delineation of Responsibilities of the Govern-
ment and the Contractor") (the "Clause"), a copy of which you enclosed with your
letter, in contracts between the Government and the manufacturers of vaccine to
be used in the National Influenta Program. You have requested our opinion as to
whether the Clause contravenes the provisions of 31 U.S.C. , 665(a), part of the
Anti-Deficiency Act.

For the reasons given below, it is our opinion, based upon the facts and cir-
cumstances described in your letter and in various conversations between our
office that the inclusion of the Clause in the proposed contracts with vaccine
manufacturers would not cause the contracts to violate 31 U.S.C. I 665(a).

Briefly stated, we understand the facts to be as follows:
The Department of Health, Fducation, and Welfare, through its components,

is sponsoring the National Influenza Immunization Program. To implement the
program, the Department proposes to purchase so-called swine flu innoculant
from certain manufacturers, to provide the innoculant free of charge to state and
local health agencies, and to make grants to such agencies to support the costs they
will incur in administering the vaccine to the public. The Congress has appro-
priated approximately $135 million, to be available until expended, to support
this program. Pub. L. 94-266; 90 Stat. 362, 94th Cong. 2d Sess.

The Government would, pursuant to the Clause, assume certain responsibilities
with respect to the vaccine which otherwise would devolve on the manufacturers.
Paragraph B of the Clause provides that the Government is to be responsible for
(1) the adequacy of the specifications for the vaccine; (2) the safety and suitability
of materials furnished to the contractor by the Government; (3) the Investigation
and determination of safe and effective dosages and adequate directions for the
use of the vaccine; (4) the investigation andl determination of the risks and
benefits of innoculation with the vaccine; (5) the development of a statement of
information regarding those risks and benefits; (6) the taking of all appropriate
steps to assure that individuals to be Innoculated are adequately informed of such
risks and benefits; (7) the content of the labeling of the vaccine; (8) the taking of
all appropriate steps to assure that persons responsible for administering the
vaccine have adequate notice of the labeling of the vaccine; and (9) the arrange-
ments for the implementation of the influenza immunization program. We under-
stand from you that the Government Is capable of meeting and intends to meet
all of these responsibilities from available appropriations.

Paragraph D of the Clause provides that, in the event a claim is asserted against
a manufacturer premised in whole or in part upon the failure of the Government
to meet its responsibilities under paragraph B, the Government shall defend or
assist in the defense of such claims.

-Paragraph E of the Clause states the measure of damages to the manufacturer
In connection with claims and suits against the manufacturer stemming from the
Government's failure to meet Its responsibilities under paragraph B, in effect
making the Government reponsible for certain consequential damages suffered
by a manufacturer by reason of the Government's breach.

Paragraph F establishes a rebuttable presumption that certain losses of the
manufacturer were the result of the Government's failure to meet its responsibili-
ties under paragraph B of the Clause.

The Anti-Deficiency Act, 31 U.S.C. § 665, provides in pertinent part:
(a) No officer or employee of the United States shall make or authorize an

expenditure from or create or authorize an obligation under any appropria-
tion or fund in excess of the amount available therein; nor shali any such
officer or employee involve the Government in any contract or other obliga-
tion for the payment of money for any purpose, in advance of appropriations
made for such purpose, unless such contract or obligation is authorized by
law.

This provision evidences a Congressional purpose to prevent contracting
officers from making contracts involving the United States in obligations for
expenditures or liabilities in excess of currently appropriated sums. Se, e.g., 42
Comp. Gen. 272, 275 (1962), 39 id. 422, 425 (1959); 13 Comp. Dec. 478, 480
(1907). In our opinion, under the circumstances presented, the Clause does not
do so.
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Paragraph B is the heart of the Clause in that it specifies the obligations which
the Government has assumed with respect to the vaccine. That paragraph requires
the Government to perform certain functions and carry out certain responsi-
bilities with respect to the vaccine and the public vaccination program. Thus, for
instance, the Government must assume responsibility for developing adequate
specifications for the vaccine and for determining safe and effective dosages. We
understand from you that the Department of Health, Education and Welfare,
and/or certain of its components, have available sufficient appropriations to enable
the Department to meet each and every one of the nine specified responsibilities
assumed by the Department in paragraph B of the Clause. You have also assured
us that the Department has both the technical ability and the intention to meet Its
responsibilities under paragraph B and have, in support of that assurance, pro-
vided examples to us of the steps which the Department is taking to carry out those
responsibilities. In the circumstances, it is clear that paragraph B is, not prohibited
by the Anti-Deficiency Act.

The other provisions of the Clause are also not prohibited by the Anti-Deficiency
Act. Paragraph D of the Clause provides that the Government "shall, at its option,
either defend against or assist in the defense" of claims or actions against the
contractor arising from an alleged failure of the Government to discharge its
responsibilities under the Clause. That the Clause contemplates that lawsuits
may be filed in which the United States would be interested and which would
require participation of the Department of Justice in defending those suits (if
the option to defend is exercised) would not authorize or create obligations in
violation of the Anti-Deficiency Act. A variety of activities of the Government
may result in actions against the United States which the Department of Justice
defends. Such activities are obviously not prohibited by the Anti-Deficiency Act.
merely because they might result in lawsuits against the Government.

You further stated in your letter that the obligation in paragraph D to "defend
or assist in the defense' of certain actions would also require HEW to provide
assistance either to the Department of Justice or to the contractor in the defense
of those actions. We understand that such assistance would probably include
testimony by HEW personnel and the furnishing of pertinent documents. The
requirement of such assistance by HEW does not, in and of itself, create an
obligation against appropriations and is, therefore, not in violation of the Anti-
Deficiency Act.

Paragraph E states the measure of resulting damages to the contractor in
connection with claims and suits against the contractor stemming from the failure
of the Government to carry out its obligations under the Clause. Provisions in a
Government contract specifying the measure of damages in the event of its breach
by the Government do not constitute or create an obligation by the Government
to pay damages, and thus raise no Anti-Deficiency Act problem.

Paragraph F creates a presumption that certain losses of the contractor were
incurred by the Government's failure to carry out its responsibilities under the
Clause. This paragraph provides that the presumption may be rebutted by the
Government in any judicial or administrative proceeding "if the Government
proves by a preponderance of evidence that the contractor'sloss was not the result
of a failure by the Government to carry out any of its responsibilities" under the
Clause. Based upon the representation In your letter that the Government Is
fully able to carry out its responsibilities under the Clause we must assume that
the presumption created in paragraph F would be rebutted by the Government;
therefore, the rebuttable presumption created in paragraph F creates no obligation
on appropriations and is not in violation of the Anti-Deficiency Act.

Given the appropriation for the National Influenza Vaccination Program
noted above, and the assurances of the Department of Health, Education and
Welfare that the Goyernment can meet its responsibilities under the Clause from
available appropriations, a question arises as to the necessity for this inquiry.
We understand that it proceeds from concern on the part of the manufacturers
that the Clause constitutes a prohibited indemnity agreement.

We assume, arguendo, that indemnity clauses In unlimited amounts are pro-
bibited by the Anti-Deficiency Act because performance by the Government under
such a provision has the potential of subjecting the United States to Indefinite and
virtually unlimited liabilities which may exceed the sums appropriated for the
contracts to which the Indemnity clauses are attached. See, e.g., California-
Pacifi Utilities Co. v. United States 194 Ct. C1. 703 (1971); 54 Comp. Gen. 824
(1975); 42 Comp. Gen. 272 (1962); 16 Comp. Gen. 86 (1955). It may well be true
that a contract clause of the type here In question, requiring the Government to
perform certain responsibilities or face the legal consequences of breach, could be
formulated as a means of avoiding any prohibition on indemnity agreements.
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Thus, a clause in an agreement allowing the Government the use of certain lands
for maneuvers, could require the Government to assume responsibility for acts
impossible of performance. A second clause could provide that for breach of
the first clause the measure of damages to be paid by the Government shall include
any losses incurred by the landowner from any cause during the time of the
maneuvers. Thus, a measure of damages clause might be turned into an indemnity
clause. Of course, such a sham might well be found to be violative of the Anti-
Deficiency Act.

In the case which you present, however, there appears to be no basis whatsoever
for even suggesting the existence of a sham. Rather than contracting to do the
impossible, the Department of Health, Education and Welfare assures us that it is
fully capable of meeting its responsibilities under paragraph B of the Clause. So
long as the Government meets its responsibilities under that paragraph, no ques-
tion of the application of the Anti-Deficiency Act arises. See California-Pacific
Utilities Co. v. United States, supra, at 722-29. While it may well be that were the
Government to breach the contract, the resultant liability might exceed appropri-
ntions available for the contract, the Anti-Deficiency Act does not require the
Government's contracting officers to speculate without bounds as to the monetary
consequences of a breach or to so structure each contract as to limit any con-
ceivable Governmental liability for a breach to amounts less than available
appropriations.

This conclusion Is supported by decisions considering the propriety of establish-
ing contingency reserves under 31 U.S.C. § 665(c). That subsection, also part of
the Anti-Deficiency Act, requires the Government in administering appropriations
to establish appropriate reserves for contingencies. The bare possiblity that a
claim might be made against the Government under a contract, or even the
existence of litigation which the Government believes to be without merit, does
not require or justify the establishment of such a reserve. 42 Comp. Gen. 708,
713 (1962); cf. 36 Comp. Gen. 185, 187 (1955).

We have no objection to your furnishing copies of this opinion to the manu-
facturers and their counsel.

Sincerely,
LEON ULMAN,

Acting Assistant AUorney General,
Office of Legal Counsel.

Mr. FLORIO. The last point I will make is that you say there are
two companies which no longer have negligence insurance or liability
insurance. And in the case of one it was ascertained-

Mfr. TAFT. They told us.
Mr. FLonio. That means that since the discussions have come to the

public fore that someone has had their negligence insurance canceled?
Mr. TAFT. As I understand it.
Mir. FLoRo. Which company? And which insurance companies

canceled?
Mr. TAFT. 1 do not know which insurance companies. I understand

'the Parke-Davis Co.-perhaps they could speak for themselves-has
been notified that their insurance would not cover swine flu.

Mr. FLoRIO. Mr. Chairman, if the insurance company representa-
tives arc going to be.here on Friday I would particularly like to have
the representative of the insurance company that has canceled this
insurance in the course of public debate because I think that is
particularly reprehensible.

Mr. RoGERS. We will do that.
Mr. FLoRIO. I yield back to Mr. Maguire.
Mr. MAoumE. Thank you, Mr. Chairman.
1 have a couple more lines of inquiry if I might pursue them.
Dr. Cooper, I am concerned, obviously, about baseless suits and

bow they are going to be paid for. I am not a lawyer or a judgi or
any thing. But 1 would thiik that after a certain number of baseless
suits were knocked out of the courts that that particular problem would
be attenuated.
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What I am more concerned about is suits in which there might be
some basis for a claim and who is, in fact, under the language that you
negotiate or that we all agree to is going to be liable.

As I understand your answer just now you indicate that not only
are the companies going to be without insurance with respect to
negligence in relation to specific contract terms---correct me if I am
wrong-but also they will be denied negligence insurance for anything
apart from contract terms that would have a basis for a liability claim
as long as it is related to the swine flu program. Is that correct?

Dr. CooPER. That is correct.
Mr. MAGUIRE. So then the question is, What is the line that can be

drawn and how can it be drawn with respect to the Government's
liability? My concern all along has been that the draft bill which lou
presented to this committee and which has been redrawn in various
versions all failed to address themselves adequately to that question
of what is the limit beyond which the Government will not be laible
but which the Governnent will be liable for and therefore will have an
incentive to produce kt the highest level of quality and so forth,
which leads me to my question.

You mentioned reinsurance a few moments ago. That is a different
term from indemnification. I had suggested 3 weeks ago that we ought
to figure out some way that the companies, together with their
insurers, could and should be responsible, not just for failure to follow
contract specifications, but also generally for negligence relating to the
swine flu, for all those things that might not be dealt with specifically
in a contract, that they ought to be responsible for a certain limit and
that the Government should pick up at that point, the benefit being
that the Government then doesn't just sign a blank check and that the
incentives remain with the companies to perform to the highest
osible standard because they know that they will not be bailed out

by the Government but that they will in fact have a liability which
would rest with them on cases where they were in fact negligent.

What is your reinsurance concept? How does it work? Up to what
level would the companies and their insurers be liable and for what
things would they be liable?

I take it there is a different concept than we were talking about 3
weeks a o.

Dr. COOPER. It is a different concept.
Mr. MAGUIRE. You agree with me now, I take it?
Dr. Coopmr. Sure. Let me clarify the two points here. On the

one point I think we agree that it is impossible for me to specify
every possible eventuality in the human biological system that Could
be specified in a contract.

We did not specify in the contract to your satisfaction the last time
the determination of the dollar figure above which we should con-
sider providing recommendation to you that we should enter into a
reinsurance scheme?

If I were to try to calculate on an actuarial basis or on experience,
I am not sure how I would come up with a number.

I am willing to discuss with the committee and with thi companies
involved an appropriate number above which we would reoommend.

But I have already said the medical basis, which is backed up by
data we will provide of past experience with kill vaccines and oral
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vaccines and the like. I have no magic formula that allows me to
draw a number above which we could do this. This could be anywhere
from zero to any number which was in that envelope which was
discussed by their representative, Mr. Cheek, in the past.

Our proposal is that within the language of our previous proposal,
which clearly makes them liable for their own ifegligence, that if we can
reach a level that is agreed upon, then I think we could be specific
,either in language or in modification of that bill and support it.

Mr. MAGUIRE. By "liable for their own negligence,' you mean
negligent not just with respect to specific contract specifications but
other than that specifically provided?

Dr. COOPER. That is correct.
Mr. ROoERs. Excuse me. Go ahead and finish your answer, Doctor.
Dr. COOPER. What I was going to point outis that we certainly

would agree to all the points you are making about the fact that
baseless suits would tend to diminish when they are no longer
successful.

We would like to see a provision in which there is complete assurance
to you and to ourselves that this is not an opportunity for any kind
of windfall profits for unused pools of money that are given to all the
parties involved. I think that can be done and I think our general
.counsel would agree this could be worked out if we could reach a
'level at which we could go forward with this type of discussion.

Mr. MAGUIRE. The issue is not the baseless suits. That is a sub-
sidiary issue.

Dr. COOPER. The issue of baseless suits goes away if we could
enter into this type of reinsurance scheme. If on the basis of our
willingness to do that, the manufacturing industry could either
insure themselves against basic negligence or that the insurance
Compp anies would reinstate their basic negligence coverage.

Ir. MAGUIRE. So we are back to the basic issue, which is that
is there going to be any participation by the insurance companies in
some kind of a compromise proposal which would be consistent with
the interests of all parties and second can the Government draw the
terms of this agreement so that the people of the United States are
protected both financially with respect to dollars that might be paid
out and protected as to thie quality of the vaccine, wlhich they can only
be protected by as long as the companies have an incentive to produce
the highest quality vaccine.

Those are the key is-sues.
Dr. COOPER. We think this can technically be done. We would

hope that both industries involved would be able to join together to
provide the basic coverage.

Mr. MAGUIRE. Why (lid you come to this committee a month ago
and ask for a blank check?

Dr. COOPER. We (lid not think we were coming a month ago'to
ask for a blank check. We thought the first time we came that we
could handle it, before 3 weeks ago within the confines of the confract-
because we (lid not expect the basciess suit issue to be so large because
of our medical safety data, that it would result in cancellation of
insurance. When it became an issue, we came back with legislation
that would -allow us, not to relieve them of their negligence but to
rovide the coverage that might be necessary in arriving at a solutioxi

1ike this, as it would occur.
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Mr. MAGUIRE. None of the drafts that I have seen adequately'
protect the Government. That is my point. I would like to see the
language that you have got in the contract because I am not sure that
that protects the Government either.

I yield back my time to the gentleman from California.
Mr. ROGERS. Mr. Scheuer has been waiting.
Mr. WAXMAN. If I may ask a very quick question?
Mr. ROGERS. All right.
MV. WAXMAN. You started this morning with a statement that the

President of the United States would rescue the swine flu program
from any possible demise, with or without the Congress.

As I also understood your testimony,-- the President stated that
Secretary Matbews is optimistic. Can you tell me why Secretary
Mathews is optimistic, and second, how the President is going to rescue
this program without the Congress?

Dr. COOPER. I think Secretary Mathews is optimistic b ,cause he
basically believes that the people of the United States ought to have a
program of protection of this type and that we will find a way to work
it out.

In reference to your comment about the President's rescue mission,
as I spoke to you before, the President meant that there are certain
things he would ask us to do to the best of our ability within current
authorities. If it were not possible, then he would ask us to-go back
to you, as I have this morning, to clarify our comments.

Mr. Maguire referred to a "blank check." Our view is that it
shouldn't be a blank check, and that we are willing to specify the things
that would make it not a blank check, and to provide any additional
things that would allow every party involved to exercise public
responsibility.

Mr. WAXMAN. If the insurance industry continues in the negotia-
tions, to act in a way that you and I both, from the way I understand
the testimony, consider unreasonable, will the President of the United
States then use that as an excuse to come back and try to blame the
Congress before the general election for the failure of this program?

Dr. COOPER. The President is not interested in blaming anyone.
I think he made it clear yesterday that he is interested in providing
this protection. This is not viewed in any sense as an election ploy.
He is not really trying to blame the Congress or the manufacturers or
the Public Health Service. He is asking us to get on with it, to try to
find a way to offer that protection to the people on a voluntary basis.
He does not intend to use any failures of anyone as a political leverage
mechanism.

Mr. WAXMAN. Has Secretary Mathews sat in on any of the negotia-
tions with the drug manufacturers and the insurance industry?

Dr. COOPER. He chaired one meeting himself. He has been kept
apprised of the others. Mr. Taft has met on a number of occasions
with the legal representatives. I have been in and out of those meetings.
In addition, I have been in direct contact with the management of all
the companies involved during this period of time at a rather intense
level.

In addition, our other agency people have been involved on a regular
programmatic and scientific level.

Mr. WAXMAN. Dr. Cooper, you have been involved thoroughly and
intensely in all the negotiations in a very personal way. You have
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heard the whole range of discussion. You have heard the arguments
from the insurance industry and from the drug manufacturers.

Do you share the optimism of Secretary Mathews that the insur-
ance industry and the drug manufacturers are going to let us go ahead
with this program?

Dr. COOPER. Mr. Waxman, if I weren't an optimist, I wouldn't
be in my current position.

Mr. WAXMAN. [hank you.
Mr. ROGERS. Mr. Scheuer?
Mr. SCHEUER. Dr. Cooper, I think you can feel there is a good deal

of reluctance on the part of the members on this side of the aisle
to get into the business of underwriting insurance companies and lift-
ing them out of this position.

This committee is working its way toward the creation of some kind
of national health program. One of the things that has constrained us
from moving faster has been the incredible escalation of costs in
delivering health services and the apparent way in which the insurance
industry and the nursing home industry and the drug industry and the
pharmaceutical industry and the health-related facilities industry and
the Medicaid mills have taken gross advantage of the Government,
of Congress, and the taxpayer.

We are very loathe to see any further precedents that would open
up the taxpayers' purse even further. I think you have to understand
that our concern goes far beyond the implications of the dollars in-
volved in this particular swine flu vaccination program.

You have been dealing with the insurance industry. But I take it
you haven't been dealing with the executives and the individual
insurance companies.

Dr. COOPER. That is correct, sir.
Mr. SCHEUER. You have been dealing with Mr. Cheek.
Dr. COOPER. That is correct, sir.
Mr. SCHEUER. It seems to me it would be appropriate to sit down

with some of the top executives of these companies to find out-
Dr. COOPER. We would be pleased to do that. The Secretary offered

and I offered. We were essentially advised that they would prefer to
do business through the usual channels, our contacting the drug
industry and not us directly contacting them.

I would be pleased to talk with all parties in an effort to expedite
a solution. I subscribe to your concerns. I am aware of what might
be set as a precedent here.

I am also concerned on the other side of that coin of what the wrong
kind of precedent or failure here would mean for the future of pre-
ventive programs in this country.

Mr. SHEUER. I don't think this Congress intends for nothing
to happen.

Dr. COOPER. That is why I say I am optimistic that we can all
work together to find a way.

Mr. SCHEUER. Do you find the insurance industry acting as sort of
a bloc? Do you find that there is any competition, that some insurance
companies are a little more willing to underwrite than others and
haven't put such a hi gh estimate on these theoretical cases? Do you
find that they are holding ranks? Do you find that there is any vestige
of competition among the various sectors of the insurance industry?
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Mr. TA IF. As far as I know, two of the companies have some
insurance. One of them ha3 a little over $2 million in insurance.
Another one has slightly over $3 million of insurance.

There has also been an offer of a form of insurance for $5 million
which I personally can't say looked to me like a very good deal. It
was extremely expensive insurance. Essentially the premium was
the cost of claims paid out. But that would be about $11 million of
insurance. That is all we are aware of.

Mr. SCHEUER. Do you feel that the role that Mr. Cheek is playing
is really in effect to stop anything from happening?

Dr. COOPER. No, sir.
Mr. SCHEUER. IS the insurance industry saying they don't want

to get involved in this swine flu vaccine program?
Dr. COOPFR. I don't think those are the same two questions. Let

me say that I have found Mr. Cheek in the intervening 3 weeks to be
extremely helpful in trying to help us resolve the problem. I have been
in daily-often several times a day-contact with him to get reactions
and to try to help get support to help resolve the issue. He is not in
any sense, nor is any individual I am aware of, trying to stop communi-
cation. He has told me he has urged further communication with
respect to the industry itself.

Mr. SCHEUER. Communication is great. But it has to lead to a
result.

Dr. COOPER. It is clear from the reactions that the insurance in-
dustry finds this program, I guess I would say, unattractive.

Mr. SCHEUER. It is interesting because they are not taking any of
the normal risks of the market, either in price or in volume. They
are not taking any risk at all that I can see, other than for their own
negligence. If they are not willing to do that, if they are not willing
to take the modest risk of insuring a product that your medical ex-
perts describe as having the same results as a placebo, what are they
in business for?

Before you answer that, I have to say that we have been having
a sort of agonizing reappraisal of the role, if any, that the insurance
companies should play as we develop a national health program.

I must say that the insurance industry performance in this partic-
ular episode does not give me confidence that they are prepared to
play a meaningful role in a national health program so far as any

ind of risk taking is concerned.
I don't understand what they are about, unless they are saying

that even in a program where the medication has an apparent total
similarity to the placebo, they are not going to insure it.

The "Mickey Mouse" suits have been a cost of doing business for
the insurance companies since day 1. They know a heck of a lot more
about that than you or I because they have got the books.

I don't understand what they perceive their role to be here. Their
actions have an unsettling effect on this Congress as we move toward
a national health insurance program.

Dr. COOPER. As I said at our last meeting, I find their determina-
tions incomprehensible. I can't understand why th'ey find it unin-
surable from what I know about the medical risks. 'In fact, I would
think that if we are successful in these kinds of preventive programs,
it would be saving lives and it would be helping another segment of
their business.
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I think the point that you need to keep in mind is that some of the
liability insurance companies are not necessarily the same ones that
underwrite life or health insurance.

Mr. SCHEUER. The industry is dealing with you as an industry.
We are perceiving them, through Mr. Cheek, as an industry and when
we get to writing a national insurance program we will be perceiving
them then as an industry.

Mr. MAGUIRE. Would the gentleman yield?
Mr. SCHEUER. Briefly. Because I have one more question.
Mr. MAGUIRE. I found in my short time in Washington that the

last person you want to negotiate seriously with about anything are
the industrywide special-interest group-wide associations and their
representatives here in Washington.

If you want to deal with the insurance industry, don't deal with the
umbrella guy in Washington. He is going to take the position that
nothing is any good, strictly for political negotiation objectives. Deal
with some real people in the industry and real companies who are
prepared to talk with you about their problems and come up with
some resolutions.

We did that with respect to the Clean Air Act, with respect to auto
emission controls. We did that with respect to diesel engines for trucks
and buses. We dealt with the specific guys. I think Congressman
Schener is exactly on target when he says where are the companies
in this country who are going to live by the principles that we have
in thi.. country in the free enterprise system and who are going to
come forward and say, "We are prepared to participate." That is
what we are looking for.

Dr. COOPER. I o not disagree. We have dealt with Mr. Cheek
in the absence of response from our invitations to the other meetings.
As I mentioned before, we were advised that they would prefer if we
dealt directly with the manufacturers.

Mr. MAGUIRE. That is a bureaucratic device. You recognize that
surely as a stalling tactic which insulates you from the power and the
decisionniakers. X ou are a sophisticated bureaucrat.

Dr. COOPER. I am a sophisticated bureaucrat. I don't apologize for
it. But I have no subpena power.

Mr. ROGERS. I might add that this committee does.
Mr. MAGUIRE. The Asistant Secretary has just landed a blow,

Mr. Chairman.
Mr. SCHEUER. Mr. Secretary, I have the feeling that you have the

feeling that you are trying to punch your way out of a bag of wet
Kleenex in dealing with the insurance companies. I suggest the best
way to break out of that bag of wet Kleenex and engage in meaningful
discussions is for you to get head-to-head with the pricipals involved
and get this fuzzy, murky intermediary out of the way so you can
have discussions with the company executive, assuming he wants to
make a profit and take the normal risks. And you will find out very
quickly.

Let me ask you one last question. I think we should be determined
to go through with this program if it is medically sound.

f think we have determined in dealing with preventive health care
to ge0t away from tertiary care and scanners and into preventive
health care rather than sickness care, away from tertiary hospital beds
and into the preventive elements of the community health center and
the school nurse and so forth.

76-371-76------15
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It would be an abomination if we had to give up this preventive
program because of the stone-walling of the insurance industry as
well as the drug industry, if their product is as safe as their own tests
indicate and they have this enormous volume to work with with none
of the normal risks in the market.

I don't understand why they can't be self-insurers. I honestly don't.
Dr. COOPER. Again, we have pursued this vigorously. I am going to

try to work out of the wet Kleenex if I can learn the names and invite
them a ain.

But think some of the issues you raise might best be expedited
for discussion if you bring them to the table here. I will be pleased to
participate in those discussions.

Mr. SCHEUER. Let me ask one more question on negotiations with
them. Do they know and do we know in effect if they are our only
source of this vaccine? Does this oligopoly that controls the source
that is the only source, do they really have us on our knees? Or are
there alternative sources in the drug companies in Canada, in Western
Europe, Switzerland, Germany, England, France, Italy? Are there
other sources of this medicine so that they don't really feel that they
have got us on our knees?

Dr. COOPER. We have been staying abreast of the international
capability to produce vaccine of this type. The capability in other
countries is much more limited in size.

Perhaps Dr. Meyer or Dr. Sencer could comment in greater detail
about countries like Australia, England, and France.

Mr. SCHEUER. Switzerland, Germany-
Dr. COOPER. Switzerland, Germany, and some other countries. In

some countries, it is a function of government; in some countries, it
is a function of private industry.

We have an understanding through our experts here of that capa-
bility- It is our view that the job that we are asking be done could
best be handled by the American industry.

If you are asking me does the Government in our own laboratories,
at the moment have the capability of producing the vaccine, the
answer is "No."

Mr. SCHEUER. I am not asking you that. I was asking, can we buy
it commercially froni a source other than-

Dr. COOPER. Not in the volumes that we would need, as I under-
stand it, even if they were willing to sell it to us.

Mr. SCHEUER. Let me ask a further question. During these pro-
tracted and extended negotiations, might it make sense for us to
contract with respect to at least a first few months of needed supply?
Would that help concentrate the minds of the drug company execu-
tives when they are negotiating with us?

Dr. MEYER. What you are exploring is intellectually a perfectly
valid point, but the answer is emphatically, "No." I would say that
in the next 12 months, there is no potential of meeting any substantial
part of our country's need for flu vaccine except by the American
manufacturers who are producing it. The rest would be peanuts. And
there would be a long delay in getting those peanuts.

Dr. CooPER. And we are not, sure they would let us have it, anyway.
Mr. FiOnio. Perhaps my question should be directed to Mr. Taft.

I have satisfied myself and I hope these individuals will satisfy
themselves as a result of today that there is no real substantial medical
risk. I am also of the opinion that there is no real legal risk. And what
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minimal legal risk does exist to the drug companies could be corrected
very rapidly and very easily by some statutory language, clearly
absolving the drug companies of any liability flowing out of the
Government's failure to exercize its responsibilities.

If we were to ad6p-tthose two points and adopt the appropriate
procedures and direct them to statutory procedures, I don't think
there is any real risk with regard to liability payments. It doesn't
seem to be a major concern.

The only problem appears to be the problem of nuisance suits. The
contract that you have suggested be signed eliminates that risk as far
as the drug company is concerned. I don't mean to be conspiratorial.
But it seems to me that what we have here is the potential for a
gigantic windfall for the insurance companies because the Federal
Government would have responsibility for defending and assisting
and the responsibility of reimbursing legal costs. The insurance com-
panies are going to be collecting premiums for absolutely no responsi-bility.

The insurance companies would move back into the picture,
provided they were insired-fortfih risks associated with these things,
realizing that we have absolved them of any financial or legal respon-
sibility to do anything.

If one accepts the insurance company figures of $25 billion, Dr.
Cooper, wouldn't you have some apprehensions about committing the
Federal Government by contract without legislative authority to a
potential liability of $25 billion, which of course is nonsense? But
nonetheless, we are talking about something we don't know about. I
am looking forward to receiving the legal memo which says you are
able to do that.

Mr. TAFT. We have it- here -and-will make it available to the
committee (see p. 205).

Mr. ROGERS. Mr. Maguire, a short question?
Mr. MAGUIRE. Mr. Chairman, I just have two details.
Did I understand you, Mr.-T-aft, in sofif of your earlier statements

to imply that Richardson-Merrill had not definitely dropped out of
the program? Or did I misunderstand that?

vr. ;FA.T. I didn't mean to imply that.
Mr. MAGUIRE. Fine. The other thing is, the last time we met we

were talking about the lesser effectiveness for people under 18 or
under 24. Is there new evidence with respect to the 18- to 24-year-old
group?

Dr. SENCER. For adults, it is 90 percent. For 18 to 24 we are saying
it is somewhat lower-It-may-be necessary to give a second dose to
that age group. f

Mr. MAGUIRE. I would like to add, if I haven't already, Mr. Chair-
man, that I think it would be helpful to us to see any language that
has been in negotiation.

Mr. ROGERS. I think it would be helpful to have the documents
in the final proposal.

Mr. TAFT. 'hat is what we are just now distributing.
Mr. ROGERs. Now may the Chair ask a question or two?
I know you have talked to the insurance representatives. Has the

President called the chief executive officers of the insurance companies
and the chief executive officeni of the drug companies and asked them
to cooperate to try to get this program going?
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Dr. CooPzR. No, he has not directly called them himself. He has
asked Dr. Mathews to do that in his name. But he has not, to my
knowledge, personally called them.

Mr. ROGERS. I would hope the President would consider doing
that before our Friday meeting. We plan to have a meeting Friday
and we would invite HEW to be present. We will invite the chief
executive officers of the four vaccine manufacturers. And we will
have the chief executive officers of the major insurance companies
involved.

Dr. COOPER. I will be pleased to report back to the President this
afternoon. If I understand correctly, you want to bring this to a
public forum with the Department present, the leaders of the insurance
industry who are involved in this and the leaders of the manufacturers
for public discussion, but you would hope that the President would
consult with them or advise them.

Mr. ROoERS. Right. And I would hope you can work this out by
the time we have our meeting Friday. If not, we expect to go into some
things pretty thoroughly here.

Dr. COOPER. I will carry that message to the Presideut.
Mr. ROGERS. Thank you. Also I presume the White House, the

President, is aware of the cost of the program?
Dr. CooPER. Yes, sir, he is.
Mr. RooRs. And he has been advised as to what the insurance

companies see as the potential liability, although I don't share their
view.

Dr. COOPER. Yes. He does not share that view either; I might say,
nor do I.

Mr. RouERS. They claim $25 billion. The President's reaction is
that he is willing to go ahead with the program and assume its cost.
Is that correct?

Dr. COOPER. Not the $25 billion. He has not said that, no, sir.
le said he is anxious that the program go ahead. Ile wants us to find
a way to do it. He did not say we are to assume any cost to get it done.

Mr. Rooeus. Will you let us know the level that he would think
would be appropriate for us to assume at the Friday meeting?

Dr. COOPER. I will explore that with our staff prior to the Friday
meeting.Mr. ROGERS.With the White House.

Dr. COOPER. At the White House; yes, sir.
Mr. ROGERS. I also think we should ask the American Bar Associa-

tion and I would hope the Department and the President could be
involved in contacting their members, requesting that their members
act in a responsible, ethical manner, using restraint, to protect
people's rights, but urging that members should not bring suits
that have no basis.

Dr. COOPER. We join you in that.
Mr. RoGERS. I hope you will make contact with the American

Bar on that point.
Under current law, what is the responsibility of the manufacturers

to see that informed consent is given? Mr. Taft?
Mr. TAFT. Under the current law-the Reye and Davis cases-if

they were extended to aply to a killed vaccine, it would be the
manufacturer's responsibility to bee that-

Mr. ROGERS. But it has not yet been applied to a kill vaccine.
Mr. TArr. It has not yet been applied to a killed vaccine.
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Dr. CooPER. We do intend to oversee a very thorough program of
informingevery recipient or their guardian of their risks and benefits.
Perhaps Dr. Sencer could either show you that or submit the suggested
form for the record.

Dr. SENCER. We can put it in the record, sir. I have it with me.
Mr. ROGERs. Thank you.
[The form referred to follows:]

IMPORTANT INFORMATION ABOUT
SWINE AND VICTORIA INFLUENZA (FLU|.VACCINE

(BIVALENT) y 1l$, M

The Disease
Influenza (flu) is caused by viruses. When people get flu they may have fever. chills. headache.
dry cotgh or mucle 'ches. Illness may last several days or a week or more, and complete recovery
i% ti,.il. Itiowover. complications may kead to pneuniia'or death in ,ome jiopk. Iw the 'iderly
oad ivople with diabetes or hearl. lung. or kidney dse scs, flu may bt: empc~iially .,rkm,4.

It i- tilikely thai you have adequate protection against swine flu, sin'e it has not caused wide-
spread hu.ain outbreaks in the past 45 years. You may or may not lwc adequate protecion
against \'i%.tori;a flu. although m-ny Am:ricans had this flu list winter. It was responsible for
over I 2.O00 d aths.

The Vaccine
The sa, in¢ will not give you flu hecaue it iq made from killed vir,.es, Ttoay's flt vaccine% cause
few.r i.. e fects thima those used in the past. In cofltrmsl with some otivr vaccines. Slu vaccine
can Ke tikcn %i'ely during pregnancy.

One hoa %,ill protect rost people from swine and Victoria flu during th. next flu s.iason; how-
ever. vid.'r a second shot or a different dosigc may be required for pern)os under age 25. If you
are wnder 25 and a notice regarding soch information is not attached. this infomialion will he
pro i ld to on wherever you receive the vaccine.
Possible Vaccine Sise Effects
Mu t I' will have no %idc effects from the vaccine. }lowevcr. tend:r,,-s s at the site of the
.diul mji, occur and last for several days. Some p,:ople will also have fevar. chills. headache, or
Mthu, Ia ,hes within the first 48 hours.

Special Precautions
At mtlh sn%- vaccine 6r drug, the posihility of secvcrc or potentially fatal ,eactiont existI. Ilow-
ever. l saccine has rarely been asso,:iated with evere or fatal reactions. In some inslace'
people rc¢cevim vajc ine have had allergi4C reactions. You shuuld note very carefullyy the following
pr¢c'au lin:

e Children under a certln age should not routinely receive flu vaccine. Pease ask about w
lititationi if this information is notaltached.

0 People with known allergy to eggs JioulJ receive the vaccine only under special medical
m . I','rtisioln.

* P-ple with fever should delay getting vaccinated until the feVer b gone.
0 People who have received another type of vaccine in the past 14 days shoulM consult

phy sician before taking the flu vaccine.

If'#ty hal- an.y questions #bout flit or flu vaccine, please aik,

-- -----------------------------------------

REGISTRATION FORM
I Aiwe road thw abo're stalctnest abhnt twine and Va turia flu. the vaccine, and the special pre-
tantsi / hare had an opportunity to avk qesWtiIIV. including questions regarding raccsiatdi
rut n€fh~ttc.dtii~ Jfr persrmr tnder age 25. and umndtcriand the benefits and riski of flit .'rucna.
tior I reqiit' thait It be ghmei to me or to the person naned below of whom I amn the paeAsl or
guardiato

INFORMATION ON PERSON TO RECEIVE VACCINE FOR CLINIC USE

Mote (is" prsooil awth1te As*

Ad*" 
sty s Do* j .

1410040eWo 41o Lo Ift
Smw~e slm soe~ o~ soPmm. - ~ Dam~

U.& I lpslal of 0 Headmftse m ,in l W wd I P;b4c "111 Ser vt / 941 CotM, f4os Dm. Ce*VW Ive Aibmes. ,Ow01 IJ
P" ?.38P.m
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Mr. ROGERS. In effect you are saying that the liability standard
has been raised because of the prior cases?

Mr. TAFT. Yes; it has.
Mr. ROGERS. This is a factor in the lack of insurance, I presume.
Mr. TAFT. I would assume so. I think we could examine more

closely all of the factors for the lack of insurance.
Mr. ROGERS. If we could get for the record every suit that has

been brought under prior vaccination programs, it would be helpful.
Nir. TAFr. We will have that [see p. 1551.
Mr. ROGERS. Thank you.
-Dr. COOPER. We will have it to the extent it can be compiled.
Mr. ROGERS. I understand.
I remember the testimony with respect to California. They said

one of the carriers wanted to charge $1.76 a shot. I wonder if we could
ask the carriers if they would be willing to return unexpended funds
that weren't paid for actual administration.

Dr. COOPER. When we talked with Mr. Maguire earlier, we thought
there was a possible mechanism for dealing with this kind of thing,
to not allow it to be a windfall.

Mr. ROGERS. Yes.
Let me call on Dr. Carter. Then I will get to you, Mr. Florio.
Mr. CARTER. Of course, the manufacturers of these drugs want

and need insurance. I don't think there is any question about that.
Mr. SCHEUER. Would the gentleman yield?
Mr. CARTER. Just a minute, when I make my statement, my goodfriend. The insurance companies feel that this insurance really will

not be profitable. The profit motive is why they are in business, as
I understand it. If they felt they could make a profit, even something
above the margin, I feel they would offer coverage.

Is there any other reason why they would not insure these people
except that they feel that they wNould lose money?

Dr. CoOPER. I wouldn't be able to answer that question.
Mr. CARTER. What do you think, Mr. Taft?
Mr. TAFT. I don't know that they feel that they would specifically

lose money. They say they don't know what would happen. We have
been trying to enlighten them as to what we think would happen.
But [ think their hesitation is based on what they don't know rather
than on what they do know.

Mr. CARTER. Then we would be forcing them. Well, we can't force
them if they don't want to. There is no !aw. We can appeal to them.
But suppose we have an "Andromeda Strain," we might say, of the
flu virus and we had thousands and thousands of people who died.
It wouldpresent a great problem to the insurance companies or to the
Federal Government would it not?

Dr. COOPER. If what you mean is if people did not get the vac-
cine

Mr. CARTER. If they got it and then-
Dr. CooPER. If they got it and then as a result of it they got so

sick they died?
Mr. CARTER. If we had a vaccine that in some way instead of being

attenuated it would become activated. That is what they refer to if
you read the book.
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Dr. COOPER. This is not an attenuated vaccine. This is a killed
vaccine.

Mr. CARTER. OK.
Dr. COOPER. I would not even admit the possibility.
Mr. CARTER. You wouldn't admit it. But if there is no risk, as it

seems, it seems to me that this would be profitable for the insurance
companies to come in. But there is some reason why they are not. Just
why that is, I don't know. Evidently they think there is a good deal
of attendant risk to this. But anyway on Friday we will find out.

Dr. COOPER. I think we can find out. We are not aware of any sub-
stantial medical risk that would not make this, in our view a safe
program.

Mr. CARTER. You know there is some reason.
Dr. COOPER. There must be some reason.
Mr. CARTER. Insurance companies exist for a profit, for themselves

and their stockholders.
Dr. COOPER. But they also exist to perform a public service.
Mr. CARTER. I agree on that. But can you blame them after testify-

ing before that they lost $4.5 billion, or something to that effect?
This was last year. They must figure it out actuarially. We can't
force them to do it.

Dr. COOPER. I agree. I can't force them to do it. But again I would
like to try to be able to convince them that this is a sound risk on a
medical basis and that therefore their concerns about losing more
money are baseless an(d they should consider this in working their way
out, of other financial predicaments.

Mr. CARTER. By the way, I don't own any stock in any insurance
companies or anything like that. But I feel it is a very difficult problem.

Thank you, Mr. Chairman.
Mr. ROoERs. Thank you.
Mr. Florio?
Mr. Fi-oRmo. ,Just a comment to Mr. Taft. I just read this memo-

randum from the Justice I)epartment. A finer example of legal
sophistry I have never come across. In essence, after having read it,
I don't blame the drug manufacturers for not signing the contracts.
What the Government is saying, what the Justice Department is
saying, is that clearly the contract is legal because it is meaningless.
What they are saying is the antideficiency judgment doesn't allow the
executive agency to contract for obligations for which there is no au-
thorization appropriation.

To the extent that you don't have the appropriation, it is invalid.
Clearly, no one has an appropriation for the obligations you are
assuming pursuant to the contract. Therefore it is legal.

I don't doubt that the drug companies wouldn't sign this, unless
what you are going to say is that there are some loose moneys floating
around in HEW that we can apply to that. I don't think HEW wants
to say that in their budget requests they allow loose money to be
floating around that they can use for these new contractual obligations.

Mr. TAFT. I would like to correct one impression that you may
have, if I may. The contract that we entered into does assume many
responsibilities on the part of the Department.

Mr. FLORIO. It does or doesn't?
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Mr. TAFT. It does. The authority to carry those out is in the Public
Health Service Act, section 317. We have appropriated some $135
million to carrying out this program. We believe we can accomplish
all the things that we undertake in that contract and that they will
not cost us in excess of the amount that has been appropriated for
that purpose by Congress. For that reason--and the Justice Depart-
ment agrees with us--we do not find that there would be a violation
of the Anti-Deficiency Act.

Mr. FLORIO. What was it, in the appropriation authorization for
that amount of money, that will not be satisfied as a result of this new
obligation we are taking on to defend lawsuits?

MvTr. TAFT. We expect to fulfill the responsibilities of the contract.
And as a result, we don't expect that there will be damages to the
Government from our failure to fulfill them.

Mr. FLORIO. What about all the alleged frivolous suits that aregoing to take place? The legal costs?Mr. TAFT. we are only liable for those expenses of defending the

suit if they result from a failure of the Government to fu)fill one of
the responsibilities it undertakes in the contract.

We think we will be able to demonstrate in each case that we have
fulfilled the responsibility.

Mr. FLORIO. Your previous comment was that 'there is oin g to be a
mixing of the Government's failure and the manufacturer s failure and
that we would assist in or defend such suits. Is there money for that?

\ Mr. TAFT. No, not an additional appropriation. We would have our
lawyers on hand to defend aay suits that are brought against the
Department. Their responsibility would include assisting by providing
documents, providing witnesses, whatever information the Depart-
ment has at its disposal regarding the nature of the suit.

If the suit was that the specifications were incorrect, for example,
the Food and Drug Administration would provide information, and
so forth.

Mr. FLORIO. Your expertise is nice. But I think the drug companies
want something more than that.

Mr. TAFr. That was not the concern expressed to us.
Mr. FLoRIo. I would suggest that you do need statutory authority

to negotiate meaningfully. I don't think ihey would agree to this
unless the Government would agree to do something more than it is
already y obligated to do pursuant to the initial authorization. The
initial authorization appropriation did not contemplate moneys for
these particular new functions that we would have the Government
assume if they signed this contract.

Mr. TAFT. I beg to differ. All the responsibilities we assume under
this contract were fully contemplated and explained to the Congress
at the time of the appropriation.

Mr. FLORIO. The new contract for defense of lawsuits? That was
never discussed when you came before this committee when you
talked about the original authorization. No one ever discussed having
the Federal Government as the indemnifier. No one ever discussed
having the Federal Government picking up defensive lawsuits. Those
things were not contemplated. There was no authorization or ap-
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propriation for these funds. The Anti-J39fiieny Act doesn't let youspend money.* We are on the horns of a diemma.
Mr. TAlr. The Department Is doin fiiily thMg-s at' this time in

all of ite,programs; too many of them, to nqy nriid, result in litigation.
That results in the expenditure of resources Of the Department.

We have never interpreted the Anti-Deficiency Act to prevent us
from doing something that might result in a lawsuit. I don't believe It
was intended to do that or to prevent the Government from defendirg
lawsuits that might be brought against it.

,Mr. FLORIO. The only other point I would make is that if Justice
Department attorneys or HEW attorneys are as hardpressed as they
all maintain they are with regard to keQpmg up the workload, if you
are going to have this new workload, then ,e other programs or
lawsuits are going to suffer. Or more probable still, you are going to
have the responsibility of the Federal Government pursuant to this
contract to defend either farmed out or we are going to have reim-
bursement for the drug company 's attorneys for fulfilling what is anew responsibility of t e Federaf Government pursuant to this new
contract.

Either way, you are either going to have a lapse of services by the
Federal Government or an incurred new expenditure. An incurred
new expenditure cannot come from any source other than appropria-
tions under the Anti-Deficiency Act, unless we are going to take it
out of some other hidden stockpile of money somewhere. I don't
think anyone wants to admit that there are hidden stockpiles of
money in HEW.

Mr. TArr. We believe that we have the authority and the ability
to fulfill the things that we have undertaken in the contract and the
legal expenses that would be incurred.

Mr. FLORIO. Thank you, Mr. Chairman.
Mr. Roaics. Dr. Carter?
Mr. CARTER. Thank you, Mr. Chairman.
I yield to the distinguished gentleman from New York. I forgot

to do that a while ago.
Mr. Scimu R. I tank the gentleman for his courtesy.
I yield back to the chairman.
Mr. RooEs. Are there any other questions?
We have one more witness who will take 5 to 10 minutes; Dr. Sydney

Wolfe and Anita Johnson want to testify just a nMnute.
We will hold a hearing Friday. We will appreciate your being

present with whatever staff you feel is necessary.
Dr. COOPER. Friday morning, Mr. Chairman?
Mr. ROGERS. Friday morning, 10 o'clock.
Dr. Cooi&ER. 10 o'c ock.

Mr. ROGERS. We are going to hear from the chief executive officers
of the drug companies as well as from the chief, executive officers of
the major insurance companies who deal with this problem.

We appreciate our being here.
Dr. CoOPER. Thank you, Mr. Chairman.
Mr. Rooiss. The next witnesses will be Dr. Sydney Wolfe and

Anita Johnson of the Public Citizen's Health ReseaRch Group.,
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STATEMENT OF SYDNEY WOLFE, M.D., AND ANITA JOHNSON,
PUBLIC CITIZEN' HEALTH RESEARCH GROUP

Dr. WOFLE. Mr. Chairman, I would like to express our very deep
thanks for allowing us to testify even though we had not contacted
you until very late in these proceedings.

In addition to points we have previously made concerning problems
with the program as it applies to the whole population, there are a
few pieces of new information I would like to comment on.

Mr. ROGERS. Your full statement will be made a part of the
record.

Dr. WOLFE. I would like to comment on the misleading statements
that continue to be made by HEW in saying that the risk of the vaccine
is not more than the risk of a placebo. This may be true if we are
looking at certain age groups.

But when one looks at the risk of the vaccine to children, as docu-
mented by their own evidence, there is clearly an increased risk with
no benfit. Yet one continues hearing from HEW that somehow or
other children are going to get immunized.

I suggest that, as was the case 3 weeks ago, when we are talking
about indemnifying, we are talking about indemnifying not just for
adults, in whom they may not have much more risk than salt injections
but also for children, which is another unknown.

According to a recent issue of the Lancet, the British medical
journal, commenting on swine flu:

The virus is not especially predisposed to spread among people since it fails
to displace A/Victoria in a closed community of young people at a tinge when it
has considerable competitive advantage in regard to the frequency of protective
antibody.

The people at Fort Dix, if anything, would be much more susceptible
to swine since they had no protective antibodies. And yet it did not
gain an appreciable foothold in the U.S. population as a whole.

Again, in another Lancet article, last week's issue:
It seems to be not very good at infecting man and may have died out as a result.

Again, the Lancet states that mass use of flu vaccines:
Has never before been advocated in an attempt to control epidemic spread in a

community partly because of doubts concerning its capacity to achieve this
unless all children were also immunized.

The recent clinical trials on 6 to 1i year olds, projected for the
whole country, would cause thousands of children a very high fever,
with many over 1040, with possible fever convulsions, especially if
younger than 6 years olds were also immunized.

This is in addition to the fact that the vaccines are ineffective in
producing the antibody rises in most of these children.

Finally, the question as to whether these vaccines really work, not
just work to cause an increase in antibody response but to protect
people because we are talking about protecting people, presumably.

In 1968-69 one of the few well-patrolled clinical trials to test actual
disease prevention effectiveness of flu vaccine was done during the
Hong Kong flu epidemic.

I quote from a paper put out by a group of scientists, including
Dr. Dottle, now of CDC:
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The results indicate that optimally constituted influenza vaccines at standard
dosage levels-

"Standard" being the kind that are considered here--
have little if any effectiveness and even very large doses of vaccine do not approach
the high degree of effectiveness that have been achieved with other virus vaccines.

More recently, in a March 1976 NIH announcement regarding
research on immunization it was stated that:

While considerable progress has been made in the basic understanding of the
influenza virus, its components and its variations, much has yet to be discovered
before satisfactory or acceptable vaccines-are produced to protect those at highest
risk.

So what was true in 1969 about the relative ineffectiveness in pre-
venting disease of flu vaccines is apparently still true according to
the NIH itself.

With the little likelihood of an epidemic and little likelihood of
preventing an epidemic with an effective vaccine without immunizing
children and little likelihood of clinically effective vaccine, it isn't
surprising that the insurance and drug industries are not willing to
participate without the Government picking up the tab for their risk.

We strongly recommend abandoning this ill-conceived mass im-
munization program and instead gettiiig on with the program to try
only to protect those at high risk.

According to estimates made by the CDC's Dr. Bruce Dull in
conferences several weeks ago, the difference between the two programs,
high risk versus the mass program for the whole population, if one
assumes as he did a cost of $2 for immunization, including labor,
distribution and so forth, the difference would be between $100 and
$200 million less with immunizing only high-risk people, as is cur-
rently done in Britain and as is contemplated in other countries.

I think the simplest, most reasonable solution to this whole di-
lemma is one which would allow high-risk people to get immunized,
the one group that people seem to agree should get immunized. If
it were one limited to high risk, I doubt seriously if the insurance
industry would balk at insuring the drug industry if it were limited only
to high-risk people.

Thank you.
[Dr. Wolfe's prepared statement follows:]

STATEMENT BY SIDNEY WOLFE AND ANITA JOHNSON PUBLIC CITIZENS' IHIALTH
RESEARCH GROUP

NO SWINE FLU EPIDEMIC LIKELY

According to a recent issue of The Lancet, a British medical journal, comment-
ing on swine flu, "the virus was not specially predisposed to spread among people,
since it failed to displace A/Victoria/75 in a closed community of young people at
a time when it had a considerable competitive advantage in regard to the fre-
quency of protective antibody, and it did not gain an appreciable foothold In
the US. population as a whole," and "it seemed to be not very good at infecting
man and may have died out as a result."

MASS IMMUNIZATION TO PREVENT EPIDEMIC SPREAD WITHOUT INCLUDING CHILDREN
18 NOT INEFFECTIVE

Again, The Lancet states that mass use of flu v'- cine "has never before been
advocated in an attempt to control epidemic spad in the community, partly
because of doubts concerning its capacity to achieve this unless all children were

I Lancet.'july 8, 1976, p. 5.
S Ibid., p. 25.



also immunized." s The recent clinical trials on 6- to 11-years-old, if projected to
the whole country, would cause thousands of children to have very high fevers-
many over 104*-with possible fever convulsions, especially if younger than 6-
year-olds were also immunized. This, 1i addition to the fact that the vaccines are
ineffective in producing antibody rises in most of these children.

INACT IATED FLU VACCINES NOT VERY EFFECTIVE IN PREVENTING FLU

In 1968-69, one of the only well-controlled clinical trials to test actual disease-
prevention effectiveness of flu vaccine was done during the Hong Kong flu epidemic."The results indicate that optimally constituted influenza vaccines at standard
dosage levels have little, if any effectiveness and that even very large closes of
vaccine do not approach the high degrees of effectiveness that have been a. '-ieved
with other virus vaccines." 4

In a March I, 1978, NIH announcement regarding research in immunization,l
it was stated that:

"While considerable progress has been made in a basic understanding of the
(influenza] virus, its components, and its variations, much is yet to be discovered
before satisfactory or acceptable vaccines are produced to protect those at highest
risk."

With little likelihood of an epidemic, little likelihood of preventing an epidemic
with effective vaccine without immunizing children, and little likelihood of clini-
cally effective vaccine, is it surprising that the insurance and drug industries are
not willing to particip-ate without the government picking up the tab for their
risky?

We strongly recommend abandoning this ill-conceived mass immunization
program and, instead, getting on with a program to try only to protect those at
high risk.

According to estimates by CDC's Dr. Bruce Dull,$ the difference between the-
two programs, if one assumes a cost of $2 per immunization including labor,
etc.-would be 100 to 20 million dollars less for only immunizing high risk people
as is being done in Britain.

Mr. Roop:Rs. Thank you very much.
Are there any questions?
Mr. MAoUIRE. Yes, Mr. Chairman.
Mr. ROGERS. Mr. Scheuer, you may take the- Chair.
Thank you for being here.
Dr. WOLFE. Thank you for allowing us.
Mr. SCHEUER [presiding]. Mr. Maguire?
Mr. MAGUIRE. Thank you. I have two questions. You heard the

testimony about the experiments with splitting the dose for children.
If that is successful, as early indications suggest, does not that under-
mine the contention of the Lancet that we would not have a
particularly effective vaccine with respect to children?

Dr. WOLFE. What I was saying is you can't ave it both ways. If
you don't include children, then, according to7British scientists, you
aren't really going to protect the population in an epidemic.

If you do immunize children, even with split vaccines, one is still
going to have the clearly higher degree of complications, fevers and so
forth, than in adults.

So from that standpoint even it the split product does work in terms
of effectiveness we are still going to be left with a very high degree of
fevei and so forth, not as high as was seen in some of the first trials but
still something that might cause concern in the way of fevers of 104,
105 causing febrile convulsions.

Mr. MAGUIRE. All right. But if the split dosage does prove to be
effective and if the program is administered to children as well as

SItd. .82.
,6Rull. World Health Organlsatlon 41, 531-5, 1969, Sehoenbaum, Mostow. Dowdle, et aL
6 Gnide to NITH Programs and Awards, Mar. 1. 1976.
$ Conference in Now York City, July 1, 1976. on Swine Flu (Americana Hotel)h
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adults so that you get the blocking effect, or whatever it is, to prevent
a potential epidemic, wouldn't that be one resolution of the problem,
if we were willing to accept the high fevers.

Dr. WOLFE. And the insurance risk attendant to that.
Mr. MAGUIRE. Right. But then you go on to suggest that we adopt

a program only to protect those at high risk. If I understand that,
that means you would not provide the vaccine widely enough to pro-
vide the blocking effect. Therefore why do it at all?

Dr. WOLFE. For the same reason that whenever there is an out-
break of flu, whether it is Victoria/A last year or Hong Kong in
1968-69, it is generally agreed that those at highest risk who are being
injured or possibly killed by a flu epidemic, the people with heart
disease, lung disease should be singled out and gven the vaccine.

Rather here what I am saying and what British scientists are saying
and what virtually everyone in the world with the exception of the
United States and to some extent Canada are saying is, what dif-
ferentiates this flu. from any other we had recently and therefore why
immunize anyone other than high-risk people?

I am simply going through the arguments concerning children to
show how the Government's posture is somewhat inconsistent.

Mr. MAGUIRE. But if it turns Out that there is an epidemic, then,
this approach that you are suggesting would not be effective to
prevent an epidemic.

Ms. JOHNSON. It would only be aimed at the protection of indi-
viduals at high risk.

Dr. WOLFE. But one of the principles-in the approach that I and
others have taken is the idea that there is very little and diminishing
little chance of any epidemic, despite the attempts of HEW to scare
the public by using 1918 and despite the rumors that have circulated
during the last couple of days that there was an outbreak of swine flu
in New Zealand, which turned out to be an outbreak of A/Victoria, not
surprisingly, since it is close to Australia, where the A/Victoria strain
started.

Despite the scares that there is going to be on outbreak, I don't
think there is going to be an outbreak and therefore we should d_&o-
more and no less than we have done in the past for the "flu of the
year,"' which may be swine, but not very likely.

I am much more concerned about the large number of people in
this country that are not protected from A/Victoria.

Ms. JOHNSON. The flu is not bubonic plague. Getting the flu does
not result in death for most people. What Dr. Wolfe is saying is that
Government funds should be used to protect those who are most at
risk, those who could be severely damaged.

Mr. MAoUE. We lost a half a million people in 1819. That was
from the flu. Have we perfected other ways of dealing with the problem
that lead you to believe that even if we have an outbreak among
high-risk people there will not be significant casualties?

Dr. WOLFE. The people that were lost in 1918, as HEW admits
now, is not something that should even be thought about at this time.
More appropriate is to think about what has hap opened in recent flu
epidemics, such as Hong Kong and the Asian flu. In those epidemics
we immunized high-risk people.

Mr. MAGUIRE. So the swine flu isn't expected, in whatever number
of cases we might have, to be any more lethal than XYZ flu?
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Dr. WOLFE. That is right. The CDC is finally admitting this pub-
licly. They admitted it privately before. Dr. bull in a meeting in
New York on July 1 essentially said there is no reason to think about
1918, that previous references were "misleading." There was enough
of that misleading being done to embarass even Dr. Dull. If anything,
we would wonder why we were doing even as much as was done with
A/Victoria and Hong Kong because in those cases there was evidence
of outbreaks, not just one isolated instance, as in the case of swine
flu.

Mr. MAGUIRE. I questioned the witnesses from HEW and the Center
for Disease Control 3 weeks ago fairly cli sely oil this issue of whether
or not you have to have a number of outbreaks before you can make
anx assumptions about the likelihood of an epidemic.

rhey assured me that the absence of another example, even in an
intermediate time frame, wt-s not conclusive one way or the other
at all and the fact that 5 months have gone by in no way changed
the possibility which they believed still existed that flu would come
out again somewhere and that it could then become an epidemic.
Wherein do you agree or disagr'c with that?

Dr. Wolfe, rhey cortsistenrily state that posture because it is really
a rationalization they keep clinging to.

But on the other side of the coin there has never been a massive
outbreak of flu anywhere in the world that has not been preceded by
at least several smaller outbreaks. A British doctor points to swine
flu and says there have not been several small outbreaks.

Mr. MAGUIRE. The other argument of course is that if you wait
for the other outbreaks, then it is too late to immunize all the people
you need to and that is why it would make better sense to immunize
now.

Mr. SCHEUER. Would the witness yield? Would it be too late to
immunize your special at-risk population?

Dr. WOLFE, Now?
Mr. SCHEUER. If you waited until the outbreak of swine flu in the

Southern Hemisphere, let us say?
Dr. WOLFE. No. The idea behind immunizing the high-risk popula-

tion in Britain at least, for example, is that, having produced a certain
amount of the vaccine already, they are proceeding now to immunize
the high-risk population and if the swine flu outbreak is going to hit, it
is going to hit this year. If it doesn't hit this year, they very likely
will have to reimmunize these people. So if one is only dealing with
high-risk people, you can go ahead and do the program in this limited
way.

We can do this. We have enough vaccine right now to go ahead and
immunize high-risk poeple. Now high-risk people are being punished
because of our inability to resolve aspects of the program that don't
deal with high-risk people but deal with the rest of the population who
I don't believe should properly be immunized. That is an added lia-
bility of all this dillydallying and playing around with the insurance
people and the drug people as has been done.

Mr. MAGUIRE. Dr. Salk when he testified before the committee put
forth the noijion that it would be desirable to develop blocking effects
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not just with respect to swine flu but with respect to all kinds of flu
and we could then get the kind of preventive posture that we have
with respect to some other diesases now. Ile admitted that we weren't
yet there, but that this would be an opportunity to get started on this
process. Do you feel this would be a worthwhile objective?

Dr. WOLFE. Theoretically a program whose benefits outweighs the
risks is a worthwhile objective. The point that needs to be raised is
that of all diseases which may be protected by vaccine, flu is the worst.
I have cited some things as recently as March 1976 by NIH, saying
that much remains to be discovered before satisfactory or acceptable
vaccines are produced. They are talking about flu vaccines to protect
those at highest risk. That is what NfIH said.

This was written months before the emotionalism and the need to
push a program ahead.

So the answer to your question with respect to flu is that we aren't
there yet and until we are there, we shouldn't be experimenting on
the whole population, as is now being proposed.

Mr. MAGUIRE. Do you agree with Dr. Sabin's testimony pretty
much with respect to whom the vaccine ought to be administered?

Dr. WOLFE. Yes; I agree with his testimony that the high-risk people
should be immunized now. I disagree with his idea on stockpiling vac-
cine for the rest of the population. So I partly agree and partly
disagree.

MS. JOHNSON. Mr. Maguire, one thing Dr. Wolfe did point out is
that there is a serious question about the value ol the standards of
measurement of effectiveness that are now being utilized by NIH.
The fact that NIH says that 75 percent of the people get a raise in anti-
bodies when they are exposed to these vaccinations doesn't mean that
75 percent of the people will not get the flu when it comes around.

Mr. MAGUIRE. Then what you are saying--
Dr. WOLFE. There is a chemical effectiveness as opposed to--
Mr. MAGUIRE. You mean there is an antibody increase you should

get?
Dr. WOLFE. There is no reason to believe that people who get a

certain amount of fixed antibody response are also going to be pro-
tected. Quite the contrary-the one experhnent that has been done
outside a military base, outside of prisons, during the Hong Kong
epidemic indicates that with the standard dose of vaccine that by and
large the flu vaccine was not effective, even if all these people had an
antibody rise.

Mr. MAGUIRE. Is this a characteristic which is peculiar to flu
vaccines?

Dr. WOLFE. It is more peculiar to flu vaccines. Essentially they are
at the bottom of the heap as far as vaccines which have been employed
in this country.

Mr. SCHEUER. Would you be kind enough to submit a copy of that
study for the record that you just referred to?

Dr. WOLFE, Yeah; I have it here. If you can provide me with a
Xerox machine.

Mr. SCHEUER. When you are finished. Thaiik you.



[The study referred to follows:]

STUDIES WITH INACTIVATED INFLUENZA VACCINES PURIFIED BY Z*NAL
CEIITJ1FUGATION

2. EFFICACY

(1y 8. C. Schoenbaum, 2 S. R. Mostow I W. R.. Dowdie, M. T. Coleman, and H. S.kaye)
High (3000 CCA units) and standard low (300 CCA units) doses of the monova-

lent purified vaccines described in an earlier paper were evaluated in a doublo-
blindmanner in 2 adult populations for protective effectiveness against illness
caused by the If ng Kong influenza virus. E pidemics in both populations occurred
1-6 weeks after single injections of vaccine were given.

The attack rates among recipients of low or high doses of A2/Japan vaccines in a
prison were virtually identical to those among the control groups receiving B/
lassachusetts vaccines. The attack rate among those receiving 000 CCA units

of Alchi vaccine was nearly 70% less than the rate among recipients of A2/Japan
or B/Mass. vaccines. Similarly, in a retirement cxmmuniby the attack rate among
the recipients of 3000 CCA urit1 of Aichi vaccine waa 50%-70% lower than the
attack rate among the recipients of the A2/Japan vaccine. In both populations,
reci pients of high doses of Aichi vaccine who later became ill tended to have less
morbidity, fewer and lower fevers, and shorter stays in bed; Attack rates among
the groups receiving low doses of Aichi vaccine were somewhat lower than rates
among those receiving A2/Japan or. B/Mass. vaccines, but the effect was not
statistically significant. Divalent and polyvalent commercial vaccines were also
without protective effect.

The results indicate that optimally constituted influenza vaccines at standard
dosage levels have little, if any, effectiveness and that even very large doses of
vaccine do not approach the high degrees of cfectiveness that have been achieved
with other virus vaccines.

The prevention of serious morbidity and excess mortality, which frequently
accompany influenza epidemics, should be the objective of influenza vaccine use
in civilian populations. However, there has never been a direct demonstration that
the use of influenza vaccines can prevent excess mortality.. Indirect evidence that
influenza vaccine can achieve this objective would be the demonstration that the
vaccine is regularly effective in preventing clinical illnesses particularly in those
populations that are at highest risk of complications and death from influenza.

The safety and potency of Influenza vaccine can be evaluated. with a.reasonable
assurance of success. However, the evaluation of protective effectiveness requires
both an epidemic of influenza and a surveillance system for detecting illnesses.
During the 1968-69 season, influenza epidemics occurred iti 2 of the 3 previously
dtjcribed vaccinated populations. A sharp influenza outbreak of weeks' dura-
tion, with an over-all clinical attack rate of approximately 40%, occurred in late
)ecember 1908 among the inmates of Georgia State Prison. The other, outbreak,,

beginning in late December and lasting 5-6 weeks with an over-all clinical attack
rate of approximately 10%, occurred among the residents of the retirement
community. Although in the school populations some cases of Hong Kong in-
fluenza occurred in December 1968 and some cases of influenza B occurred ir,
March 1969, no detectable epidemica occurred.

METHODS

The populations vaccines, and vaccination procedures are described in Part 1.'
At the Georgia State Prison the Chief Medical Officer maintained surveillance.

Beginning on 27 December 1968, more than twice the usual number of persons
went to sick call because of respiratory illnesses. On 30 December throat swabs
and blood specimens were obtained from 42 inmates with acute febrile respiratory
illness. The epidemic of influenza lasted until 14 January 1969. On 23 January all

'From the Respiratory Diseases Unit, Epidemiology Program, and Respiratory VivologyL
Unit. Laboratory Division, Nationa tCommunicable Disease Center, Atlanta. Os., USA.

SPresent address: Peter Bent Brigham Hospltal, Bo3&on. Mass.. USA.
3 Present address- Cleveland Metropolitan General Hd pital, Cleveland, Ohio, USA.
' See the paper by Mostow et &l. on page 525 of th'A issue.
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vaccinees were interviewed and a prepared questionnaire was used to determine a
history of influenza-like illnesA. At this time a serum sample was obtained from
each vaccinee. Finally, medical records of all vaccinees were reviewed to determine
who went to sick call for influeiga4ika.W ess.

The retirement community is served by a central medical clinic with a staff of 20
physicians plus nurses, physiotherapists, and welfare workers. A medical epide-
mniologist maintained close surveillance of clinic patients between 12 )ecember
1968 and 14 February 1969. Each day this physician reviewed the records of all
patients who visited the clinic for any medical reason. Patients seen early during an
acute respiratory illness were identified and throat swabs and/or serum specimens
were obtained from them.

On 10 February 1969, a questionnaire was sent to all vaccinees and to a randomly
selected group of approximately 900 residents in the retirement community who
had not been included in the immunization programme. 4cieth person was asked
if he had had an influenza-like illness. If such an illness had occurred, he was
asked to provide information on the presence or absence of fever of 99.60 F (37.60 C)
or higher, chills, eye pain, muscle aches, headache, or malaise, lie wa.4 also asked
if he had gone to bed because of this illness and if he had seen a physician.

RESULTS

A Hong Kong variant of the influenza A virus was isolated from throat swabs
of 30 of the 42 prisoners from whom specimens were obtained. All 42 had diagnostic
serological responses to a Hong Kong antigen. Furthermore, 74% of those who
went to sick call for respiratory illness and 74% of those who said they had an
influenza-like illness on direct interview showed diagnostic rises in antibody to the
Hong Kong influenza virus.

A comparison of the attack rates in- the different vaccine groups demonstrated
several important points (Table 1). (1) Attack rates among prisoners receiving
300 CCA units of the B/Massachusetts vaccine were similar to those among
recipients of the same doste of the A2/Japan/170 vaccine. (2) Attack rates among
inmates receiving 3000 CCA units of the B/Mass. vaccine were similar to those
among recipients of the sani6 dose of the A2/Japan/170 vaccine. (3) Based upon
the criteria of a history of febrile illness, going to bed, and attendance at sick call,
attack rates among the recipients of 3000 CCA units of either the B/Mass. or
A2/Japan/170 vaccines were lpwer than those among the recipients of 300 CCA
units of these vaccines. In no instance wiLs there a statistically significant differ-
ence between the attack rates in groups receiving high and low doses of these 2
vaccines. (4) The inmates who received 300 CCA units of the Aichi vaccine showed
slightly lower attack rates than any of the recipients of B/Mass. or Japan/ 170
vaccines, although the difference was not statistically significant (P>0.05).
(5) Data from both the interview (and questionnaire) and the prison records
(sick call surveillance) showed low attack rates among the recipients of 3000 CCA
units of Aichi vaccine. Using the combined attack rates among recipients of the
B/Mass. vaccines as the base-line, there was a 70% reduction in attack rate
among the high dose Aichi vaccine recipients (Table 1). (6) The attack rates
calculated from the direct interview-data --were substantially higher among re-
cipients of the polyvalent vaccine than among recipients of any other vaccine.

Unlike the prison outbreak, the epidemic in the retirement community occurred
in an open population and should more accurately reflect the fflect of the vaccine
in general civilian use. Using as a base-line the attack rates amoung recipients of 300
CCA-units of A2/Japan vaccine, the following observations were made (Table'2).
(1) There was very little difference between the attack rates among recipientq of
low and high doses of the A2/Japan/170 vaccine, although recipients of the high
dose showed slightly lower rates. (2) Those who received the comijercial poly-
valent vaccine again showed the highest rates, although these rates were pro-
portionately lower than those observed at the Georgia State Prison. (3) Those
who received the Aichl vaccine experienced the lowest attack rates, although the
reduction among recipients of 300 CCA units was not statistically significant.
(4) Attack rates were significantly (50%-70%) lower among recipients of 3000
CCA units of Aichi vaccine than among recipients of 300 CCA units of A2/Japan/
170 vaccine. (5) Persons who had not been vaccinated, although not a strict
control group, showed attack rnte,. In the same range as most of* the vaccine
groups. Only the recipients of 3Wo00 CCA units of Aichi vaccine showed sub-
atantially lower attack rates than the unvaccinated groups.

T6-371-79----16
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TABLE .- ATTACK RATES COMPUTED FROM QUESTIONNAIRES AND SICK-CALL SURVEILLANCE, GEORGIA STATE
PRISON, 1968-69

Attack rates (percent) among recipients of the following vaccines

A2/Aichii2/68

300 CCA 3,000 CCA
units unitsSymptom

A2/Japan/170/62

300 CCA 3,000 CCA
units units

B/Massachusetts/3/6

300 CCA 3,000 CCA
units units Polyvalent I

Questionnaire:
Illness .........................
Fever ......................
Confinement to bed..........

Prison records: Attendance at sick call.Serology ($2-$3): ... ,4-fold rise to A2/Georgia/25j691 ..

4-fold rise to both A2/Georgia/25/
69 and A2/Aichi/2/68 ...........

Number of persons in group ..........

32
26
12
17

15
10
3

10

41
41
31
42

41
38
16
19

39
39
32
43

40
29
17
24

15 10 62 43 70 47

9 5 44 31 59 44
35 39 41 "1 30 38

I Containing A2/Japan/17062, A2fTaiwan/l/64, A/PR/8/34, Al/Ann Arbor/l/57, and B/Mass./3/66.
' Virus isolated during prison epidemic.

TABLE 2.-ATTACK RATES COMPUTED FROM QUESTIONNAIRES AND MEDICAL CLINIC SURVEILLANCE, CALIFORNIA
RETIREMENT COMMUNITY, 1963-69

APtck rates among recipients of the following vacines

A2/Aichi/2/68 A2/Japan/170/62 Commercial Attack rates
among

300 3000 300 3000 unvac-
CCA 6CA CCA 6CA Polt- cinated

Symptom units units units units Divalent I valent persons

Questionnaire:
Influenza-like illness ........ IC 6 13 12 12 14 10
Febrile illness .............. 6 4 9 a 8 11 8
Confinement to bed ......... 7 5 12 10 9 12 S

Surveillance:
Attendance at medical clinic

for respiratory illness ...... 5.9 3.3 6.6 5.7 7.0 8.3 5.0
Fever at time of clinic visit..,- 1.2 0.7 2.2 1.8 2.2 3.5 1.1

Number of persons in group ...... 576 596 577 611 600 566 848

I Containing A2iJapanII7062, A2/Tiwan/l64, and B/Mass./3/66.
I Contai ni ng AZ/Japan/1 70/62, A2/Talwanjl/64, AIPR/8/34, A l/Ann Arbor/l/57, and BiMass./3/66

DISCUSSION

As stown in Part 1 of this paper,$ neither the B/Mass. nor the A2/Japan vac-
cines stimulated serum antibody against the Aichi antigen in the 3-week period
after vaccination. The essentially identical attack rates observed among recipients
of the A2/Japan and B/Mass. vaccines at the Georgia State Prison lend validity
to the use of recipients of 300 CCA units of A2/Japan vaccine at the retirement
community as a basis for comparison of effectiveness. When recipients of the
B/Mass. vaccines and of 300 CCA units of A2/Japan/170 vaccine are used as the
base-line for determining protection, a remarkable similarity is seen in the results
obtained in these 2 vastly different populations separated by 2000 miles (3220
km).

A large proportion of those who reported illnesses at the interview at the
Georgia State Prison had laboratory evidence of infection; of the recipients of
A2/Japan and B/Mass. vaccines who reported an influenza-like illness, 80%
showed a 4-fold or greater rise in antibody to the Aichi antigen during the epi-
demic period. However, the interviews failed to reveal a substantial proportion
of the infected individuals: 45% of those who reported no apparent illenss showed
antibody rises indicating- infection.

Two effects of vaccine should be considered separately-namely, the prevention
of infection and the modification of illness in infected persons. These studies pro-
vided some evidence that both may occur as a result of the use of killed vaccine.
In both studies, persons who received the high dose of Aichi vaccine had not only

6 Bee the paper by Mostow et aL on page 525 of this luue.

68
59
51
33

61

50
39
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fewer illnesses but also milder ones. Among those who were ill, relatively fewer
required bed rest or needed to consult a physician; and among those who had
fever, relatively fewer had high fevers. Often in studies of vaccine effectiveness the
data have been obtained only through a central medical facility (Stuart et al.,
1969). Although such a procedure increases the probability of accurate diagnosis,
it selects-rather than people who are ill-those ill enough to seek medical atten-
tio..

Demonstrating the protective effectiveness of influenza vaccines has frequently
been very difficult because of the unpredictability of the occurrence and duration
of epidemics, the variability of attack rates, andmajor antigenic changes in the
virus causing the epidemic. Moreover, the clinical diagnosis of influenza is not
precise. Reluctance to rely on clinical diagnosis has naturally led to the use of
serology as a method for studying vaccine effectiveness. However, persons who
have been given a vaccine containing a virus similar to the epidemic strain will
have higher titres against this strain than will the control groups. It has been shown
that such persons are less likely to have a further 4-fold increase in titre following
infection (Rapmund et al., 1959). Thus, if a rise in serum antibody levels issued
as the principal infection of illness, vaccines containing a virus similar to the
epidemic strain will invariably be demonstrated to be "effective".

The Public Health Advisory Committee on Immunization Practices of the
US Public Health Service met on 4 September 1968 and recommended that, for
civilian use, "currently available bivalent and polyvalent 'influenza vaccine be
given only to persons at highest risk of mortality or severe complications as a
result of influenza. When monovalent vaccine becomes available the same group
should be vaccinated or revaccinated with it." On 28 September 1968, the Ad-
visory Committee further stated, in reference to the 400-CCA-unit A2/Aichi/2/68
vaccine, that "although effectiveness of the new vaccine can be substantiated
with certainty only by field use, a single dosp can be expected to afford significaut
protection, judging from experience with comparably potent monovalent influenza
vaccines. If field tests indicate that a booster dose is necessary, further recommend-
dation will be made."

From the results of these studies, it appears that the old A2 vaccine had little
demonstrable effect on clinical illness. Furthermore, a standard dose of Hong
Kong vaccine was not effective.

Although ideally it might be desirable to give several doses of vaccine, this was
completely impracticable in the 1968-69 season. l)espite herioc efforts by the
manufacturers, present technological limitations on the production of influenza
vaccine prevented a substantial portion of the high-risk group from receiving
even a single dose before the peak of the epidemic. Even at the retirement com-
munity, which was one of the first civilian populations in the USA to receive the
vaccines, a second dose-even if given only 3 weeks after the first-would have
come just at the onset of the epidemic. Furthermore, single doses of 3000 CCA
units of vaccine stimulated as much serum antibody" as has been obtained with an
optimally spaced series of doses, and generally much more. Even so, 3000 CCA
units of Aichi vaccine afforded only moderate levels of protection. Nasal antibody-
studies now under way may cast some light on the discrepancy between stimula-
tion of serum antibody and protection.

Influenza vaccines are most needed in years when a major shift in the virus
occurs. It is then that morbidity and mortality are highest. Producing large
quantities of a new vaccine Is difficult. It. has always been felt, however that
vaccines produced in response to a major antigenic shift have the greatest chance
of being effective because the vaccine strain will be almost identical to the strain
prevalent in the population. As stated earlier, the purpose of administering
influenza vaccines should be to prevent severe morbidity and excess mortality.

)estpite extensive use of influenza vaccines in the civilian population, attainment
of t hese goals has never been demonstrated. The present studies indicate that
optimally constituted influenza vaccines at standard dosage levels have little, if
any, effectiveness and that even: very large doses of vaccines do not approach the
high degree of effectiveness that has been achieved with other virus vaccines.
Attention should be redirected towards finding a more efficacious iricans of
protection.
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Mr. SCHEUER. Go ahead.
Mr. MAGUIRE. I have no more specific questions. I would invite

any comments you might have with respect to any of the testimony
we heard earlier today.

Dr. WOLFE. Just one comment: I would certainly not share Dr.
Mathews' and by association Dr. Cooper's optimism, that things
are going to get worked out. I am not a lawyer, as familiar as Mr.
Florio and others of you are with legal arguments. But the whole idea
of working out an indemnification program such as has been proposed
inside or outside the Government seerrs absurd if one is going toy
consider the whole population. It would be very easy to prevail on
the insurance companies to bear the risk if it is only for high-risk
individuals.

Mr. MAGUTRE. The assumption being that there would be fewer
baseless cases?

Dr. WOLFE. The assumption being that people who got the most
benefit out of something are perhaps less likely to sue. I cited an
example when I testified several weeks ago, that if two people go
through a surgical procedure, the one who finds out that the operation
was+ unnecessary is more likely to sue. By analogy, those who are not
at high risk may correctly view their 'immunization and any risk
suffered as a result of that as an unnecessary operation.

Mr. MAGUIRE. Of course, it is still voluntary.
Dr. WOLFE. So is surgery. But if a young child suffers a serious

reaction, fever, convulsions, whatever and it turns out there was no
benefit because there was no flu around and also because the pro-
tection level really wasn't that good, they are more likely to sue.
Tis is the mas of people, the potential lawsuits that are being added
when you go from just high risk to mass population.

Mr. MAGIRE. Do you believe, by the way, that we would have a
massive filing of baseless lawsuits, regardless of how the indemnifica-
tion or insurance Lssue was finally resolved?

Dr. WOLFE. No. I am concerned with the moderate filing of well-
based lawsuits. The concept of baseless lawsuits is not new. It is not
unique to swine flu. There are ways of dealing with it, as you stated.

My concern is with those people who are actually injured as a
result of negligence and what kind of compensation is due them. I
submit that just based on the findings from-

Mr. MAGUIRE. Who is liable for that? The rest of it is a diversion.
Mr. Chairman, I yield back.
Ms. JOHNSON. I have one further comment. Dr. Cooper persists in

saying that the Government is not interested in indemnifying neg-
ligence. Yet all the language that has ever been submitted to this.
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subcommittee by Dr. Coo per's staff would indemnify the companies
from certain kinds of negligence. The only kind of negligence that
they would be responsible for would be negligent manufacture if they
did not live up to the Government's contract specifications.

There are many other kinds !of ,negligence. For example, if the
manufacturer complied with contract specifications but knew that
the vaccine was inherently too dangerous to give without an approach-
ing epidemic, a court might well say that they produced an inherently
dangerous product. Yet HEW would assume all the liabilities for
something like that.

The public wants this liability to remain with the manufacturer.
The public wants the manufacturer to be liable because if the manu-
facturers see a product, that is a bad idea and if the Government takes
over all these indemnities, you are going to have a passive puppet-like
manufacturing group, who says, "Sure, looks too dangerous for me
to use" or "Sure, I don't see any benefit in it. But who cares? The
Government is paying the bills."

I think we need private enterprise that has initiative and has the
energy and responsibility to blow the whistle on a vaccine that might
be a had idea.

I think that HEW's willingness to indemnify them for this kind
of negligence will hurt us all in the long run.

Mr.M AGUIR. Let me follow up with a question because I think
that is a correct reading of what the problem is with respect to the
drafting of language.

But there is a question beyond that that I have been pursuing with
the insurance companies as well as the manufacturers and the
Government.

You can make the argument that if the Government were to
indemnify or if any insurance companies were permitted to excuse
themselves from insurance with respect to the swine flu that we
would at least be taking out of the calculus one profit center which
could drive up the overall cost.

I recognize that if you do that you lose unless the manufacturer
is going to be held accountable for some self-insurance program up
to a given level. You loqe the incentive for the manufacturer to
produce the highest quality product. And be totally responsible
for the product.

How do you balance those two things out?
Are you prepared to accept additional profit centers in order to

keep the incentives stvght?
Or does it work another way which I haven't thought of?
Ms. JoHNsoN. There isn't an easy answer to that. That is some-

thing you have been e poring for weeks.
My reaction is that the question of keeping some incentive for the

manufacturer is usually handled by very large deductibles. To use
Mr. Cheek's figures, before the insurance company goes into it,
the manufacturer loses some $12 million in lawsuits on the product.
Thereafter the manufacturer's insurance company assmes liability,
covers liability.

In the insurance companies' defense here, in some way they are
performing well for the public. Their decision not to insure the pro-
gram is in part a medical decision. There isn't enough known about
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the vaccine for the insurance companies or anyone else to even
estimate the risks involved.

Mr. MAGUIRE. In other words, you are concerned not so much
about baseless suits as about a genuine basis?

Ms. JOHNSON. Should they not refrain from covering a program
which might be a public disaster? They are saying they don't even
have enough information to tell you they would cover it at $100
a shot, so they won't have anything to do with it.

It seems to me that is the way we want private industry to behave.
They are saying, "We are going to draw the line here. We are not
going to cover this program. If you show us that there is enough
known to estimate the risks and the benefits, perhaps we will go for
it."

Mr. SCHEUER. Will the witness yeild?
Ms. JOHNSON. It seems to me that the thing that is happening

is that insurance companies are refusing to go in because of the
absence of knowledge and the Government is rushing in.

Mr. SCHEUER. The insurance companies are saying that. Actually
the Food and Drug Administration doesn't allow a drug or medica-
tion to come on the market unless it has been extensively researched
and tested.

Dr. WOLFE. I can come up with a couple of examples.
Mr. SCHEUER. You have just heard the people from HEW testify

that at the end of protracted testing they found that the placebo had
exactly the same reaction.

Dr. WoLFE. For certain age groups, that is correct. For children,
for example, there is an extraordinary increase in the incidence
of high fevers and other side reactions. The children are a classic
example of the element of the unknown there in the minds of the
insurance companies.

We are told that as things now stand the swine flu program for
children is (a) not effective enough and (b) too dangerous but that
in the future something will be worked out. Well, what will be worked
out? Will it be three times as effective and only 90 percent as danger-
ous? Or only 70 percent as dangerous? We don't know. All we know
is that children in general throughout any kind of flu immunization
program have worse side reactions than adults.
So it is a case of asking indemnification against a clear unknown

part, of the program, children being defined as people under the age
of 24, a large group in this country.

Ms. JOHNSON. But apart from the children, Mr. Cheek said on
the first day of hearing that" it was the volume, that when you give
so much vaccine to so many different kinds of people under so many
different kinds of conditions, something bad may well ha ppen. It
is not predictable. Something far worse then happens in the more
limited inoculation programs that we have experienced so far.

Dr. WOLFE. Again, they are referring to well-based claims, not
baseline claims.

Mr. MAGUIRE. But if the swine flu is not altogether different from
other flus and if the vaccine is not altogether different from other
vaccines, why would the insurance companies-is it just the volume?

Dr. WOLFE. That is what they stated.
Ms. JOHNSON. The other thing is, the court would say, "Here is a

vaccine that induces a temperature of 105." A temperature that high
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can cause brain damage, convulsions, and other things. The court is
saying, or might well say, "Ilere you are giving this medication which
has the capacity to induce high fever and there is no epidemic coming.
Why did you give it?"

It is like saying, "Why did you do a hysterectomy when there are
really no serious symptoms?"

In a case like that, where there is nothing on the benefit side, the
court would be ver appreciative of the risk side.

Mr. MAGUIRE. We don't have certainty on the benefit side.
Dr. WOLFE. Right; and on the risk side, tremendous uncertainty

because we don't know in what form children will be included in the
program.

Ms. JOHNSON. And we have a disease which is not normally fatal.
Mr. MAGUIR. But if we have children with the split vaccine and

high levels of effectiveness, however that may be measured, and much
lower incidents of febrile reaction and so on, which is the reason that
you do it on the split mode, doesn't that then approach a situation
where the uncertainties of the benefits might be-

Dr. WOLFE. More balanced b the uncertainty of risk?
Mr. MAGUIRE. In favor of doing it. At what point do you cross

the threshold?-
Dr. WOLFE. It would. But that would run contrary to all the past

experience with immunication of young children for flu. Immunizing
children for flu is not someting that we have just recently run across,
the first incidence.

Mr. MAGUIRE. Have they done split doeses before?
Dr. WOLFE. They have done some split doses before. They are

more effective.
Mr. MAGUIE. Maybe we can break some new ground here and we

might learn something.
R. WOLFE. That is one of the objections of the insurance industry.

They are indemnifying against unbroken ground.
Mr. MAGUIRE. So you would rather see that other profit center in

exchange for the incentives being properly assigned?
Dr. WOLFE. I think the overall scope of profit centers will be far

less rather than more if and when, a.s I hope will ha ppen the, program
is trimmed back. All these painful discussions would not be going, on if
that is what we were doing instead.

Mr. SCHEUER. What percentage of the population would be cut?
Dr. WOLFE. Dr. Dull estimated instead of immunizing 200 million

people it would be immunizing 40 million people, about a fifth as
much. lie doesn't believe the cost would be on the order of a fifth as
much. It would cost instead of $100 million for production, it would
only cost $20 million. Instead of costing another $100 to $200 million
for administration it would cost another $40 million or $50 million.

Those are costs which are not part of the Government appropria-
tion but would be borne by States and individuals, to the savings of
$100 to $200 million, according to the CDC's own estimates a couple
of weeks ago.

Mr. SCHEUER. So if the order of magnitude is only 20 percent you
think the insurance companies

Dr. WOLFI. I think they would cover an existing program because
then you would be talking about covering programs that are very
similar to programs they have covered in the past. The Hong Kong
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flu vaccine was administered to a group of people not quite that large.
In the order of magnitude, as opposed to 200 million, it would be
business as usual and the risk, I think, would be looked upon more
in that light.

Mr. MAouin. Do you have such information from the insurance
.companies or from Mr. Cheek, representing the association, that they
would in fact be willing to insure that 'one-fifth of the volume?

Dr. WOLFIC. I believe that has been discussed. Some HEW official
several weeks ago, I believe, raised that question.

Ms. JOHNsON. I don't think we have heard of a firm commitment.
That is some information the committee might want to get on Friday.

Mr. MAGUIRE. I think we will want to explore that.
Ms. JoHNsoN. However in a discussion with Mr. Cheek, lie agreed

that that would end the key difference between programs 'they now
-cover and the swine flu program.

Dr. WOLFE. This was your discussion with Mr. Cheek.
Mr. MAGUIRE. Thank you, Mr. Chairman.
Mr. SCHEUER. Thank you very much.
The session of the subcommittee will be adjourned uitil this

Friday morning.

[Whereupon, at 12:52 p.m. the subcommittee adjourned, to re-
convene at 10 a.m., Friday, July 23, 1976.)



SWINE FLU IMMUNIZATION PROGRAM

FRIDAY, JULY 23, 1976

HousE OF REPRESENTATIVES,
SUBCOMMITTEE ON HEALTH AND THE ENVIRONMENT,

COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE,
Washington, D.C.

The subcommittee met, pursuant to notice, at 10 a.m., in room 2123,
Rayburn House Office Building, Hon. Paul G. Rogers, chairman,
presiding.

Mr. XOGERS. The subcommittee will come to order please. This
morning the subcommittee will hear from insurance and pharmaceu-
tical companies about the progress made by each and the difficulties
encountered by each in the swine flu immuniaztion program.

It appears to the subcommittee that we have a catch-22 situation
here. The drug companies feel that they can no longer produce the
vaccine if they are not granted some form of insurance and the insur-
ance carriers feel they cannot insure the drug companies if the Govern-
ment does not come in and take part of the risk, or a major portion
of the risk.

It is my hope, and I think I am not naive in thinking, that these
two elements can, in the fashion of the free entzriJrise system which
has brough these industries to the state they are n'ow, certainly bring
about some solution of this problem. There most certainly may be a
role for the Government to play in this. I would think the Govern-
ment would be willing to participate, if it is in a reasonable role, but
I feel that the committee and the Congress is not about to assume
many of the liabilities that it is indicated they would want us to
assume.

I have really found to date no real reason why insurance companies
have apparently turned their back on this program. I do not think
-that the past record relating to immunization programs offer proof
of exceptional risks, and I think the fact that we are now hearing
about the legal risks of medical programs instead of the medical risks
casts doubtful light on the legal profession, too.

Now, we greatly appreciate the time that our witnesses have taken
today to come hero and be helpful to the subcommittee and to the
Nation. We realize you did come on short notice and we wish to
express the subcommittee's appreciation for your cooperation inseemig-
if we can work out some program. I hope that a common ground of
agreement can be found.

We have a large number of witnesses, and I think, rather than
getting into opening statements, we might as well get directly to the
nub of the problem. I think we will do that by questioning.

We would want each company to identify itsel and the role played.
In other words, what role do you play in insuring which of the manu-
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facturers. We have the manufacturers here too. Then I think we can
get into some discussions to see what can be worked out, what is the
proper role which would be assumed by the insurance industry, the
drug industry, and the Government.

We are also pleased to have with us the distinguished Assistant
Secretary for Health, Dr. Cooper, and members of his staff.

Dr. Cooper, if you and your staff would join the subcommittee up
here, because this would be, I think, the best place. You can help,
perhaps, in making sure the necessary questions are asked.

We would be glad to have you sit here.
If all of the other witnesses-and I am sorry to have to ask you to

do this, but we do not have too much space--could take up your
chairs and walk to the table. If we could get the insurance companies
on this end-well, say this whole table. I think it will take the full
big table and one table on the end. The drug companies sit on your
left, or my right.

Now, may we also ask you to help us with identities, if you will
write your name on one of these cards, and put it directly in front
of you.

We have as witnesses today a panel of insurance providers, William
0. Bailey, president of Aetna Life & Casualty.

Mr. Bailey?
Mr. BAILEY. I am here.
Mr. ROGERS. Mr. Bailey, we welcome you. Is there anyone with

you that you would like to introduce to the committee?
Mr. BAILEY. I have associates in the room.
Mr. ROGERS. All right, fine.
Brian Jarman, senior vice president, American Home/National

Union of the American International Group.
Mr. JARMAN. Here, Mr. Chairman.
Mr. ROGERS. We welcome you, Mr. Jarman, and I believe you are

accompanied by Patrick Foley, general counsel.
Henry U. Harder, president of Chubb & Son, Inc.
Mr. HARDER. Here, sir, along with Mr. Newell Alford, our general

counsel.
Mr. ROGERS . Mr. Alford, we welcome you, along with Mr. Harder.

Thankyou.
Mr. James Koehnen?
Mr. KOEHNEN. Here, sir. I have my associate, Mr. Mark Patton,

vice president of the company.
Mr. ROGERS. Mr. Patton, we welcome you both.
B. P. Russell, chairman and chief executive, Crum & Forster

Insurance Co.
Mr. RUSSELL. Right here, sir.
Mr. ROGERS. We welcome you, Mr. Russell.
JosephF. Murphy, executive vice president, Continental Insurance

Co.
Mr. MURPHY. Right here, sir, and I have Mr. George Keyes, our

general counsel, with me.
Mr. ROGERS. Mr. Keyes. Thank you, Mr. Murphy, and we welcome

you gentlemen.
Mr. Henry P. benz, executive vice president, Home Insurance Co.
Mr. LENz. Right here, sir.
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I do not have Mr. Ken Richman with me, as the witness list indi-
cates. I have Henry Katz, our general counsel.

Mr. ROGERS. Thank you. Mr. Lenz, Mr. Katz, we welcomeyou.
Frank L. Farwell, chairman of the board and chief executive officer,

Liberty Mutual Insurance Co.
Mr. FARWELL. Mr. Chairman, I have with me my colleague,

John W. Carleton.
Mr. ROGERS. Mr. Farwell and Mr. Carleton, we welcome you.
Robert Culp, vice president for business insurance, Nationwide

Insurance Co.
Mr. CULP. Here, sir.
Mr. ROGERS. We welcome you, sir.
Ross Cowan, senior vice president and Leroy Simon, vice president

of Prudential Reinsurance, Prudential Insurance Co.
Mr. SIMON. I am Leroy Simon and my title is. se-aior vice president

and Mr. Cowan is behind me and is vice president of Reinsurance.
Mr. ROGERS. I am sorry we changed you around there. We apolo-

gize, although that might suit Mr. Cowan.
Richard Foss, vice president, Casualty Insurance, Northbrook

Insurance Co.
Mr. Foss. I am accompanied by Bruce Clements, counsel.
Mr. ROGERS. Mr. Clements and Mr. Foss, welcome.
Now we have a panel of manufacturers. Have I left out any from

the insurance?
The panel of manufacturers: John L. Huck, senior vice president,

Merck & Co., Inc.
Mr. HucK. Mr. Chairman, I have with me Mr. Richard F. Kinghani,

counsel.
Mr. ROGERS. Mr. Kingham and Mr. Iuck, we welcome you.
Frank Markoe, Jr., executive vice president and general counsel.
Mr. MARKOE. Mr. Chairman, I have our Washington counsel,

Mr. Thomas Finney, with me.
Mr. ROGERS. Mr. Finney, we welcome you, along with Mr. Iuck.
Ivan HIusovsky, president of Merrell National Laboratores.
Mr. HJsoVSKY. Right here, Mr. Chairman. I have our counsel,

Mr. Roger Clark from the firm of Rogers and Wells with mne.
Mr. ROGER8. We welcome you both.
Charles Hagan who is the general counsel of American Home

Products Corp.
Mr. HAGAN. Mr. Chairman, I have Richard Bogash, president of

Wyeth Laboratories -Division with me, and Thomas Finney also
represents us.

Mr. ROGERS. We welcome all of you gentlemen, and thank you for
being here.

I must say, too, I apologize that we do not have more microphones,
so in order to be heard when a question may be addressed to a particu-
lar person, if you would cooperate with us in passing the mike along.

I think it would be well for us first to simply go down the line to
ask the role played by each company, insurance company. If the
company could identify itself as a company, telling us what drug
company it currently deals with and the status of insurance that
exist between your company and that of the drug company.

We could start-I presume it would be easiest simply to start
down tbis line and come right around.
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STATEMENTS OF TAXES KOEHNEN, PRESIDENT, AND MARK R.
PATTON, VICE PRESIDENT, AMERICAN REINSURANCE CO.; B. P.
RUSSELL, CHAIRMAN AND CHIEF EXECUTIVE OFFICER, CRUM &
FORSTR INSURANCE CO.; JOSEPH F. MURPHY, EXECUTIVE VICE
PRESIDENT, CONTINENTAL INSURANCE CO., ACCOMPANIED BY
GEORGE KEYES; HENRY P. LENZ, EXECUTIVE VICE PRESIDENT;
HOME INSURANCE CO., ACCOMPANIED BY HENRY KATZ, GENERAL
COUNSEL; WILLIAM 0. BAILEY, PRESIDENT, AETNA LIFE &
CASUALTY; HENRY U. HARDER, PRESIDENT, CHUBB & SON, INC.,
ACCOMPANIED BY NEWELL ALFORD, GENERAL COUNSEL; LEROY
SIMON, SENIOR VICE PRESIDENT, PRUDENTIAL REINSURANCE,
PRUDENTIAL INSURANCE CO., ACCOMPANIED BY ROSS COWAN,
VICE PRESIDENT; THEODORE COOPER, M.D., ASSISTANT SECRE-
TARY FOR HEALTH, DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE, ACCOMPANIED BY WILLIAM H. TAFT IV, GENERAL
COUNSEL, AND DAVID ;. SENCER, M.D., DIRECTOR, CENTER FOR
DISEASE CONTROL; ROBERT CULP, VICE PRESIDENT FOR BUSI-
NESS INSURANCE, NATIONWIDE INSURANCE COS.; CHARLES F.
HAGEN, GENERAL COUNSEL, AMERICAN HOME PRODUCTS CORP.,
ACCOMPANIED BY DR. RICHARD BOGASH, PRESIDENT, WYETH
LABORATORIES, AND BY THOMAS FINNEY, COUNSEL; FRANK
MARKOE, JR., EXECUTIVE VICE PRESIDENT AND GENERAL
COUNSEL, WARNER-LAMBERT, ACCOMPANIED BY THOMAS FIN-
NEY, WASHINGTON COUNSEL; IVAN HUSOVSKI, PRESIDENT,
MERRELL-NATIONAL LABORATORIES, DIVISION OF RICHARD-
SON-MERRELL, INC., ACCOMPANIED BY ROGER CLARK, COUNSEL;
JOHN L. HUCK, SENIOR VICE PRESIDENT, MERCK & CO., ACCOM-
PANIED BY RICHARD P. KINGHAM, COUNSEL; BRIAN JARMAN,
SENIOR VICE PRESIDENT, AMERICAN HOME/NATIONAL UNION
OF THE AMERICAN INTERNATIONAL GROUP, ACCOMPANIED BY
PATRICK FOLEY, GENERAL COUNSEL; FRANK L. FAREWELL,
CHAIRMAN OF THE BOARD AND CHIEF EXECUTIVE OFFICER,
LIBERTY MUTUAL INSURANCE CO., ACCOMPANIED BY TOHN W.
CARIETON; RICHARD FOSS, VICE PRESIDENT. CASUALTY INSUR-
ANCE. NORTHBROOK INSURANCE CO., ACCOMPANIED BY BRUCE
CLEMENTS, COUNSEL

Mr. PATTON. I am Mark Patton, American Reinsurance Co,
Mr. ROGERS. Could you get the mike closer?
Mr. PATTON. We are currently involved in-
Mr. ROGERS. Your company again, please?
Mr. PATTON. American Reinsurance Co.
Mr. RoGEMs. Yes.
Mr. PATroN. We are currently involved on a direct excess bais.

We participate on Richardson-Merrell with a $1 million, part of $25
million, excess of $50 million layer; and on American Home Products,
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we are involved in two layers' $1 million part of $25 million, excess
of $75 million, and $1 million part of $10 million, excess of $40 million.

On Warner-Lambert, we are involved in threclayers: $1 million
part of $10 million, excess of $90 million; $1 million part of %10
million, excess of $25 million; and $1 million part of $5 million, excess
of $55 million.

On Merck, we are involved in one layer only, $1 million part of
$25 million, excess of $50 million.

We do not have the vaccine covered at this point.
Mr. RoaEs. In other words, you have no vaccine coverage?
Mr. PATTON. On the swine.
Mr. ROGERS. For swine.
Do you have other vaccine coverage?
Mr. PATTON. No other exclusions of vaccine.
Mr. RoGERS. Sodyou are covering vaccines other than swine flu.
Mr. PATTON. Correct.
Mr. RoomRS. When did the exclusion come?
Mr. PATTON. It would be difficult to give you the exact dates on it,

since I do not have it recorded here, but I presume most of these have
come up as of July or June of this year as a renewal item. It was
probably attached at that point.

Mr. ROGEs. Thank you.
Mr. RUJSSELL. My name is Russell, Crum & Forster insurance

companies, and we are only involved on some excess layers, Mr.
Rogers. I know that we have some excess coverage for Warner-Lambert
and for Richardson-Merrell. I do not have the numbers with me.

But we do have a cancellation notice out effective July 1 as to this
program, and we do not have any other cancellation out, and the
reason is the massive, you know, the big numbers of people involved
in this thing.

Mr. ROGERS. So you do have your excess coverage for those two
companies for other vaccine programs-

Mr. Russm. That is right.
Mr. ROGERS. But a cancellation notice has gone out as to the swine

flu?
Mr.'Russm.;. That is right.
Mr. ROGERS. Thank you.
All right. The next company, please?
Mr. MURPHIY. Mr. Chairman, my name is Joe Murphy, of the

Continental Insurance Companies.
Since January 1, 1975, our companies have afforded all of the pri-

mary casualty coverage for Warner-Lambert which, as you know,
includes Parke-Davis, a subsidiary. Parke-Davis is one of the four
designated manufacturers for the swine flu vaccine.

Now, our casualty coverage includes workman's compensation,
general liability-including products liability-and automobile
coverage.

Our products liability, which extends to the manufacture of swine
flu vaccine, is of modest limits: $2 million any one calendar year, and
these limits have remained unchanged since we have been on the risk
since January 1, 1975.

We have no present intention of changing terms. The products
liability does, or will cover, the swine flu vaccine that Parke-Davis is
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preparing. We have introduced no exclusion with respect to this
matter.

Our premium charges are, however, subject to retroactive deter-
minations within a certain percentage.

Now, generally, we are not a market for excess coverage of any
kind, and so far as I know, have no substantial involvement in excess
coverage for any other drug manufacturer. Basically, we are a primarycompany.Z. ROGERS. Thank you very much, Mr. Murphy.

Mr. KOEHNEN. My name is Jim Koehnen. I am president of Ameri-
can Reinsurance Co., and my friend here has already detailed the
coverage in which we have participated on the direct basis, but as a
reinsurance company we could conceivably also participate in ways
we don't know. We do not wish to do so. I do not know if you under-
stand what a reinsurance company is. It insures other insurance
companies.

I do not know what I can add to that other than we have no in-
tention at this point to include coverage for swine flu.

Mr. ROGERS. I think as we go along, too, it might be well to identify
if yu are the lead company.

r. KOEHNAN. In our first case, sir, we would not be considered a
lead company.

Mr. ROGERS. Mr. Murphy?
Mr. MURPHY. Yes, sir?
Mr. ROGERS. Would you be a lead company?
Mr. MURPHY. We are a primary company.
Mr. ROGERS. So you do it entirely?
.Mr. MURPHY. We are a primary company and we furnish not only

coverage subject to a retroadjustment, but also the primarly services
of handling the claims and lawsuits.

Mr. ROGERS. All right, I see.
Mr. LENZ. Lenz, Henry Lenz, Home Insurance Co.
My company is involved with all four drug manufacturers on an

excess basis only. We do not have any primary outstanding on
anyone.fr. ROGERS. Does your excess coverage go to the swine flu?

Mr. LENZ. No, the excess contracts were subject to renewal negoti-
ations as of July 1 of this year, and at that time the swine flu vaccine
was excluded from our excess contracts.

Mr. ROGERS. And this was for all four drug companies?
Mr. LENZ. Yes, sir.
Mr. ROGERS. All right.
Mr. MAGUIRE. Mr. Chairman, I wonder if I might ask a question

at that point, or should we hold questions for later?
Mr. ROGERS. Well, I think--ask a question now, if you want.
Mr. MAGUIRE. I had a question for Mr. Lenz and also for one of

the earlier gentlemen who referred to the fact that the exclusion of the
swine flu came at the point of contract renegotiation. I believe a July
date was mentioned in both cases.

-Am I to infer from that during the period of time that the swine flu
question was under discussion, between February and April and then
between April and June after this Congress had passed legislation
establishing the program, that there were no indications given by you
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as insurers to the manufacturers that there might be some difficulties
with respect to coverage of the swine flu? Did you wait until the mo-
ment of contract renegotiation?

Mr. RUSSELL. No. Early on, we let it be known to the com anies
that we insured that, because we are now insuring thousands and
thousands of doctors and nurses and hospitals and clinics and schools,
all of which would be involved in the vaccination program, and therefore
have millions and millions of dollars of exposure already, we thought
that our plate was full. So when we saw this thing surfacing, we put
our notices out early.

Mr. MAGUIRE. When would that have been, sir?
Mr. RUSSELL. Early June.
Mr. MAGUIRE. Well, we are talking about the period from February

on, and the Congress passed legislation in early April.
Mr. RUSSELL. I do not recall the dates, but at the very outset, we

could see that in addition to the exposures that we already had-you
are talking about hospital malpractice, doctor malpractice-that this
was something that we could not undertake, because in our opinion,
this thing is going to be New Year's, July Fourth, Thanksgiving,
and Christmaus all rolled into one for the plaintiffs' attorneys.

Mr. MAGULRE. Mr. Lenz, when did the Home Co. notify its people
that its coverage

Mr. LENZ. I could not give you the exact date, sir, but being that
they were normal expirations in July, I would be on safe ground in
saying that the discussion of these renewals probably started in
February or March, eveu7b-ftYU-ThW swine flu program was on the
drafting board.

Mr. MAGUIRE. But you cannot tell me when you first told the manu-
facturers that there was a problem?

Mr. LENZ. I cannot give you the exact date.
Mr. MAGUIRE. Can you give me a rough approximation of when it

might have been? Which month?
%. LENz. March-
Mr. MAGUIRE. March, April, May?
Mr. LENZ. March or April.
Mr. MAGUIRE. March or April, but this Congress, Mr. Chairman,

I believe, did not know nything about this problem until June.
Mr. LENZ. We are not talking about the swine flu; we are talking

about the overall discussioh of renewing the excess on the risk, in toto.
Mr. MAGUIRE. But we are talking about the swine flu. Did you make

the point about the swine flu then, in March?
Mr. LENz. Well. we could not have made the point if it did not

come up until April, but as soon as it came up, I am sure it was part
of the discussions.

Mr. MAGUIRE. Thank you, Mr. Chairman.
Mr. FLORIO. Would the gentleman yield?
Mr. MAGUIRE. Surely.
Mr. FLORIO. To the gentlemen who have spoken, and I assume the

same responses would come from the other gentlemen-what we are
trying to do is to ascertain why it is that the swine flu is to be excluded.

One gentleman has indicated that the risk is great. Some of the
evidence that we have had presented to us from the medical people is
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that the risk of reaction from swine flu is less than that from some of
the previous vaccines, Asian, Hong Kong, and so on.

I think something that might be important to find out today is .hat
the cost is, and what the responsibility has been of the insurance com-
panies as a result of these other programs. If, in fact, it could be shown
that those program cost x amount of dollars, then we can assume that
the liability-the out-of-pocket liability-for the insurance com-
p anies would be less than that; and you probably continue to carry
liability with regard to these other vaccines.

Welt some serious questions are raised.
Is there -anyone in a position to present us with information as to

what the costs were as a result of your insuring flu vaccine, the Asian
and the Hong Kong. Inasmuch as you have not seen fit to exclude
that kind of coverage-I assume, since so much has been made of
it-why do we perceive that there is a need to cancel swine flu vaccine
coverage?

Mr. RUSSELL. You are talking about sheer numbers, now. I do not
know about the other fellows, but we certainly, in our data, do not
have the kind of thing you are talking about. In other words, these
past programs are not broken out separately in our numbers, so I do
not have the numbers.

But you cannot overlook the massive numbers involved in this thing.
Mr. RoGERs. I think Mr. Bailey wanted to respond to your question.
Mr. BAILEY. I would only suggest that I think we all have something

to contribute to this point, and I do not mean to get mywelf out of
order. If you want to proceed down that list and complete -the identifi-
cation of each company's involvement, then I think clearly I would
like to speak to this at this point.

Mr. I loaio. Mr. Chairman, the pattern that emerges here, and I
- assume that pattern will continue, is that there is an interlocking

relationship with regard to the insurance coverage that most of the
people see so far.

We seem to be involved with regard to direct insurance, reinsurance,
excess coverage and so on, and there is an overlap between the com-
panies.

Could I ask for a general response? Is that the case with the rest of
the gentlemen?

Mr. BAILEY. Mr. Chairman, I would like, then, to speak on behalf
of Aetna Life & Casualty and identify our involvement, and then.I
would be happy to participate in the discussion or answer any
questions.

Mr. RooERs. Surely.
Mr. BAILEY. Aetna Life & Casualty is the primary carrier for

Richardson-Merrell for products liability coverage. We are also an
excess insurer for Richardson-Merrell and the other three drug
manufacturers.

Our primary coverage for Richardson-Merrell is minimal in terms
of its limit of indemnity for liability, but I would point out to you that
that limit of indemnity for liability does not include all of the claim
expense that the company izCurs as a primary insurer in the investi-
gation and settling of claims against Richardson-Merrell.

Our excess coverage totals $46 million. I do not think it is important
how this is divided among the four manufacturers involved.
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We have reinsurance on that $46 million, so that our net limit of
liability for excess insurance is $14 million, retained by our own
-company.

Mr. MAGUIRE. Excuse me, sir. With whom do you have reinsurance?
Mr. BAILEY. I beg your pardon?
Mr. MAouiRE. With whom do you carry reinsurance?
Mr. BAILEY. Well, with a variety of companies-
Mr. MAGUIRE. Including the American-
Mr. BAILEY [continuing]. Lloyd's-I beg your pardon?
Mr. MAGUIRE. Including the American endurance Co.?
Mr. BAILEY. Yes.
Effectively, we do not cover swine flu, either under our primary

-contract for Richardson-Merrell or under the excess contracts for
them and the other three manufacturers.

Mr. ROOERS. When was the decision made not to cover?
Mr. BAILEY. Our primary coverage for Richardson-Merrell was

effective July 1. I understand that negotiations concerning that
-contract began in March, but effectively, as of July 1, our products
liability coverage excluded swine flu vaccine.

The effective date of the termination of that coverage with respect
to excess layers scatters all over. In some instances, it came about as a
product of our own renewal of our cover. In other cases, because of the
way the contract was written, when those below us excluded it, we
effectively excluded it, since our coverage tracked theirs.

As of today we are not providing any coverage for swine flu, either
under the primary coverage for Rich ardson-Merrell or under the
excess coverage for all four.

Mr. ROGERS. But you do cover other vaccine programs?
Mr. BAILEY. Yes; these are products liability contracts. Of course,

we provide other insurance for Richardson-Merrell and some of the
others, but they cover all of their products effectively with the excep-
tion of swine flu vaccine.

Mr. CARTER. Mr. Chairman?
Mr. ROGERS. Dr. Carter?
Mr. CARTER. What experience have you had in the past with

insuring manufacturers who made a killed vaccine, such as swine flu?
Mr. BAILEY. I am not prepared, Mr. Carter, to give you definitive

figures around our loss experience. We, of course, have insured the
drug industry in many regards and have been involved-

Mr. CARTER. Would you get those for us?
Mr. ROGERS. Could we have those for the record?
Mr. CARTER. How many suits? Do you know that?
Mr. BAILEY. No, I do not. I will get-
Mr. CARTER. Involving killed vaccines; for instance, Hong Kong

or Asian flu, or Victoria.
Mr. BAILEY. I will attempt to-
Mr. CARTER. Does anyone have that information?
Mr. ROGERS. Do any of the companies, Dr. Carter is asking, do

any of the companies have the number of suits that you have been
involved-in, in giving coverage to a vaccine program where there is a
killed virus?

Mr. CARTER. I am referring specifically to influenza in this case.
Have you ever had suits involving a killed influenza virus vaccine?

76...--87 --- 17
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You have?
Mr. HARDER. Yes, we have had.
Mr. CARTER. How many?
Mr. HARDER. I do not know.
Mr. CARTER. You do not even know how much you have lost.
Mr. HARDER. When it is my turn, I will explain our-
Mr. CARTER. Sir?
Mr. ROGERS. Mr. Harder, would you like to come in on that?
Mr. HARDER. These are obviously very complex
Mr. ROGERS. Your company, now?
Mr. HARDER. I am Henry Harder of Chubb & Son. We manage

the Federal Insurance Co., which is the primary insurer of Merc.
We have one excess risk, the American Home Products Co., in which
we have a piece of a very high layer. The exact figure is $2 million
part of $20 million excess of $60 million.

Speaking first of our primary position in relationship to Merck,
it is of many, many years standing; it is almost a partnership. It is a
partnership in the handling of the product liability and all other third
party liability exposures that this client has.

We do not know, and do not have the numbers at band, the number
of prior vaccine cases, because Merck handles the cases itself, and has
a very large deductible under its policy.

Mr. CARTER. Mr. Chairman, since Merck is represented here, we
will ask them how many cases they have had.

Mr. ROGERS. Could Merck respond to the number of cases?
Mr. HUCK. We have had none.
Mr. ROGERS. No cases?
Mr. CARTER. They have had none. All right, that is very, very fine.
Now, let's see, Richardson-Merrell are here, too. How many cases

have you had?
Mr. ItusOVSKY. I think we have recently had a couple of cases that

we have pending.
Mr. CARTER. Two cases.
Mr. HusovsKY. Minimum.
Mr. CARTER. All right, the next man? Let's see, Warner-Lambert.
Mr. MARKOE. We have-
Mr. CARTER. How many cases do you have?
Mr. MARKOE. I have a list here of 13 or 14 cases that we have had.
Mr. CARTER. All right, 14, that is 15. Over what period of time, now?
Mr. MARKOE. This is over an extensive period of time. It goes back

to 1970, possibly before that.
Mr. CARTER. That is 6 years.
Mr. MARKOE. Yes, sir.
Mr. CARTER. That is a little over two a year.
Mr. MARKOE. I might add, that some of those were
Mr. CARTER. Dr. Cooper, how many flu vaccines are given per

year, approximately?
Dr. COOPER. In recent years our estimate would be on the order of

15 to 16 million doses.
Mr. CARTER. 15 or 16 million doses.
Dr. CoOPER. There have been some years in which it has probably

been up to 40 million.
Mr. CARTER. And only a few law suits. There have been about

17 cases in which we have had suits so far over a period of 6 years.
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One of the gentlemen did not respond.
Mr. HAGAN. Yes, sir. American Home, Wyeth Laboratories.
During the 2 years that I have been with the company, it has had no

suits involving the-influenza vaccine.
Mr. CARTER. None?
Mr. HAGAN. No, sir.
Mr. CARTER. So we have a total of about 17 cases in 6 years,

Could you tell us how much cost this entailed? How much did you have
to pay the plaintiffs in these suits?

Mr. MA1tKOE. Well, we have had some fairly significant awards.
I do not know whether these are settlements or actually litigated
amounts. They have ranged from a low of $75,000 to a high of $678,000.

Mr. CARTER. Now, these are killed viruses. We are not talking
about the attenuated virus, polio or-

Mr. MARKOE. These cases were positive. These were vaccine cases,.
yes, sir, but they were not all influenza cases.

Mr. CARTER. Not all influenza.
Dr. COOPER. On the killed viruses for influenza, we are not aware

of any large settlements that anyone has made.
Mr. MARKOE. That is correct. On the killed viruses, our settle-

ments have been significantly smaller. We have had one $26,000. We
have had some that were under that.

Dr. COOPER. But the total experience over probably the 40 yearn
that people have been doing this have been very small, the early'
experience being from a contaminated batch of a company that is no.
longer in business.

But in recent years, we can easily estimate that the denominator i.
of the order of-in this country alone-200 to 250 million doses with
a very small numerator, as you heard, at the moment, with a negligible
amount of awards as I unders-tand it, compared to the denominator,
even claims, much less settlements.

Mr. MARKOE. That is correct. We average approximately 10
million doses of influenza vaccine in a given year, over the last 5 or 6
years, and our experience has been excellent. We have had very few
claims.

Mr. ROGERS. How many claims have you had?
Mr. MARKOE. In flu vaccine itself
Mr. ROGERS. Zero in on flu vaccine.
Mr. CARTER. This is what we are talking about. Specific coverage,

specifically limited to the killed vaccine.
Mr. MARKOE. 'The record that I have in front of me in terms of

influenza vaccine, we have had six cases of claims.
Mr. ROGERS. Over what period of time?
Mr. MARKOE. Since 1970.
Mr. ROGERS. In 6 years, you have had six cases.
Mr. MARKOE. Yes, sir.
Mr. ROGERS. One case a year out of 10 million doses?
Mr. MARKOE. These are cases in which we have paid claims. Irp

addition to that, we have had five claims where no award has beenm
made.

Mr. ROGERS. Five nonmeritorious claims.
Mr. MARKO-.. I cannot tell, because we have no record of either

settled or litigated awards. They are probably in the process of negoti-
ation, I assume.
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Mr. CARTER. Mr. Chairman, on that, I believe that one of the
companies also has two claims, is that correct, over a period of 6
years?

Mr. HUsOvsKY. That is correct. Right now we have two cases
pendin

Mr. &ARTER. Two cases pending, and that is over a a period of
how many years?

Since 1970, how many cases have you had?
Mr. HUSOVSKY. Since 1970 my guess would be, maybe we have had

four cases.
Mr. CARTER. Maybe four cases.
Mr. HUsovsKY. That's right.
Mr. CARTER. All right, sir.
In making decision about what insurance risks you will undertake,

how do you judge the number of useless suits for which you would
expet?er. ROGERS. Mr. Bailey or Mr. Harder, or any of the other?

Mr. BALTEY. Dr. Carter, I might at least begin the dialog on
that point.I think the point you are developing, and one which I would agree

with, is that this kind of vaccine inoculation has not produced success-
ful claims or suits for injury.

My company would not be one to believe that the current program
under consideration would likely produce vastly different experience
than the past.

Mr. ROGERS. You think it would be similar to the past; is that
correct?

Mr. BAILEY. Yes.
Our problem, and I tired to highlight that in my comment, ran to

claim expense, not to the successful or unsuccessful suit, and not to the
settled claim, if you will, but to the question of how many allegations
of injury might develop out of this program.

Mr. ZARTER. Why should you expect any more claims out of this
program?

Mr. BAILEY. Dr. Carter, I can only contribute to an answer to that,
because my knowledge is certainly not as extensive as yours or Dr.
Cooper's or the manufacturers', but it is my understanding that this
is a program of a size that has been unprecedented in prior inocula-
tions, with a timespan very dramatically telescoped from past inocula-
tion procedures, with the responsibility for the testing and the specifi-
cations and the distribution and the instructions for its transmission
to individual Americans shared between the manufacturer and the
U.S. Government, and I think uniquely one in which the Government
will be an unusual advocate to the American people in its recommenda-
tion that they receive this inoculation.

In prior inoculations that I am familiar with, the opportunty was
offered to people but they were not pressed to take it. That changes, in

our judgment, very dramatically the circumstances around which we
then must judge-

Mr. CARTER. All right.
Mr. BAILEY [continuing]. Our ability to perform on this-
Mr. CARTR. That is sufficient for the moment, if you please, and

I have one more question here.
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It is projected that if we should immunize 210 million people, that
would be 16 times the number who are immunized each year, 15
million. Then we would expect over a period-well, there would not
be more than 20 cases at the most per year.

Actually, according to the record, over the past 6 years we have
had only 10 cases from Warner-Lambert which would be less than
1 per year, and if we multi plied the number per year, actually 16 to
20 cases is all that we would expect actuarily, figuring it, projecting
it, as it is, as it really is.

Now, why do you not want to do this?
Yes, sir.
Mr. BAILEY. If you will permit me to handle the first 20 cases that

Richardson-Merrell, my primary manufacturer, I will be delighted to
'do so sir, and we can all go home, if you will assume the responsibility
for tie error in that actuarial projection you just made.

Mr. ROGERS. Let me say this, now. Perhaps we could continue our
identification, and then we will get into some questioning.

Mr. Simon?
Mr. SIMON. I am Leroy Simon. I am with Prudential Reinsurance

Co. I notice that the program indicates the Prudential Insurance
Co. We are, in fact, a subsidiary of the Prudential Insurance Co. of
America. By law and regulation, life insurance companies are not
permitted to reinsure property and casualty risks in most States,
specifically in New York they are not allowed to, and therefore
Prudential Re is a separate corporate entity with a limited capacity
to insure or reinsure.

Mr. RoO Rs. So what role do you play?
Mr. E.>.mov. We are involved with all four of the manufacturers,

either as an excess insurer or as a reinsurer. Our involvement on
Wyeth is $5 million spread through various layers; with Merck,
$5 million; with Richardson-Merrell, $4.65 million; and with Warner-
Lambert, $2 million.

Mr. ROGERS. Have you excluded swine flu from your coverage?
Mr. SIMoN. Yes, we have.
Mr. ROGERS. And did you make that judgment independently, or

was that made by others
Mr. SImoN. We, as a reinsurer, provide capacity to the primary

underwriters of this business, and so when the primary covers excluded
the swine flu, ours followed and excluded that as well.

Mr. RoomRs. All right.
Now, are you the lead company for the excess coverage?
Mr. SIMON. No we are not.
Mr. Roos. Who is the lead for excess?
Mr. SIMON. I do not really know.
Mr. ROGERS. Don't you deal with the lead company for excess

coverage?
Mr. SMON. We may have this in our files, but I-
Mr. ROGERS. You simply do not recall.
Mr. SIMON. On a direct basis, you oftentimes deal directly with

the broker.
Mr. ROGERS. All right.
Mr. SIMON. We were asked on or about July 9 to give some thought-

ful consideration to the providing of coverage for the swine flu
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-vaccine, and we have indicated that we would do so in the Prudential
Reinsurance Co. under three conditions.

The first is that the HEW article which was discussed at the July 9
meeting in New York City will, in fact, be the basis for the liability
'for the manufacturers; the second is that the primary companies, or
those directly below us, will provide the coverage; and the third is
-that we will be able to negotiate satisfactory conditions and price for
extending that coverage.

Mr. ROGERS. Would you be willing to pay back when called upon?
Mr. SIMON. We would be willing to provide coverage in the layers

and to the extent that we are now providing coverage for these four
manufacturers for swine flu under those conditions.

Mr. ROGERS. Is that on a retrospective basis?
Mr. SIMON. Yes.
Mr. ROGERS. Well, I think Mr. Cheek said retrospective is not

insurance.
Mr. SIMON. As I understood your question, it was would we make

our coverage effective back to July 1, and I was thinking of retroactive.
I have no heard Mr. Cheek speak, but if one is talking about a retro-
spective rating program or something, that is a different aspect.

Mr. ROGERS. You were not proposing that?
Mr. SIMON. No, our proposal would be a guaranteed cost. Pay a

-premium, and the losses would be covered. The normal insurance
'transaction.

Mr. ROGERS. Guaranteed costs?
Mr. SIMON. Yes. One usually contrasts retrospective fixing of a

premium based on future losses with guaranteed costs where you pay
your premium up at the front end, and that is it.

Mr. ROGERS. And what were you suggesting as to how much cover-
age for what premium?

Mr. SIMON. We have not yet negotiated any premiums in this regard,
and the extent of our current coverage is the four figures that I read.

Mr. ROGERS. What is a normal coverage for the other vaccine
programs, as far as premium and coverage?

Mr. SIMON. What is a normal coverage?
Mr. ROGERS. Well, premium. What percentage of a premium is

your coverage? In other words, is it 10 percent or 5 or 3 or 2 or what?
Mr. SiMON. This is the reason that Mr. Cowan is here.
Mr. ROGERS. Well, I was just asking what is your present premium

cost, percentagewise, as to coverage on other vaccine programs?
Mr. COWAN. I couldn't give it to you. The premiums are not nego-

tiated for individual vaccine programs.
Mr. ROGERS. Well, could you even project what the normal per-

centage might be if it were zeroed in on a vaccine program?
Mr. COWAN. I do not think I would care to try that here.
Mr. ROGERS. All right. I will not press that at this time.
Now, as I understood it, you said the prime company would be

agreeable to go along, you would be also?
Mr. SIMON. Yes. We are involved as a reinsurer, again, under the

conditions as I outlined, we would be willing to reinsure-
Mr. ROGERS. And who are the prime companies which you deal with?
Mr. SIMON. We have dealt with the Home Insurance Co., American

Home Insurance Co., Midlands Insurance Co., Highlands, Centennial
Insurance Co., a part of the Atlantic Mutual Group.
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Mr. ROGERS. Are these the prime companies for the four
manufacturers?

Mr. SIMON. No, these are scattered through various high layers of
coverage. These are not the basic first dollar insurers.

Mr. ROGERS. So you are not speaking of the judgment of the first
dollar insurance company?

Mr. SIMON. That is correct. I am not.
Mr. ROGERS. You are speaking of the lead company for the excess?
Mr. SIMON. Yes.
Mr. ROGERS. And you have identified those whom you deal with

and the coverage for these companies?
Mr. SIMON. eg.
Mr. ROGERS. Are there more lead companies than one for each of

the drug companies?
Mr. SIMON. Yes.
Mr. ROGERS. How many lead companies would there be for each

company for excess coverage?
Mr. SIMON. I think only the manufacturer or his broker would

know that, since we are only exposed to certain parts of their program.
Mr. ROGERS. Yes.
Mr. FLORIO. On the basis of the experience that has been related to

us today and the fact that there appear to be no excess awards which
have been issued or awarded by a court for flu vaccine, ana in light of
Mr. Bailey's comment, that his real apprehension was a great number of
nuisance suits; what would be the rational reason for any of the excess
,coverage companies, or the reinsurance companies, for canceling swine
filu coverage?

You have never paid anything on these programs, and no one antic-
ipates paying anything, and the apprehension does not appear to be
actual judgment settlements or judgment awards. Inasmuch as rein-
surance, as I understand it, and excess insurance does not get in-
volved with the administrative costs of dealing with these claims and
suits, it seems to me fairly arbitrary for those companies just to an-
nounce that they are not going to get into swine flu coverage.

Can you point out the error of my thinking?
Mr. KOEHNEN. Well, first of all, we have not dealt with swine flu

up to this point.
Mr. FLORIO. Well, the response, of course, is that if you have not

dealt with it, there is no reason not to want to deal with it, particularly
in 1ight of the experience in comparable programs.

Mr. KoEHNEN. Well, we do not share the committee's optimism
,on the results.

Mr. FLORIO. Well, it is not the committee's optimism; it is the drug
companies' as well as HEW's.

Mr. KOEHNEN. Well, I am speaking of the projection of 16 or 20
cases.

Mr. FLORIO. You are anticipating large awards, then?
Mr. KOEHNEN. We would be anticil 'ing more claims activity than

has resulted from prior inoculations for other types of flu.
Mr. FLORIO. But my understanding was that we are not really

raising questions with regard to the medical liabilities. The suggestion
has been the legal liabilities.

Now, everyone can institute as many legal ones as they want to,
but they do not win the suits, they do not get big awards unless there
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are some medical grounds and there is no evidence whatsoever as
presented to this committee that there is any realistic expectation
that there is going to be medical grounds for excessive judgments.

Now do you have any information on the~ontrary?
Mr. koENEN. No, we do not have any information on the medical

aspects. You assume that you gentlemen know more about that
than we do, but we are familiar with the litigation that goes on in the
courts today, and we anticipate that every opportunity to file claims
will be seized,

Mr. FLORIO. The only place that you, that is the reinsurer com-
panies and excess compares, come into play, is where there are large
awards. Is that correct or incorrect?

Mr. KOEHNEN. Or you could become involved in an accumulation
of awards.

Mr. FLoRIo. On the accumulation of awards.
But that is only assuming that successful awards presuppose.

damage. Damage presupposes faulty vaccine and there is no evidence
here, that I have heard of, that there is to be anticipated grave damage
from faulty medical vaccine.

Mr. KOEHNEN. Well, I guess the only thing I can say to that is
that in making a judgment on whether or not to accept the risk as
insurer or reinsurer the important factor is what you think, not what
others think.

Mr. IFLORIO. Well, hopefully you think something on the basis of
some rational grounds. HopefuUy.

Mr. KOEHNEN. Hopefully, but underwriting is not that exact a
science I think. It operates perhaps on fears of what might happen.

Mr. FLORIO. Well, you are undermining my confidence in the
insurance industry.

Thank you, Mr. Chairman.
Mr. ROGERS. Mr. Lenz, I believe you are a prime company, the

lead company for Mr. Simon's reinsurance?
Mr. LENZ. Well, in that particular case, Mr. Simon is-
Mr. RoGERS. I am sorry. We will have to get you to the mike.

Could you speak in the mike?
Mr. LENZ. Our lead role amounts to the fact that our first layer

of coverage is over the primary layer plus other excess layers of $20
million. Let me enlarge on the thought raised on the previous question
here with regard to where excess carriers come into play.

There are two ways. No. 1, the primary carrier's, limits of liability-
on products are esablished by aggregate limit so that he has a stop,
loss limit. That limit could be $1 million, $2 million, $3 million, what
have you, or higher. When the limit is reached, the excess carrier
comes in. So there is a cut-in that way.

No. 2, the primary carrier's aggregate limit may be confined to.
indemnity only with defense costs in addition to and unrelated to the
limits of liability for the indemnity so that the excess carrier may
come in for these costs, unless as in the case of the drug manufacturers,
the insured has assumed the greater portion of this risk.

Now, many of these drug manufacturers are, for all practical
purposes, self-insured to a round number of $5 million or greater.

So when you say we are a lead excess carrier in two of these instances,.
are the first layer above the primary carrier, but then, in turn,.
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we have partners in that first layer, both treaty reinsurers internally
and facultative reinsurers, such as Prudential Re.

Mr. ROGERS. Yes, but you are the lead company on that first
level of excess coverage, right, for Merck?

Mr. LENZ. No, we are not. We are the first as far as Prudential Re
is concerned, but we are not the first as far as the insured is concerned.

Mr. ROGERS. I see.
Now, as I understood from Mr. Simon, he would go along with

coverage if you would.
Mr. LENZ. That is correct. In other words
Mr. ROGERS. Well, did you make the judgment, then, that you

would not cover it and on what basis did you make your judgment?
Mr. LENZ. Welf, I think I should put this in-we have several

facultative reinsurers. Now, when we discussed whether we would do
it, we had to do it in association with our facultative reinsurers. All
said no with the exception of the Prudential Re, which said maybe,
under conditions, with pricing being one of those conditions.

Our underwriters and their underwriters never endeavored to dis-
cuss what their views on pricing would be, because we admit that the
pricing considerations on this risk are unknown, because this risk is a
little different than the ones we have priced in the past.

Mr. FLORIO. Mr. Chairman, could I just clarify a term?
Are you talking about the premium for the coverage? Is that what

you mean when you say pricing?
Mr. LENZ. Pricing is premium, yes, sir.
Mr. FLORIO. All right, thank you.
Mr. ROGERS. Could you identify yourself, please?
Mr. KATZ. I am Henry Katz, also with the Home.
Just to put Mr. Lenz s comments in further perspective, our total

,exposure under various treaty layers for the four manufacturers is
somewhere in the neighborhood of $30 million. Of that, the Prudential
accounts for a relatively small portion of our reinsurance, less than $4
million.

Their determination to possibly insure us under certain conditions
is not significant in term. of our overall decision.

Mr. ROGERS. Well, I understand, but-I believe you are a counsel?
Mr. KATZ. Yes.
Mr. ROGERS. Mr. Katz, what are the bases for making the judg-

ment not to reinsure when you have experience on all of your vaccine
programs demonstrating practically no suits?

What is your basis?
Mr. KATZ. To reiterate what some of the other panel members

have mentioned, the concern in the industry, or at least in our com-pan is the unknown amount of litigation and litigation expenses.Mr. ROGERS. Does that not always exist with every insurance pro-

gram? You never know how many claims may eventually develop,
do you?

Mr. KATZ. That is correct, and normally you can make some in-
formed judgment based on actual experience.

Mr. OGERS. But what we are asking you to do is to make a judg-
ment based on actual experience of influenza programs.

Mr. KATZ. There, to my knowledge and to the knowledge of those
people we have consulted with, there has been no experience of the
type we envision will develop under this program.
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For example, we have already witnessed a situation where one
branch of the Government 1 day alerted the public to receive its
immunity and another branch the next day said that the vaccine is
unfit for their use.

That kind of uncertainty introduces an element of exposure that we
are totally unprepared to deal with, and if, in fact, there is as little
risk as Representative Florio indicates, we question why the drug
manufacturers feel they cannot continue with the program in the
absence of our reinsurance.

Mr. ROGERS. I think Dr. Cooper wanted to make some statement.
Dr. COOPER. What branch of the Government says it is not safe?
Mr. KATZ. I believe the Pentagon indicated that two of the four

vaccines were not suitable for their use. I did not use the word "safe,"
sir.

Dr. COOPER. Let me clarify exactly why that is, because it is not
inconsistent at all with any of the primary recommendations by the
Public Health Service.

There are four vaccines, two of them made of whole virus and two
of them made of split virus. Above the age 24, the clinical trials in
over 5,000 patients clearly demonstrated fine sereologic conversion at
doses as low as 200 units.

Let me point out parenthetically that in previous years there have
been regular recommendations from the U.S. Public Health Service
for vaccination of particularly high-risk patients for influenza. The
recommendations have run around 700 cm A units that you have been
insuring for A and 500 for B, considerably in excess of 200, and still
you have the experience of no reaction that I am talking about.

Now, below 24 to 18, the whole virus sereological response between
the 18- to tho 24-year-old group was significantly better with the
whole virus than the split virus. Now the military, being an essential
service, has a large number of people between the age of 18 to 24.
Therefore, they said for that group, they would select out the whole
virus. Therefore, the split virus, if i' were to be given'in that single
dosage regimen, would be unsuitable.

In my letter of recommendation, we can reach the same sereological
conversion by a multiple dosage form in that group or below. The
report from the Armed Forces Epidemiological Board is in no way
in scientific contradiction to the original findings of the scientific
studies that were done. They were done in consultation with the
Armed Forces and in no sense is it to be construed that that recoin-
mendation is in any way incompatible with the basic recommenda-
tions. That would be a form of misinformation that would further
reduce confidence in the quality of this vaccine which we had repeat-
edly reported is high quality, of low risk medically and scientifically
and at a dosage far below that experience that was just reported.

Mr. KATZ. Sir, I did not mean to get into a discussion of the medi-
cal aspects of it. I can accept your explane -on without any qualifi-
cation. The very fact that you had to give it, however, is further
indication of the fact that this misinformation has been disseminated
throughout the public; it helps create the legal environment which
we feel we will have to operate under.

Dr. COOPER. I appreciate the point of misinformation and appreci-
ate the opportunity, Mr. Chairman, to clarify that. I would like to
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publicly say that if there are other medical experts that have not been
consulted or heard from that have data to the contrary as implied
in Mr. Boyce Renzenberger's article this morning on the front page,
of the New York Times, I would be pleased to have that data. -The
best data that I know is compatible with what I say. If it is true that.
there are increasing medical data as implied or said in this partic-
ular article that indicate that the vaccine is neither safe nor effective,
I would welcome the opportunity to have a review of that data pub-
licly, either here or in any other forum.

Mr. ROGERS. I bd thought insurance companies-and maybe
this is also where the public is misinformed-I had thought insurance
companies made judgments on past history and any projections they
could have on actuarially sound bases.

Now, all of the history of influenza vaccine shows no claims, basic-
ally, and even the polio, which was a similar program to this--you
may recall, Mr. Katz, that the Government has done this before
with polio, the Salk vaccine, which also was a killed virus. The Gov-
ernment bought that vaccine and distributed it.

It's clear we have done this before, and there was no great uproar
from the insurance companies then. We went ahead and with normal
coverage and there was no problem, and the public benefited and
deaths were prevented.

Now, it seems strange to me that 4he free enterprise system im
America, which this committee wants to uphold, cannot spread the
risk of this program sufficiently that it will not do great harm to any
one company.

Now, this raises, of course, the question. If you cannot get together
to do that, to meet a public need, in your business, which is your
business, if you cannot meet a public need, I am not sure we have
proper licensing procedures and it may be well for us to consider
Federal licensure so we have at least some authority to meet the
public need as a State does, where they can require a pooling if you
are going to do business in that State.

Now, if we have to move in that direction, the Congress can do so,
but I am amazed that the free enterprise system cannot get together
and spread this risk among enough companies.

Mr. Culp, what do you think? Do you not think something could
be worked out?

Mr. CULP. Well, I think-
Mr. ROGERS. Could you speak into the mike, sir, and could yott

identify yourself for the record?
Mr. CULP. My name is Robert Culp. I am with the Nationwide

Mutual Insurance Co., and our involvement, if we are involved, is
as a reinsurer in this particular situation.

I had hoped that we might move in the direction of a solutiort
which would involve the insurance industry, at least as the primary
carrier of this risk. Now, of course the thing that has happened be-
tween Salk vaccine and this vaccine is that litigation involving the
providers of services, which has been highly dramatized by the medical
malpractice situation, has increased probably a hundredfold, if not a
thousandfold, in that period of time.

Mr. ROGERS. But, may I say, Mr. Culp, if I could interrupt, that,
the vaccine program was carried on last year when this climate was
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the same-I think it was worse for suits last year than this-and the
year before, still no cases in the influenza program, even though in
this great era of litigation,

Mr. CULP. I am sure you are riyht, Mr. Chairman, and we ma
appear to be a fainthearted group.However, the penalty for error, I
think, is so great that it causes ts, as business managers, to take
pause and find out if we cannot get some definition or imitation of
this risk, because of the high visibility of this program. We support
the program; we want the program and we want to-be involved in the
program, but, as a businessman, to take on the risk of the liability
which may arise-it probably will not, but it may arise in the pro-
gram-as an individual company, certainly, I would not want to do it.

We would be willing to be a participant in providing some limits of
liability for this program, perhaps in the same way as the industry
banded together to do in another potentially calamitous situation, the
nuclear energy pool. We have individually subscribed amounts at risk
to that particular pool, and we might be able to put together the
same kind of thing, providing we could answer Mr. Bailey's very real
question of the payment of the costs of potential litigation if a high
frequency of that arises.

Now, was just peering over one of my colleagues' shoulders. He
has a very important paragraph here saying that conservatively
speaking, if only one-quarter of 1 percent of the people inoculated
namely about 300,000 people, were to bring a claim, and it is assumed
and that the defense alone would cost about $1,000 each, there would
be a $300 million bill that I do not think any one company as insurer
should be exposed to.

Mr. RoozRs. My idea is that no one company should not. I would
agree with you.

Mr. CULP. If I may come to my idea, Chairman Rogers, it is that
perhaps the insurance industry could put together a first risk pool to
cover both the losses and loss adjustment expenses of, let's say, $50
million, at a fair price. Since we are dealing with an unknown risk, I
would not think that it would be unreasonable to ask for a premium
in the neighborhood of $5 million to take that risk.

Then, excess of a certain amount per person ar,d excess of the
aggregate of that $50 million base limit, if we could interest the
Government in a Federal reinsurance backup, we could, industry and
Government, work hand in hand against this unknown risk. We
should perhaps put some safeguards on the front end of it, because
one of the things that bothers Mr. Bailey rightfully in this potential
frequency of litigation. Any inoculation may be dangerous to some
person if they are sensitizedto it. We might get some advance recog-
ittion in writing from the participants, for example, that this inocula-
tion, in fact, had some risk involved to it, however slight.
I I think this would help the insurers' case.
0 My idea is that we divide this problem into segments, with the
insurance industry taking a first segment, and the Government taking
a reinsurance backup segment.

The Government has actually a large pool of money which was
collected under the period when we were all fearing riots as a potential
threat to the solvency of reinsurance companies. I think that fund is
somewhere in the neighborhood of $100 million.I
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It is far more than we feel is needed by the Government to stake
the risk of riots today. If we could merge this risk in under that
particular thing-and I realize there are some leal technicalities
and perhaps even some departmental jurisdictional boundaries here
that we might have to bridge in a hurry, but there is that pool of
money-it could be made available as a part of the risk-bearing
mechanism.

So when we re talking about defining and transferring this risk, I
think that the insurance industry can participate and think that
we should try to find a way for the industry to participate, but on a
limited basis, in this important program. But we do believe that the
unknown-and I call the unknown excess of $50 million aggregate
subscribed by the industry--should be borne by the Government.

Mr. Roos. Now, in other words, if I understand your proposal
or what your suggestion might be, the insurance companies would
come together spreading the risk up to $50 million as primary carrierfrom a frst dollar basis or a premium of about $5 million.

You would think, then, over that amount the Federal Government
would come in and say we would take the responsibility if the claims
went above $50 million.

Mr. CULP. If I may interupt, sir, also that the Federal Government
should be involved on a per person excess as well as the aggregate.

Mr. RoGERs. Say if it were $100,000 per person, then the Govern.
ment would come in after that.

Mr. CULP. Yes.
Mr. FLoRIo. Mr. Chairman?
Mr. RoosRs. Yes.
Mr. FLoRIo. Just to clarify a basic point, when this discu. iion

started a few weeks ago when the whole question was brought to
our attention, the initial thrust of the concern with regard to the in-
demnification problem was that there were some arguments made
with regard to some Federal cases in which the drug manufacturers
voiced their concern about being held responsible for the negligence of
the Government in failure to.notify and in failure to provide adequate
specifications.

That was the main focus of the discussion.
Now we have found out that some of the insurance companies--

apparently all, from what I see-have canceled out the insurance for
the drug companies' potential negligence.

Are we now talking about the Government becoming involved in
an insurance capacity for the drug companies' negligence, or are we
talking about the Federal Government becoming involved in some
way because of the apprehension the drug companies may have with
regard to their being stuck because of the negligence of the
Government?

Are we, in fact, now saying that the Federal Government should
become an insurer or become involved in the insurance package to
deal with the drug companies' negligence?

I feel that that is substantially new and radical, if that is what
we are talking about.

Mr. CULP. I am suggesting that the Government become involved
in this particular program as the Government is involved with the
nuclear energy program as an excess reinsurer, or in the foreign

4
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credit insurance program as the Government is involved as an excess
reinsurer.

Mr. FLORIO. To insure what risk?
Mr. CULP. In foreign affairs, it is primarily to insure the risk of

appropriation of American assets in foreign countries.
Mr. FLORIO. Let's talk about swine flu.
Mr. CULP. In swine flu, to insure the risk of the potential negligence

of the manufacturers, to reinsure the risk, bearing in mind that we
are dealing with an unknown frequency of litigation. I think
Mr. Bailey has explained that we are not-and you have certainly
alluded to the fact that we are not-terribly worried about the legal
liability arising out of the injury that may result to the recipients
of this in a few isolated cases.

Mr. FLORIO. So let us just assume that the manufacturer is guilty of
negligent, clear-cut negligence. They are sued by x number of indi-
viduals. The government has performed everything that it is supposed
to-performing according-to the contract for purchase of these things,
meeting adequate standards, adequate notification. Nevertheless, on
the basis of negligence, you would advocate a program by which the
Federal Government woald now become involved in the insurance or
reinsurance program?

Is that not a substantially new thing that we are talking about?
Mr. CULP. It may be new to the swine flu program. It is certainly

not new to basic programs such as flood insurance, such as foreign
credit insurance, such as riot insurance, and the Government and the
industry are already in partnership in a great many public programs
that. are for the benefit of the public.

While the risk that we are being asked to bear may make us appear
fainthearted and may be small, the penalty for error could put an
insurer out of business. I do not blame any manager who has insurance
on the line for not placing his whole company at risk on a prog-Tam
and I do not blame the manufacturers for not bearing the riss by
themselves. But I do feel that we can each separate the potential re-
sponsibility into our own spheres of capability, if you will, and involve
ourselves as insurers and the Federal Government as a backup rein-
surer in case we do make an actuarial error.

Mr. FLORIO. Mr. Chairman, I would just observe that everything
has changed over the last couple of weeks, that in fact, we were pre-
pared--or at least there was some discussion in this subcommittee--
to perhaps even go as far as passing a law absolving the drug companies
from any responsibility that may flow to them from the negligence of
the Government, to overcome specifically the Davis -case and the Reyes
case.

Now, what has happened is we have changed the whole thrust of
what we are talking about, and-we are asking the Federal Government
to become the insurer for the potential negligence of a prior corporation.

The chairman initiated these comments with some thoughts on
free enterprise. Gentlemen, I think we are really talking about modi-
fying our whole system, particularly with regard to the insurance
industry.

Mr. CULP. I would not want to give the impression that this was
something that I had discussed with any of my colleagues here at the
table. This is a personal idea that they may or may not subscribe to.
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Mr. ROGERS. Mr. Maguire?
Mr. MAGUIRE. Thank you, Mr. Chairman.
I am very pleased to hear from you, Mr. Culp, the very first hint of

a constructive approach to this problem from the insurance industry.
I think this bears out the wisdom, Mr. Chairman, of our bringing the
executives of the insurance companies together with us here today to
address the issue.

I may say that a month ago I suggested to the Washington repre-
sentatives of the insurance companies a proposal very much like the
one that Mr. Culp has just outlined, and I think that we have had
faintheartedness to the point of absurdity here. I

I mean, in effect what we have been asked to accept is the notion
that insurance companies must have absolute certainty about what
the contingencies are likely to be before they will write any kind of a
policy, and as ou have pointed out, this has been overcome in the
past where we have had leadership and where we have had good will
and where we have had some responsibility.

Now, the fact of the matter is that the vaccine is described as safe
by scientists and by the Government. The insurance industry indicates
to me in the conversations I have had that they think the vaccine
itself is safe and what they are most concerned about is nuisance suits,
and even the manufacturers are prepared, as I understand it, to say
that they do not see any particularly unusual risks associated with
this program, what they want is some insurance.

Now, against that backgound, I would like to ask the executives
of the other companies irthey would now respond to Mr. Culp's
suggestion about pooling among insurance companies to spread the
risk for the first segment of coverage, and then second the notion that
above a certain limit, some Government involvement might click in.

Now, of course, I am assuming a couple of things. I am assuming
that we will be able to sort out a definition of negligence and who is
responsibile for what so that the Government would be protected,
as well as the manufacturers, in a proper fashion.

I also--before I ask for responses; I will give you another 60 seconds
to figure out what your response will be, gentlemen-I would like to
ask Mr. Culp whether his pooling proposal in his thinking would
involve both the primary and the reinsurance segment of the in-
surance industry, and if so, what sort of a mix would you have there
in the insurance segment?

Mr. CULP. I would think that it could and should involve both the
primary and the reinsurance industry. However, it should be on the

asis that whatever portion of the limt was subscribed to by an indi-
vidual company, it would have to be retained, net, by that company to
avoid the problem that Jim Koehnen referred to, and that is a rein-
surer could, unknowingly, accumulate portions of this exposure
from many different customers, if you will.

I would think that it would have to be retained net by each indi-
vidual company as a share, just as the nuclear energy pool is now
retained net.

Mr. MAGUIRE. All right.
Could we have comments from the other executives with respect to

the pooling notion, spreading the risk, spreading out the marginal
uncertainties with respect to safety here, spreading out whatever
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danger there may be with respect for perhaps an initial period *of
perhaps a few nuisance suits. _

Why can we not handle it that way, gentlemen?
Mr. BAILEY. Mr. Rogers and Mr. Maguire, let me make a coupleot*

comments before I respond to this specific thing.
We may appear as fainthearted.
Mr. MAGUIRE. You do. You do.
Mr. BAILEY. Let me assure you that we are not really as faint-

hearted as it would appear. My company insurers in excess of 14,000-
doctors who will be giving these inoculations. We provide liability
insurance for those doctors and we have not excluded swine flu, and.
do not propose to do so.

My company insures in excess of 450 hospitals, several of them with
multiple locations that will be heavily involved in the inoculation
program. We provide liability protection for those hospitals today,
including their swine flu involvement, and we do not propose to exclude
it.

My company-
Mr. MAGUIRE. Well, given that, sir, it would be just a slight ex-

pansion of your commitments to involve
[General laughter.]
Mr. MAGUIRE. Everybody is laughing, but that is precisely the

point. There is no evidence anywhere that this is anything more than a
slight expansion of your responsibil ties.

Mr. BAILEY. Mr. Maguire, if you will let me continue, then I will
come to that very point.

Mr. MAGUIRE. I would be happy to let you continue. It is this smug
sort of attitude that as long as we have any kind of degree of risk
that we are not going to become involved is what has been bedevilling
us thus far.

Mr. BAILEY. I will address that point specifically and-
Mr. MAGUIRE. I am not saying you are smug.
Mr. BAILEY. On behlaf of my company, that is not our problem.

We are a risk-bearer. The certainty of that risk is not our concern..
The mag itude of that risk is, and Ibelieve must be our concern and
Mr. Cup's proposal was not around the certainty of that risk; it was.
around the magnitude of it, and in that context I think he has a
rationale suggestion. I was prepared to advance a slightly different
one, but I suspect this is not the forum to hammer out the exact de-.
tails of such a proposal.

Mr. ROGERs. If I may, we would like to hammer out the general,
principles of the approach here, because I think this offers the first
opportunity we have had to break the impasse. We must understand.
this type of position and the limitations.

Mr. BAILEY. May I make the further point, Mr. Maguire, which
I think is constructive and positive, concerning the question of re-
spopsibility. Both the drug manufacturer and the Government
have assumed, contractually, operational responsibilities in this total
program. I believe that is correct.

The exL-.t definition of their respective responsibilities, I guess
has not been finalized, but nevertheless, from everything I know and
understand, there are elements of assumed'responsibility, or contract--
ual responsibility, on the part of both the Government and the drug
manufacturer.
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The precision as to who is responsible for what is an ultimate de-
termination. The concern that my company has as a primary insurer
for one of those drug manufacturers is that we will incur enormous
expense, without limit, on our limited resources long before that
ultimate determination of responsibility is sorted out.

And because we do not have unlimited resources, but would have
a contractual obligation to administer and investigate and to handle
and ultimately to settle those claims, so much of that expense-dollar
outflow, if you will-will be incurred before anyone can either sort
out who is responsible for what, or, more importantly, having sorted'
it out, agree on that.

Mr. MAGUIRE. Outflows only if the most improbable kind of
situation develops.

Mr. BAILEY. Mr. Maguire, this hearing would take a very different
form--and I believe it is in its proper form right now-if we were
concerned that millions of Americans were going to be materially
harmed or partially harmed or modestly harmed-through this pro-
gram. We do not. We have great confidence in the Government's
ability to assess this risk in its real terms. That is not our concern.

I take the inoculation. I get sick 3 weeks later. In a litigious envi.
ronment, I bring claim.

Who knows whether my sickness is related to my flu shot? And we
can all sit here, all day long, and say of course it is not.

Mr. ROGERS. May I interrupt? But that has not been the history
last year or the year before. We know that.

Mr. BAILEY. My problem is that if I make a judgment and it is
wrong, my obligation is unlimited, because I must process those
claims, I must incur that expense, I must investigate and incur that
expense.r. ROGERS. Now, what you are saying here, the problem is the

limitation, which I think you are getting at. You want to know what
the limit will be. And if it is $50 million-or whatever the figure may
be that is agreed upon; I hope it would be no less-certainly $50
million-that then the Government would come in.

Now, does that not offer some opportunity of getting together with
the insurance industry meeting its responsibility?

Mr. BAILEY. I believe it does, Chairman Rogers, providing it is
recognized that that finite limit involves expense as well as indemnity.
We are not just talking about successful suits.

And it involves a realistic recognition that that expense was going
to be incurred and expended long before, Mr. Florio, we can sort out
how much is the Government's responsibility, if any and how much
is the drug manufacturer's responsibility, if any and how much of it
is the school district's that sponsored the program.

Mr. ROGERS. May I just ask Dr. Cooper to let us have a reaction
as to what he thinks the Department would feel about some opportu-
nity to get together on a $50 million or more-and I hope it would be
more-on that basis where you have a limit.

Dr. COOPER. Yes, Mr. Chairman, I have a couple of comments.
In our discussion since the last meeting,.I have been aware that there

has been some thinking by the leadership of the insurance industry
of some options of setting limits as we discussed at this hearing on
Tuesday.

76-3T 16----18
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Now, there are some differences, obviously, about flood insurance
and overseas investments that I could not commit to the total concept,
but we are certainly willing, as we said the other day, to talk about
limits and reinsurance concepts. In fact, we have men doing this
through our indirect contacts with the leadership, and Secretary
Mathews has invited the group to come in and sit down and discuss
this on Monday afternoon at the Department at 3:30.

In the interim, we have also met with the President and he has
reviewed the entire situation, including the options of involving a
set of limits and concepts of reinsurance and has instructed the Secre-
tary to go forward. I was just recently handed a letter which I would
like to read into the record from the President on this issue.

DEAR PAUL: I want to convey to you once again the strong commitment of this
administration to a national influenza immunization program. Almost four months
ago to the day, I announced the initiation of this program after a panel of the
country's top health, medical and scientific leaders unanimously recommended
to me that we move forward.

Those leaders convinced me that a strain of virus, popularly known as swine
flu could threaten the health of our citizenry unless a massive, extraordinary
program of national inoculation was immediately undertaken. I requested a special
appropriation of $135 million from the Congress to insure the production and
distribution of sufficient svwina tylpc influenza vaccine. f was gratified by the rapid
response of the Congress on acting on my request, and I signed it into law on
April 15th.

Since that time, we have made significant progress towards our goal of making
this vaccine available to all Americans before the onset of an influenza season this
fall. Nearly 90 million doses of vaccine have already been produced. Organiza-
tional efforts at the state and local levels for the delivery of inoculations are well
advanced. Voluntary groups have been identified, briefed and organized, and
results of the largest pre-certification clinical field trials ever performed are very
positive for the safety and effectiveness of the vaccine.

l)espite these accomplishments, however, we now face a growing problem in
making this public health program available to the American people. Secretary
Mathews reported to me yesterday afternoon that the providers of liability
insurance for the vaccine manufacturers continued to resist our efforts to work
out an agreement to provide insurance through the normal, commercial channels.

Itjis their position that the inordinate size of the program makes it difficult, if
not impossible, to accurately assess, and thereby reasonably insure the potential
hazards of administering the vaccine to everyone. Although experience indicates
that there is a very low risk-of untoward reactions to infuenza vaccine, we will
continue to pursue an agreeable compromise with these companies.

Without essential product liability coverage, the vaccine manufacturers are
unwilling to release the vaccine for use in the national program. Secretary Mathews
reported to me that unless this liability problem is resolved in the next few days,
the manufacturers will terminate their production of swine flu vaccine.

All of us would be derelict to our responsibilities to the American people if this
program comes to a screeching halt.

In anticipation of this situation, I have directed Secretary Mathews on June 16th
to submit legislation to the Congress to enable the Government to assume a
proper share of risks for the program, but not those resulting from negligence of
the manufacturer. This measure is still under consideration by the Congress, but
further delay, irrespective of the reasoninS, could result of the failure of this
program to meet the essential public health needs of all Americans.

I share the concern of the Congress that the vaccine manufacturers and insurers
be held accountable, but my first concern is that a safe and effective vaccine be
available to all Americans who want it during the flu season.

I amjpleased that the Health and the Environment Subcommittee of the
House Interstate and Foreign Commerce Comm.tte will hold another hearing
on this important matter. I urge you to act immediately on my legislative pro-
posal. We cannot accept the fact that the health of all Americans can be placed
in eopardy by a failure to take action on this important legislation.

While we await Congressional action-and I trust that the Congress will act
quickly with due regard for the Nation's health and safety-I have directed
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Secretary Mathews to ask for the cooperation of the manufacturers again to
insure that they do not terminate their production of this vital vaccine while
negotiations continue.

In conclusion, let me reiterate a single point. The threat of swine flu is very
genuine, Rtatements from both the scientific and medical communities support
the need for an inoculation program.

Clinical tests conducted to date show that the vaccine is both safe and effective.
There is no excuse to let this program, a program that could affect the lives of
many, many Americans, bog down in petty wrangling. Let's work together to-
get on with the Job.Sincerely, GERALD R. FORD.

Mr. Chairman, I believe that this further amplifies the instruction
that Secretary Mathews and I received from the President yesterday.
We soon should be able to sit down 'with the principals and work
out a compromise that involves many of the principles that were
outlined last time and discussed this morning.

As I have mentioned before, the Secretary has already issued an
invitation-I am sure everybody has not received it yet--to begin
this on Monday. It is our hope, in the interim, that the production
of the vaccine can continue while these negotiations are hopefullycompleted.r. ROGERS. Thank you, Dr. Cooper.

It looks as if we now have a basis for operatir g. If you can be
insured herewith a joint policy of say $50 million with a premium of
$5 million, with the Government then coming in over those limits,
as has been described, would the manufacturers, in good faith,
,go ahead and continue the production during these negotiations?
* Could I hear from each company?

Mr. BOGASn. For Wyeth Laboratories, we will keep producing
the vaccine during the time of these negotiations.

Mr. ROGERS. Thank you, Mr. President. That is most helpful,
and we appreciate your cooperation.

Mr. MARKOE. For Warner-Lambert, we will continue.
Mr. ROGRs. Thank you, Mr. Markoe.
Mr. HusovsKy. Mr. Chairman, we have somewhat of a problem

at this point, because we have produced about 55 million doses of
this vaccine out of the total. At this point., our egg suppliers are waiting
for an answer from us in regards an additional delay until next Tuesday
to make a decision on this.

If we can have assurance from HEW that indeed a program is
going to go ahead, and indeed, if it does not go ahead, we get reim-

ursed for the additional costs, we certainly would be willing to con-
tinue with the production.

Mr. ROGERS. Well, I will lot you work that out with HEW. I hope
you would, and I assume you would, at least for a few days during
these negotiations. You will do that, will you not? Through Friday
of this next week?

Mr. HusovsKy. Unfortunately, we have already delayed. We have
been discussing this with Dr. Cooper, and we were supposed to make
a decision in regard to the egg suppliers last-

Mr. ROGERS. Well, can't your board of directors go along for 5
more days?

Mr. luSOvsKY. It is not for 5 days. Unfortunately, we have to
commit for a long period of time, Mr. Chairman. 'We can't----
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Mr. RoGES. Well, say must commit for 5 days. Could you commit
for 5 days?

Mr. kiusovKSY. We could. We could commit for 5 days.
Mr. Roomss. Than you.
Next?
Mr. HUCK. Mr. Chairman, Merck will commit for 5 days.
Mr. RoGiRS. Thank you for your cooperation.
Without 'objection, the prepared statements of Mr. Husovsky,

Mr. Hagan, and Mr. Markoe, and Mr. Huck will be placed at this
point in the record.

[The statements referred to follow:]

STATEMENT OF IVAN HUSOVSKY, PRESIDENT, MERBELI-NATIONAL LABORATORIES

I am Ivan Husovsky, President of Merrell-National Laboratories.
The nationwide influenza program is almost entirely governmental. The

Government is in control of all key aspects of the program, namely, planning and
development of the 'accine specifications; clinical testing; labeling; the content
and communication of warnings to recipients of the vaccine; and the direction
and supervision of the inoculation process. Our only responsibility Is to manu-
facture and handle the vaccine in accordance with the contract specifications.

Because of the vital importance of the program in protecting the health of the
American people, Merrell-National Laboratories has cooperated fully in this
Government program by producing over 50,000,000 doses of high-quality bulk
vaccine at great expense without a firm contract. Merrell wishes to continue to
c'operate fully but cannot do so unless it obtains either: (1) products liability
insurance protection consistent with that which it has with respect to all its
other products, or (2) equivalent protection through legislation.

We are perfectly willing to participate in the program and provide the vaccine
to the Government on a break-even basis. However, it is simply not possible or
fair for a manufacturer to take on risks of possibly catastrophic losses when neither
the insurance industry nor the Government is willing to asume such risks in
connection with a program conceived and controlled by the Government.

STATEMENT OF CHARLES F. HAGAN, GENERkL COUNSEL, AMERICAN HOME
PRODUCTS CORPORATION

I am Charles F. Hagan, general counsel of American Home Products Corpora-
tion, of which Wyeth Laboratories is a division. Appearing with me is Dr. Richard
Bogash, the president of Wyeth Laboratories.

At the close of the meeting with this subcommittee on July 1 the Chairman
recommended that the vaccine manufacturers meet with the staff of the Depart-
ment of Health, Education, and Welfare to explore further the extent to which
that agency could lawfully assume, by contract, the risks of liability arising
from the planned nationwide immunization program, other than those arising
from any negligence on the part of the manufacturers in failing to produce vaccine
which meets the specifications of HEW. The next day lawyers for all four manu-
facturers met with HEW lawyers, and as a result of that and subsequent meetings
and discussions, we have developed a series of contractual provisions which we
understand HEW believes go as far as it can lawfully go, in view of the Anti-
Deficiencies Act, in placing with the government the ultimate responsibility for
liability arising other than from any manufacturer's negligence in manufacture.

However, these provisions still leave the manufacturer unprotected, in some
important respects, from losses due to claims which are not based on the manu-
facturer's negligence. One paradoxical example involves the situation in which
we are successful in defending against a suit against us based on an alleged, but
erroneous assertion that the government failed to perform an obligation which it
has assumed under these contractual provisions, such as the obligation to develop
adequate warnings of adverse effects. It is our understanding that HEW has
concluded that our costs in successfully defending such suits, and there could be
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many, and the costs could be high, could not be recovered from the government
under any contractual provisions permitted by the Anti-Defioiencies Act.

Even in the situation where we have a right against the government to recover
for judgments agairLt us, and associated legal fees and defense costs, if we have
to sue the government to recover such amounts, we cannot recover the legal
expense of such suits from the government.

l have not attempted to enumerate all of the situations in which we could be
unprotected for liability lomses which would not result from our negligence in
manufacture, but as you can see from the examples I have given, such exposure
is substantial.

After we developed these contractual provisions, Secretary Mathews asked
us to meet with our insurance caniers to ascertain whether these provisions would
persuade the carriers to eliminate the exclusion of this vaccine from insurance
coverage. We met with repreien.atives of our principal--carriers on July 9, and
explained thee contractual provisions to them, and requested that they advise
us as to whether they would now restore coverage of the vaccine.

Our primary carrier has agreed to do so, but that primary coverage, which
ap lies to all products of our company, only amounts to three and one-half
million dollars, and the premium greatly exceeds the coverage. The balance of
our insurance is with so-called excess carriers". These excess carriers have
either indicated that they are unwilling to restore coverage, or have attached
conditions to coverage that are not attainable, such as that coverage will bQ
restored if all carriers insuring at levels below them restore coverage.

It can be anticipated that claims and litigation involving our other products
will account for much, if not all, of our primary coverage of 3.5 million dollars
thus leaving us with very little coverage for this vaccine, in the absence of coverage
by the excess carriers.

When Dr. Hyde asked us to testify today, he requested that we provide the
names of our insurance carriers. A list of those carriers is attached to our statement.

)r. Hyde also asked that we state how much vaccine we have produced, and
how much we expect to be able to produce.

To date we have produced the equivalent of 6.3 million doses to be divided
between the Monovalent and Bivalent vaccines, assuming the final vaccine
concentration is set at 200 CCA's for the Monovalent Vaccine and 200 CCA's of
each strain for the Bivalent Vaccine. On these same assumptions, we expect to
be able to produce, through the end of January 1977, approximately six million
doses of Monovalent Vaccine and eight million doses of Bivalent Vaccine.

ir. Chairman, our company wants to be able to go forward with this program[
and we have not discoiltinued production. However, despite the contractua,
provisions which we have worked out with the government, we find that we have
an unquantified, and unquantifiable liability exposure, with grossly inadequate
insurance coverage.

During our last meeting with the subcommittee, there seemed to be a feeling
among the subcommittee members, that the liability exposure with this vaccine
is no different than the usual exposure with any drug. This is not so. There are
substantial differences, including the following:

(a) We have been unable to obtain adequate insurance for this vaccine.
(b) The bases for liability are broader in community immunization pro-

grams than in the usual individual physician/patient relationships, as the
result of the Davis and Reye decisions.

(c) The government is performing a number of functions which the manu-
facturer would ordinarily perform, and the manufacturer could be held
liable for failure of the government adequately to perform these functions.

(d) The very size of the anticipated program, and the publicity it has
received, is bound to stimulate litigation.

We have been asked to produce this vaccine on a high priority. It is to be used
in a vaccine program intended to benefit the people of this country. It seems to
us that it is not unreasonable to ask that the liability risks arising from this
program, other than for negligence in manufacture, be assumed by the people of
this country who receive its benefits, through appropriate legislation supple-
mental to tie contract provisions which I have discussed. It does not seem
equitable, under these circumstances, that the risks of liability, arising largely
from matters within the control of the government, should remain with the four
manufacturers.
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LIST OF INSURANCE COMPANIES PARTICIPATING IN GENERAL LIABILITY INSURANCE
PROGRAM OF AMERICAN HOME PRODUCTS CORPORATION

Liberty Mutual Insurance Co.
Home Indemnity Co.
Prudential Reinsurance Co.
Lloyds & Various London Cos.

continental Insurance Co.
Employers' Mutual Insurance Co. of Wassau.
First State Insurance Co.
Insurance Co. of the State of Pennsylvania
Midland Insurance Co.
Aetna Casualty & Surety Co.
Central National Insurance Co. of Omaha.
Fireman's Fund Insurance Co.
Lexington Insurance Co.
The Manhattan Fire & Marine Insurance Co.
American Re-Insurance Co.
American Home Assurance Co.
National Union Fire Insurance Co. of Pittsburgh, Pa.
Northbrook Insurance Co.
Federal Insurance Co.
Mission Insurance Co.

STATEMENT OF FRANK MARKOE JR, EXECUTIVE VICE PRESIDENT AND GENERAL
COUNSEL, VARN.-LAMBERT COMPANY

Mr. Chairman and Members of the Committee, my name is Frank Markoe. I
am Executive Vice President and General Counsel of Warner-Lambert Company,
parent of Parke-Davis, one of the four producers of the swine flu vaccine to be
used in the government's prospective nation-wide program.

We are pleased to have this opportunity to update the Committee on our
Involvement with the production of swine flu vaccine. You may recall that we
had the privilege of making a formal statement to this group on June 28. At that
time we made several basic points.

1. As holder of U.S. Biological License No. 1, Parke-Davis has been producing
vaccine-related products since the beginning of this century. We have been a
producer of flu vaccine for thirty years and since the introduction of our highly
refined split virus influenza vaccine, Fluogen, we have been producing roughly
half of the nation's flu vaccine supply-about ten million doses a year.

2. As a result of having lost our liability insurance coverage on swine flu vaccine,
we were faced with a situation whereby the unprecedented scope of the immuniza-
tion program presents the company with an open-ended liability which the Board
of Directors could not assume in good conscience.

3. We saw our role as an indispensable resource in the conduct of this program
and we had committed substantial financial, scientific and production capabilities
to its accomplishment.

Our basic posture at that time-as it remains today-was one of cooperation.
We recognize the need to support public policy, but at the same time we recognize
the essential necessity of developing legal safeguards which will protect the
manufacturers and assure the successful completion of the government's program.

Reflecting the continued efforts of this committee to resolve the present impasse
in the insurance area, we have met eleven times in recent weeks with our insurance
brokers and underwriters. These meetings have not been successful. We have not
been able to reinstate our basic liability coverage on swine flu vaccine.

To recap the situation, we have traditionally carried about one hundred million
dollars of product liability insurance. This consisted of about $2 million of primary
coverage, with the rest included in our excess or "umbrella" coverage.

Our primary insurance was retrospective in nature, a "Cost Plus Plan." That
simply means the.insurance company will defend us in any suit, but in the event
of a court case, Warner-Lambert would have to pay all costs as well as any financial
judgment awarded by the court. In a sense, its a kind of self insurance. Ourpri-
mary coverage remains in force on swine flu, but keep in mind that the two mi lion
dollar ceiling includes all our other products as well.

The umbrella coverage is arranged in a series of 14 layers up to the one hundred
million dollar mark, with each layer responding as the limit of liability on the
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underlying layer is exhausted. Dozens of insurance companies and reinsurers
participate. The first level-up to $5 million-is shared by several com panies here
and abroad. When the lead underwriter in our first layer cancelled swine flu
coverage, it literally rendered the entire structure inoperative.

Since the June 28 hearing, we have been in personal and telephonic contact
with our insurance brokers and underwriters, trying to devise some kind of
formula. Despite these hundreds of individual contacts and the continued efforts
of this committee, HEW and the Justice Department, we have not made any
progress.

In the meantime, our production of swine flu vaccine continues. We have techni-
cal and production crews working on a seven day, twenty-four hour a day schedule.
We have been producing vaccine since early Spring-without a contract. We have
financed the entire program thus far. At the moment we are processing 200,000
fertile eggs a day in an effort to meet the demands of the most ambitious public
health program ever devised.

To date, the vaccine has been produced in three strains-Hong Kong B, A
Victoria and A Swine New Jersey. As you know the government annually sets
the specifications for the type and strength of the influenza vaccine. Following
official notification from the Bureau of Biologics last winter that the official 1976-
1977 vaccine would be a bivalent preparation containing Hong Kong B and A
Victoria, we immediately went into production. Based on instructions from the
Bureau of Biologics, reflecting the government's decision to proceed with the
Swine Flu program we have not poo led any of this vaccine.

As of July 20, 1976, we have enough virus on hand-assuming the dose level is
200 CCA-to provide 27.7 million monovalent doses of A Victoria and 16 million
doses of A Swine New Jersey. Since we have not yet had official word on the final
dose determination, we have been unable to pool the material into the final vaccine
product.

Our present estimate is that we will be able to provide 27.7 million doses of
bivalent vaccine (A Victoria and Swine Flu) and 14million doses of monovalent
swine flu.

Please keep in mind that there is approximately a seven-week period between
pooling of the vaccine and the delivery of finished product. A significant portion
of this time is devoted to government testing and unit packaging.

In that sense, time is becoming an increasingly crucial factor in the program.
We believe that some progress has been made in developing contract language;
although the company is still faced with open-ended liability. In essence, we are
substantially worse off under the contractual Language than we were before the
insurance was cancelled.

While the language delineates the areas that the government and the manufac-
turers are responsible for, it doesn't go far enough. Under the contract language
we would be responsible for everything in the program that isn't clearly enumer-
ated as the government's responsibility. Although clearly we do not expect the
government to indemnify us as a manufacturer for our negligence, we must have
some protection from our Insurance carriers In this respect.

Also under the proposed contract, if we defend a suit (and there may well be a
multiplicity of suits) stemming from the program-and win-we must assume
all costs. The cost of defending such suits, even if they're baseless, can often run
to $50,000 and beyond. We need some kind of legislation to cover this situation
since, as you know, the government-by statute-cannot agree to indemnify a
manufacturer. You will recall that part of our testimony on June 28 addressed
itself to a proposal whereby the government would defend all suits and would
have recourse to the manufacturers only if there were preponderant evidence of
negligence in producing the vaccine.

I would summarize our position at this time as seeking only the kind of protec-
tion we had before our insurance was cancelled.

One additional point that I believe deserves attention is the increased publicity
now being given to the incidence of A Victoria influenza throughout the Southern
Hemisphere. This has prompted dozens of phone calls to us from physicians and
clinics seeking information on the availability of A Victoria. At the moment we
have the ironic situation of having millions of potential doses of A Victoria stored
in our refrigerators, while at the same time our packaging lines are closed down
awaiting official word on dosage levels. I think this is a situation that also demands
our best attention.

We're gratified that HEW has referred to the efforts of the four manufacturers
as a "stupendous feat that no other country in the world could possibly duplicate."
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We continue to emphasize our desire to cooperate with the program. As further
-evidence, we have now provided additional vaccine to the government for clinical
trials in children, believing any potential business risk is far outweighed by the
benefits to the public.

Clearly the time has come to pursue some innovative suggestions to resolve the
Insurance impasse that threatens the entire program. The element of potential
open-ended liability to the manufacturers is not eliminated by the contractual
approach; and in our opinion cannot be resolved without legislative enactment
and/or resolution of the private insurance issue.

Attached is a summary setting forth instances wherein the contractual approach
does not cover the manufacturer's liability in the mais immunization program.

LEGAL SUMMARY-SWINE FLU CONTRACT--WARNER-LAMBERT

Nothing in the contract can prevent claims by third parties against the manu-
facturers. Those claims can be of three types: (1) those which assert negligence
in the manufacture of the vaccine; (2) those which assert that the manufacturer
failed to perform some other duty assumed by the government in the contract;
or (3) those which assert several alternative theories of liability by the manufac-
turer. Any of the three can result in either a judgment for the manufacturer or a
judgment for, or settlement with, the plaintiff. Regardless of the outcome, all
involve legal expense to the manufacturer.

It should first be noted that under the contract all judgments, settlements, and
expense would be paid initially by the manufacturer or its insurance carrier.
Without liability insurance, or when the annual total of such costs exceeds the
insurance coverage, all such costs must be paid by the manufacturer. If any part
of such expense is eventually recouped from the government, the manufacturer
cannot recover either interest or the cost of any suit against the government.

In what circumstances can the manufacturer recover its payments to third
parties and its legal costs? First, if there is a judgment against-the manufacturer
haied on a verdict or finding by the court that the plaintiff's loss resulted from the
government's failure to perform its responsibilities under the contract, the manu-
facturer can recover against the government. Second, if there is a judgment against
the manufacturer based on a general verdict, without any specific finding that the
government was at fault, the manufacturer may or may not be able to recover
against the government. Third, if there is a judgment against the manufacturer
based solely on a verdict or finding that the manufacturer was negligent in pro-
ducing a defective vaccine-for example, one which did not meet contract specifi-
cations-there can be no recovery from the government. Fourth, if there Is a
settlement with the plaintiff, the government must agree to such settlement before
it can support a claim by the manufacturer against thegovernment to recover its
settlement payment. Fifth, if there is a judgment for the defendant-manufacturer
it is unlikely that the manufacturer can recover its legal expense from the
government.

In summary, the manufacturers face the burden of the following expense in
dealing with any claims for personal injury as a result of this program: el) jud -
ments, settlements, and legal expenses in suits based solely on the manufacturer s
own negligence; (2) judgments, settlements, and legal expenses based on several
alternative theories of liability, where the basis for the judgment or settlement is
not specified or is based on more than one theory; (3) legal expenses in suits which
result in a judgment for the manufacturer; and (4) interest on judgments or
settlements based on the government's fault, and the legal costs involved in
proceedings or suits to recover the amount of such judgments or settlements from
the government.

Finally, the manufacturer can neither anticipate the total amount of such costs,
nor obtain adequate insurance against the unknown risks.

We have said in effect that this risk should be spread more-fairly: that the manu-
facturer will amsume the risk of its negligence and legal expenses up to some reason-
able total; that the insurance Industry should provide coverage above that amount;
and that the government should assume the risks which only it can take action to
avert, and indemnify the manufacturers against losses which occur without any
fault on the manufacturers' part.

STATEMENT or JOHN L. Hucx, SENIOR VICE PRESIDENT, MERCK & CO., INc.

It is a pleasure to be here again, Mr. Chairman.
My testimony several weeks ago highlighted Merck's commitment to responsi-

ble participation in the national swine flu immunization program.
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I have been asked to limit my statement today to brief responses to three
questions of immediate interest to the committee-where we stand on insurance,
production, and purchasing contracts.

The product liability insurance under discussion covers both the making of the
vaccine and the use of the vaccine. We normally carry about $100 million of such
insurance each year, typically underwritten by more than fifteen firms. To date,
only ono of our insurance carriers-The Federal Insurance Company-has been
willing to cover us for swine flu vaccine, and that coverage amounts to only $2.5
million. The other insurance. underwriters-and we have been diligent in our effort
to get added coverage-have thus far been unwilling to include any swine flu
protection in our policies.

With respect to swine flu vaccine production, we have, as of today, made 24
million doses, based on what we have been told will be the standard for our
vaccine. All doses have been held in bulk lots as we awaited final word from the
Bureau of Biologics. We expect to continue to manufacture the vaccine for as long
as the government, based on the expert advice it receives, tells us it is In the na-
tional interest to do so.

With respect to the vaccine purchase contract, we have told the government that
we are willing to make our vaccine available on a non-profit, cost-recovery basis
We have worked closely with HEW on those aspects of the purchase contract the
have to do with liability, and we applaud both its initiatives and its recognition
of our problems. Although we think legislation a better solution, we would be
willing to accept the present contract terms if w-e could get insurance protection
covering our liability. Thus far as I have stated, we have not been able to do so.
... perhaps in part because the difference between liability for things that are
the government's responsibility and liability for things that are our responsibility
in making the product, although well spelled out in the proposed contractual agree-
ments, is a distinction not likely to be made by those attorneys specializing in
litigation of this type.

I want to emphasize, Mr. Chairman, that we have acted In the public interest
from the beginning of this national program. Our reluctance to sign the proposed
contractual agreement has a very fundamental basis. The dimension of the
potential risk is apparently considered to be so large by those insurance firms whose
sole business is the evaluation and assumption of the risk of large losses to date
that they have been unwilling to assume this risk at any price. We are not in the
insurance business. Our business is the discovery, development, testing, manu-
facturing, and marketing of health products. The investments and risks in this proc-
en are substantial. It is essential that we be insured against the risk of cata-
strophic losses in order to protect the Company's future, and this continues to be
our basic position.

Thus, today, I urge measures which would either encourage the insurance in-
industry to provide the coverage we must have or provide some alternative that
would make it possible for us to do what we want to do-namely to make the
vaccine we have produced available for such public use as may be env~ioned
under the national program.

I can assure you, Mr. Chairman, that we are fully prepared to work toward
any accommodation of the issues that will keep the liability problem from becoming
an insurmountable obstacle in the path of the national effort.

Mr. ROGERg. Now, could we hear from the companies if they will
be willing, at least on this prospective basis, to get with HEW on
Monday.

Mr. Bailey, would you be willing?
Mr. BAILEY. Yes, Mr. Rogers, I will be
Mr. Roors. Thank you. That is most helpful.
Mr. MAGUIRE. Mr. Chairman, I would be interested in knowing not

only whether they are prepared to meet with HEW on Monday but
whether each of the primary and the reinsurance people could tell us
now whether this pooling approach is something that they will
endorse, or whether they are not going to endorse that?

Mr. RUSSELL. Gentlemen, I want to go on the record that Nation-
wide is not speaking for me. I do not know to what extent Nationwide
is involved in medical malpractice, hospital malpractice and every-
thing else that we 'are involved in.

1\
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Like Mr. Bailey said a while ago, my corn anies have millions on
the line already and I am perfectly willing to listen to some sort of a
proposal, but I am not ready to buy what I have heard.

Mr. ROGERS. You mean you do not think it is well to spread the risk
here if we can get enough companies where

Mr. RUSSELL. I am telling you, Mr. Rogers, that I think that my
company already has as much as I can possibly commit my company
to up front now, with the thousands of doctors and nurses and tech-
nicians and hospitals that we have insured now.

I am not saying that we should not take a look and see how we
might cooperate and work out something else, but I think it would be
well since you are criticizing the private enterprise system of insurance,
to spread on the record, too, the root cause of this problem.

The root cause of this problem, gentlemen, is the trend in what
society seems to want, what the courts and the juries have become
more likely to do, and that is to reward an accident victim, not just
reimburse him.

I personally think that the root cause of this situation is that the
legal fraternity has been doing a pretty damn good job of trying to
divide up our stock, capital, and surplus.

Mr. ROGERS. Let me say here
Mr. RUSsELL. Mr. Rogers, may I finish, please?
Mr. ROGERS. Well, right at that point, and I am going to let you

finish, but let me say here that I share the concern on suits that
have no merit. This committee is going to make an official contact with
the American Bar Association-and I want the Secretary to do it
too-to ask the American Bar Association to send out specifically a
letter to every member asking that this be treated with the utmost
care and a responsible approach, and to discourage suits without
merit. The committee is going to look at this.

I understand your situation but we need your help now, the
country needs your help, and we need some leadership-certainly
it is here-to get together and say, yes, we can work out a program
like this of sharing the risk.

Now, if you will help us, the other companies will help us.
Mr. RUSSELL. I would certainly like to be in a position to trade

with you on that.
Mr. ROGERS. I am not trading, sir, I am talking about the national

interest.
Mr. RUSSELL. Wht t I am saying is that our very system of law needs

meaningful change.
Mr. ROGERS. I understand that.
Mr. RUSSELL. The plaintiffs' bar, gentlemen, has succeeded in

pushing the concepts of tort all out of shape, and the judicial system,
with the concurrence of juries, has been rapidly changing the systeuI
-of tort into a system of compensation, and this new concept, Mr.
Rogers, this new system--and it has accelerated, and that is what we
call social inflation-is without limits, it is without guidelines, and
often without even commonsense.

I would like to havo3 this crisis situation highlight the situation
that this country is drifting toward, not only in this and in medical
malpractice, but also in products liability. .

Mr. ROGERS. I understand your problem. What we are saying is that
we want to zero in here-and Iunderstand that is an overall problem-
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but I think, if we put a limitation, which you are proposing, I would
hope that you would be willing to go along with this approach.'

Could you go along with this approach where there is that limitation?
Basically; in principle.

Mr. RUSSELL. I am certainly willing to sit down and talk about it,
see what we can hammer out. I don't want to have a closed mind.

Mr. ROGERS. All right. Fine, sir. We will count on you.
Mr. RUSSELL. Mr. logers, are you sure that is what I said?
Mr. ROoERS. Well, I would think this. I would think if your other

colleagues are willing to sit down and agree in principle that they
can spread the risk for this program for the American people, I think
that is what you said too, sir, and I would hope so.

Mr. RuSSELL. One of the things I have tried to say is that we have
developed a system-society has developed a system-whereby the
lawyers and a minority of claimants reap the big money and the
insurance industry gets the blame.

Mr. ROGERS. I think you have made the point, and we are trying
to take the insurance industry off the spot by getting it to get together
and spread the risk. I realize that each one company cannot take the
risk, but they have offered a proposal here that I think you can agree
in principle on, of spreadingth e risk.

Now, ow about it, Mr. Jarman?
Mr. JARMAN. Mr Chairman, the American International Group

would be quite willing to sit down and discuss that. I would like to
point out that we are not really primary underwriters. We are
excess underwriters.

Mr. ROGERS. I understand, sir, but would you be willing to help
in spreading the risk?

Mr. JARMAN. We would be willing to discuss that, Mr. Chairman;
yes.

Mr. ROGERS. In other words, in principle, you agree that that is
the best approach, do you not, to spread the risk?

Mr. JARMAN. It is the only approach that we have at the moment.
Mr. ROGERS. Thank you.
All right, Mr. Harder?
Mr. HARDER. Mr. Chaiianun__we are certainly more than willing

to sit down and conside'this issue. I, for one, think it might be
helpful to- not get overoptimistic too early in the game about one
aspect of it. Wehave said again and again that there is a very complex
mixture of manufacturers' liability, Government liability, and the
ultimate delivery of the shot liability. If we can construct a mechanism
whereby all this is one bundle of liability so that it simplified the
tremendously complex and expensive interpersonal suits between
various people, we would be wildly enthusiastic in trying to work out
that situation.
* Mr. ROGERS. Thank you, Mr. Harder.

Dr. COOPER. I would hope that would be the case, Mr. Harder,
because I am aware that about 21 States have indicated some grow-
ingproblem, 12 in specific. If we could work out an agreement b%
w1 h this could be addressed entirely in the spirit that was so we
put, before, I think it would be a major step forward.

Mr. RooERs. Thank you.
How about the American Reinsurance Co.?
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Mr. KOEHNEN. We would be happy to discuss, but we are not
prepared to commit.

Mr. ROGERS. Well, I don't know. Aren't you even prepared to say
you agree in principle, sir, that this is the proper approach to trying
to solve the Nation's problem?

Mr. KOEHNEN. It covers one of the problems, that is true, that
you would be spreading the risk among many companies, but I
don't-

Mr. ROGERS. Do you agree with that principle?
Mr. KOEHNEN. I agree with the principle. I am not committing

to it.
Mr. ROGERS. I do not know that anyone is committed, sir, until

you have signed something.
Mr. KOEHNEN. We do not know what the terms would be.
Mr. RoGERaS. I understand that, but I am saying in principle, do

you not think what has been proposed is quite possible and this is a
good approach?

Mr. KO EHNEN. I think it is a good approach-
Mr. ROGERS. Thank you.
Mr. KOEHNEN. I am not sure that the amount of coverage is

right. I do not know if you can get $50 million.
Well, others think we could, if we spread it.
Mr. MAGUIRE. If we cold get enough companies, Mr. Chairman,

we could do it.
Mr. ROGERS. Why, certainly.
All right. What about Crum & Forster. You have spoken Mr.

Russell.
Mr. Murphy?
Mr. MURPHY. Well, Mr. Chairman, I have been fairly quiet, as is

not always my want, during this meeting, because we are in the role
of a primary insurer, as I said before. To the extent that we could be
helpful, of course we would meet with-I

Mr. ROGERS. But do you not agree that the spreading principle is
really the only way to handle it?

Mr. MURPHY. That is a basic insurance principle, Mr. Chairman,
but I think I should mention, in default of someone else mentioning it,
that there is a proposal on the record from the Nationwide that I think,
from my conversations with some of the people who are in the excess
layers, they would have reservations about.

I think there is a doubt that you can get a sufficient layer, as sug-
gested, for a fixed premium.

There are alternate approaches to getting that first layer, which may
take as their model the kind of coverage that we have at the primary
level, a retrospective proposition.

Mr. ROGERS. A retrospective is no insurance.
Mr. MURPHY. Just let me make this point, if Imay, Mr. Chairman.
I suggest this is a possibility to be considered so that we do not go

to a meeting with only one possibility to be discussed.
Mr. ROGERS. All right, no disagreement there, but I would hope

you would work out an insurance program.
Mr. MURPHY. I will not pursue it except for making the point that

there are other alternatives to be discussed at the meeting.
Mr. ROGERS. Well, of course. I think everyone understands that,

but at least you will be there and try to work it out.
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Mr. Lenz?
Mr. LENZ. I will be there to discuss the concept.
Mr. ROGERS. Do ou agree in principle that this is the approach

we ought to start on
Mr. LENZ. The spreading of risk, yes:
Mr. ROGERS. Thank you.
Mr. Farwell?
Mr. FARWELL. This is my first chance, Mr. Chairman.
Mr. ROGERS. Yes, we have not been fair to you, Mr. Farwell.
Mr. FARWELL. We are primary insurers of American Home Products

Co.'s Wyeth Laboratories. We carry a variety of coverages, have
carried them for many years, aid we cover their products liability,
including swine flu vaccine.

We have, over the years, participated in many pooling arrangements,
such as you are discussing-FOIA, riot reinsurance, nuclear energy.

I would like to point out that some of the line of questioning by the
committee would try to make us believe that there is no risk whatso-
ever. I have a feeling that that may be the case, but it is the fear of
the unknown that troubles us. It is not faintheartedness.

In 1957, nuclear energy was an unknown. We feared a catastrophe.
None has occurred, and yet there is more talk today about potential
catastrophe than there was in 1957. It could happen. If it did happen.
our company would be annihilated.

That would be bad for the public interest. We insure millions of
citizens. We are deeply concerned about the public interest. We
agree in principle to what you are trying to do. We will be at your
meeting, sir.

Mr. M AGUIRE. I cannot help but feeling that perhaps some of Mr.
Farwell's comments were directed at some of the questioning that
I did earlier. I would just like to say that I think the definition of the
problem here is to define a situation and a response to the situation,
realistically, somewhere between the extreme polls of absolute cer-
tainty and total uncertainty, and the judgment as to probabilities
and marginal degrees of contingency and uncertainty is the business
that you gentlemen are in.

I believe that you should, after years of operation under all kinds
of different kinds of policies, be able to make some judgments and
some extrapolations of risk and to modify the risk to any individual
company by spreading the risk. That is what we are asking you to do,
and I do not think that is one bit unusual.

Mr. FARWEL. Mr. Chairman?
The gentleman who just spoke is too sensitive. I was not directing

my comments to him, I was simply trying to point out-
Mr. MAGUIRE. Perhaps it is just that I carry Liberty Mutual

insurance.
Mr. FARWELL [continuing. That if there were no risks involved,

the drug manufacturers would not be here asking for insurance.
Mr. RoGERS. I think Dr. Cooper wanted to make one comment.
Dr. COOPER. I just want to make sure we understand that if we

can work out an arrangement-and I hope we can, Mr. Chairman-it
will require legislation, because we do not have the authority at the
present time-
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Mr. ROGERS. I understand that, and I think this committee will
be in a position to move rapidly if we work-out some general proposal
in that area.

Mr. Cowan?
Mr. SIMON. Prudential Reinsurance Co., I assume?
Mr. ROGERS. Yes, Prudentiil.
Mr. SIMON. I would like to point out that there are over 1,000

insurers and reinsurers in the united States and the 11 of us that
are here today are 11 companies that have had the intestinal fortitude
to stand up and insure, or reinsure, pharmaceuticals, which is not
exactly the best piece of cake around, you know.

Mr. ROGERS. understand that.
Mr. SIMON. So in solving this problem, I think we should give our

other colleagues in the insurance industry an opportunity to step up
and be counted themselves.

Mr. ROGERS. Well, I agree. I think the insurance industry ought
to respond to the national interest, and you are the leaders here
that have dealt with the problem and you have to assert the leadership
in your industry. And I am sure you can accomplish this.

Mr. SIMON. The Prudential Reinsurance Co. will put its one vote
behind the proposal.

Mr. ROGERS. Thank you. We are very grateful to you, and I think
it will be most helpful.

Mr. Foss?
Mr. Foss. I have nothing more to add. We will be here ready to

discuss it.
Mr. ROGERS. Thank you.
Do you agree in principle, basically?
Mr. Foss. I agree that there has to be a spread of risk; yes, sir.
Mr. ROGERS. All right.
Mr. Culp?
Mr. CULP. One point I wanted to reiterate, if I may, Mr. Chairman,

and that is that there is already in existence a huge pool of money
available, and that money has been paid by the insurance industry,
collected from their customers, paid to the Federal Government. It
is less than $100 million. It is a much greater pool of money than the
Government needs to fund the riot reinsurance risk.

I would think that if the Government would pay itself that $100
million, then, at the rate of the 10-percent premium I am talking
about for the industry, the Government could afford to give $1 billion
of coverage.

So I am simply saying that the money is already there. It came
from this kind of program. One of the things that makes us a little
!eery about each program is that once we turn the money loose, it
is gone.

I certainly subscribe to what Bobby Russell has said down here
about the new situation. With the Salk vaccine, there was not this
kind of a problem, because we had not reached the age of entitlement,
and the age of entitlement today is one in which everybody not
only wants indemnity for legal liability, they also want enrichment.

Now, we have to change that attitude in America or our whole
economic system is in severe danger.

Mr. ROoEas. I must say, though, again, that this has not been the
experience in the influenza program last year, the year before, and the



279

year before when litigation became such a priority item for so many
people.

Mr. Maguire?
Mr. MAOUIRE. Thank you, Mr. Chairman.
I have two additional questions; before I state them I just might

observe that one way to look at this might be that you can't lose
either way, gentlemen, because if we don't work this out, we may
well have riots, at which point you would be liable on the other side.

That was not a serious comment.
I do have two serious questions, however. One is that Mr. Bailey

indicated a few moments ago that he had a somewhat different pro..
posal. I would like him to state that proposal now, if he would-
different from that offered by Mr. Culp.

Mr. BAILEY. Certainly.
Mr. Maguire, one of the differences would be that we deal manu-

facturer by manufacturer rather than lump them all together. Whether
that is more feasible in the ultimate analysis, even if perhaps a little
more complicated in the first instance, I would like for us to ponder.

Mr. Harder has made the other point about the accumulated liability
that we have for all of the providers in this system. That point,!
think, is valid.

I would not take this opportunity to explain the suggestion that
retrospective rating is not insurance. In fact, it is, but it is insurance
with a varying premium, and I would contemplate in my own thought
that that kind of a program would make far more sense here, because
we all hope and pray we are seeing a host, and therefore the cost of
that protection ought to be minimal, gut the realities are that we do
not have that certainty and therefore there ought to be some range of
premiums that after the fact we would agree was rational for the
risk assumed and the later knowledge of that.

Mr. MAGUIRE. As I understand it, that is the way insurance
policies are written anyway.

Mr. BAILEY. For a large
Mr. MAGUIRE. It is, in effect, a type of deductible, is it not?

It may be that we imperfectly understand this particular point, Mr.
Chairman.

Mr. BAILEY. Finally, I would make the point again as Dr. Cooper
has, that quite clearly this will require some authorization by the
Congress for the administration to play their role.

We are in a position where we can commit. The administration, asq
I understand it, would not be in a position to make their share of the
commitment without som statutory authorization.

Whether it is reinsurance or indemnity I consider a detail that we
could hammer out 9 uite readily, and so I think I have essentially
answered your question.

Mr. MAGUIRE. Fine.
My other question, Mr. Chairman-and I realize that those who are

sitting at the table today are probably not qualified nor would they
wish to make these kinds of judgments as to whether or not the
program ought to be universal or whether it ought to be limited to
high-risk cases, but there has increasingly been discussion of limiting
the program to high-risk cases which would put it a about a fifth the
number of people and about a fifth of the cost.
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My question to the insurance people here is, if there were a decision
on the part of the administration or the Congress or both to change the
character of the program to high-risk---as, in fact, has been done in
the State of Massachusetts, and I understand is under consideration
in other States-that is, to give it only to those people who are elderly
or otherwise might have complications more than the ordinary person
would and perhaps, then, to allow other people to take it would not
recommend it. If we were to do that, would that change the calculus
with respect to insurability?

In other words, does that change the situation? Is it easier foryou to
insure under those circumstances, or do we face all of the same
problems that we have discussed here this morning?

I would be ha py for anyone to respond to that.
Mr. BAILEY. V t;ink it is difficult for us to respond off the top of

our heads to that question, Mr. Maguire, because I am not exactly
sure of the reason why, for example, Massachusetts made that de-
termination. Was it because they did not want to assume the risk
for other than high risk where the benefit was clearly demonstrable?
And in that case, if we had a program whereby they were relieved of
that risk, or at least it was made controllable, would they reverse their
recommendation and do it totally?

I understand some hospital associations, for example, have, or are
about to, recommend that they not participate in the distribution
of this program. This is not because they do not have the insurance
protection; they are concerned about the risk.

I think if we can limit-because ultimately, under normal cir-
cumstances the costs that emanate from an assumption of risk hope-
fully over time can be paid in full or in part by the insured-if we
could define what the financial responsibility was around that risk,
I rather suspect that many of those would also reverse that position.

Mr. MAGUIRE. I do not know what the answer to my question is.
Mr. BAILEY. Well, I would rely on medical expert ju dgment as to

the wisdom of limiting. I think the insurance solution and indemnity
solution we are coming to grips with right now probably will impact
favorably on the scope of that.

But, Dr. Cooper, you would have a better judgment than I.
Dr. COOPER. I think that is probably the case.
Mr. MAGUIRE. What is probably the case?
Dr. COOPER. The interpretation that Mr. Bailey gave on some of

the recommendations. If it is not insurable, then you should only
limit to what might be insurable and the first risk would be high risk.

But our recommendations are not based on an insurance policy,
they are based on public health policies and on the soundness of those
recommendations. I would agree that if the problem we are discussing
today could be ironed out, there could be reconsideration of whether
or not one would only go at high risk or not, on that basis.

Mr. MAGUIRE. I might just say that at this point I introduced a
resolution, a joint resoution yesterday in the U.S. Congress which
would provide for insurance only for high risk. I am not pushing that
right now. I am only putting it in as a fallback in case, you know, we
get to that point, or in case there is a medical judgment made that that
is what we ought to do.
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But I would like to have further responses from the insurance com-
panies as to whether or not that would materially change the diffi-
culties that you now face with respect t0 insurance, or whetherit would
not.

I take it Mr. Bailey is saying it might affect it marginally.
Mr. BAILEY. I think I now understand it and would like to suggest

to you that in all probabilit it would worsen the situation.
Mr. HARDER. Significantly; my guess is that it would worsen it.
Mr. MAOUIR. Why is that?
Mr. HARDER. Because as you talk, my ear tells me we have high

risk people, we want to protect them against an influenza event that

would have very serious consequences for them, therefore they are ill,
they are fragile, this is something they should do, therefore, thereafter,
any further illness, any problems, the profile of it, what the person
hears and not what you say would tend to create this claim frequency,
this administrative problem as well as possibly an iceberg of indemnity.

It is the perception of the public that is important, not the law.
The law has long since been destroyed in this country.

Dr. CooPM. On technical grounds, Mr. Maguire, the older risk
group would have the prior antibody exposure. We are really interested
in spreading the protection so that people who can't take it, or who
would not want to take it, would help protect the rest of the com-
munity. It is the reason for a community preventive program with a
low-risk item here. The idea is that we want to provide protection to
people throughout the community

I would remind everybody that although we are talking about-
swine, what is being proposed to the high risk population is a bivalent,
There is a second recommendation for the B-in calendar 1976, al-
ready there are 15,000 excess deaths from influenza. It is Victoria
influenza with the exception of one case.

Influenza is not a trivial disease for the entire-population, and we
are not interested, as far as we are concerned on medical grounds, of
only identifying the so-called high-risk population.,

Mr. MAoUIR. Of course, the presence of more antibodies would
apply to the elderly. It would not necessarily apply to the younger
people who may have a complicating situation.

Are there others who want to respond to that question, or does
everybody agree with what has been Stated by Mr. Harder?

So theoretically what we are dealing with here is a smaller-,
tion group in which there might be a greater number of "lnces.

Thank you, Mr. Chairman.
Mr. ROGERS. Now, let me ask, and Dr. Sencer per' knl

respond.
There had been a rumor of another case in the Faw PAeiWould

you bring the committee up to date on that?
Dr. SENCER. Yes, Mr. Chairman. As you mentioned laed Tuesday,

I believe, in hearings, there has been an isolate of a swine-like virus
from a resident of Manila in the Philippines. The virus is on its way
to the United States. We except it in our laboratories today to do con-
firmatory tests. Our staffs in Taiwan are presently on their way to
Manila.We have also investigated the rumors of swine influenza in Australia.
There is no basis for these rumors.

76-371-76----19
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All of the viruses that have been isolated to date have been of the
A/Victoria type.

Mr. ROOERS. So we do not yet know on the case from Manila?
Dr. SENCER. No; and as we have told the committee in the past,

we have had sporadic isolates of swine-like virus in individuals in
this country who have had direct contact with swine, and we do not
know what the history around this individual is, but he may be in
that category.

So we are not making any of our plans predicated on that finding.
Mr.,ROGERS. And about how soon should we know?
Dr. SENCER. We should know the characteristics of the virus by

the first of next week. Our staff will not get to Manila until Sunday-
I guess that is tomorrow our time. It will take some time to get any
further information there.

Unfortunately, this illness occurred in January and the laboratory
work was not done until 2 weeks ago.

Mr. ROGERS. Well, I am going to call on Dr. Cooper to announce
where the meeting will be held Monday.

Dr. COOPER. Yes, Mr. Chairman.
Before I do that, I want to mention other options that we would

hope we could discuss besides the couple that were alluded to here.
The Department also has an option which is based on the principle
that we reiterated the other day on shared 'responsibility, on no
assumption of other people's negligence, on dealing with the problem
baseless suits, and on the opposition to windfall profits.

So we intend to go forward in the same spirit with the kind of
pro osals we have discussed with you. We will have a proposal as

Mr. FLORIO. I want to raise to the attention of everyone here,
and especially to give Dr. Cooper and HEW a sense of the importance
of what we are doing here today, that we must be aware that prece-
dents are being established in this whole process which could have
direct applicability with regard to the whole malpractice crisis in
this country.

Certainly, this will have great importance as this Nation goes into
consideration of national health insurance, and we know that mal-
practice is going to be one aspect of that -problem with which we will
not have dealt.

We are doing something here that is potentially historic and bene-
ficial. On the other hand, the result could be something equally
detrimental.

I would just charge all of the participants, the industrial partici-
pants and the governmental participants, to keep foremost in their
minds that great responsibility.

Thank you.
Mr. ROGERS. Mr. Carter?
Mr. CARTER. Thank you, Mr. Chairman.
Of course, I have been familiar for some time with the malpractice

problem that we have, and I have seen many of my fellow physicians
and many of the hospitals have these difficulties. I know the problems
that you have as a result of it.

I regret this. I regret this feeling among our people toward enrich-
ment rather than toward restoration of any wrong that has been done
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to them by malpractice. I am glad that you are gentlemen of good
will and that you will get together and try to work this out by devel-
oping a basis for pooling $50 million, I believe, in insurance, and letting
the Government take over after that liability.

I believe that is the subject which you will discuss. Thank you so
much.

Mr. ROGERS. Thank you; Dr. Cooper.
Dr. COOPER. Participants, the time, as I said before, would be

Monday, at 3:30 in the Secretary's chart room, room 5542 at HEW
North.

Mr. ROGERS. Mr. Maguire?
Mr. MAGUIRE. One final suggestion in terms of the frame of

reference for the meeting on Monday. If we are going to become in-
volved, that is the Government, in a sharing of risk in some fashion
above a certain level, I would hope that those doing the negotiating
might also keep in mind that it would be nice for the Government
to the extent that we find we do not end up with a problem, that we
also be able to share in whatever reductions of cost might result
from that fact, just as we would equally share the risk.

Dr. COOPER. Yes, sir. We would adhere to those principles, and
we would agree with Mr. Florio.

Mr. ROGERS. Now, let re say, too that I hope that you will
bring in other representatives of the insurance industry, the asso-
ciations and all, so that it can really be spread.

Are they being invited, Dr. Cooper?
I would hope so.
Dr. COOPER. We would be pleased to invite whomever is appro-

priate.
Mr. ROGERS. Well, whomever the companies think would be

appropriate, and-t
Dr. COOPER. We will consult with them, and we would be pleased

to try to do that, Jr. Chairman.
Mr. ROGERS. Finally, let me say this, that we are grateful to each

of you for taking the time to come meet with us today.
We are grateful to the companies which manufacture the vaccine

or being willing to continue the production while we try to work this
out.

I think your willingness to endorse, in principle, anyhow, the idea
of getting together on this pooling basis and trying to work this out
is responsible. We are grateful to you and we hope it can be worked out.

We hope we do not have to have any more meetings of this sub-
committee of this nature, because we should not have to. This should
be done in the private sector with HEW.

This subcommittee will respond with legislation in a responsible way.
We are grateful to you for being here.
The subcommittee stands adjourned.
IThe following letters were received for the record:]
[Whereupon, at 12:30 p.m. the subcommittee was adjourned.]
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SWINE FLU IMMUNIZATION PROGRAM

MONDAY, BEPTEXER 13, 1976

HOUSE OF REPRESENTATIVES,
SUbCOMfMITtEE ON HEALTH AND THE ENVIRONMENT,

COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE,
Wahington, D.C.

The subcommittee met, pursuant to notice, at 10 a.m. in room
2322, Rayburn House Office Building, lion. Paul G. Rogers (chair
man) presiding.

Mr. ROGERS. The subcommittee will come to order.
The purpose of this morning's hearing is to conduct further over-

sight into the implementation of the national swine flu immunization
program.

It was the subcommittee's understanding that with the passage
of Public Law 94-380 on August 10 the main impediment to the
program's timely implementation, the lack of product liability in-
surance for the manufacturers, would be removed and the program,
could go forward a scheduled:

At that time we has been given representations that more than 100
million doses then in bulk form could be packaged and made available
in 4 to 6 weeks and it was that reason that the legislation was passed
before the August recess. Since then, however, the subcommittee ha
been greatly concerned by reports that a limited number of unit
doses of vaccine woudd be available on October 1 and that there
was no firm date as to when further amounts of the vaccine will be
available.

It is our understanding that this has caused great hardship for
State public health officers who seem to have been led to believe
that they should plan their clinics for the month of October, and
calls into question whether or not the vaccine will be available in
time to provide immunization during the early flu season:

We hope in this hearing also to hear from the manufacturers,
first on the status of the program from the manufacturers' per-
spective, exactly what is happening in each of their companies as
far as production goes. Then we wil hear from the representatives of
the insurance industry as to what action the insurance industry has
taken since the passage of the law.

We have as our first witness Dr. Theodore Cooper who is the
Assistant Secretary for Health, Department of HEW, and is ac-
companied by his colleagues.

We welcome all of you here, Dr. David Sencer, Director of the
Center for Disease Control. Dr. Harry Meyer, Jr., Director of the
Bureau of Biologics, Food and Drug Administration. Dr. Richard
Krauae, Director of National Institute of Allergy and Infectious
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Diseases. Dr. Delano Meriwether, who is special assistant to Dr. Cooper
for the swine flu program. William H. Taft, General Counsel. And
Gene Haislip, the Deputy Assistant Secretary for Legislation.

We welcome you all to the committee.
Dr. Cooper, we will be pleased to receive your statement.

STATEMENT OF THEODORE COOPER, M.D., ASSISTANT SECRETARY
FOR HEALTH, DEPARTMENT OF HEALTH, EDUCATION AND WEL-
FARE; ACCOMPANIED BY DAVID J. SENCER, M.D., DIRECTOR,
CENTER FOR DISEASE CONTROL; HARRY M. MEYER, JR., M.D.,
DIRECTOR, BUREAU OF BIOLOGICS, FOOD AND DRUG ADMINIS-
TRATION; RICHARD T. KRAUSE, M.D., DIRECTOR, NATIONAL IN-
STITUTE OF ALLERGY AND INFECTIOUS DISEASES; DELANO
MERIWETHER, M.D,, DIRECTOR, NATIONAL INFLUENZA IMMUNI-
ZATION PROGRAM; WILLIAM H. TAFT IV, GENERAL COUNSEL;
GENE, R. HAISLIP, DEPUTY ASSISTANT SECRETARY FOR LEGIS-
LATION (HEALTH); AND SAMES F. DICKSON III, M.D., DEPUTY
ASSISTANT SECRETARY FOR HEALTH

Dr. COOPER. Thank you, Mr. Chairman.
My colleagues and I are delighted to appear before you today to

report on the status of the national swine influenza immunization
program. In addition to the members that you have mentioned of our
staff, Dr. James F. Dickson, Deputy Assistant Secretary for Health,
is also at the table.

Mr. ROGERS. Yes, Dr. Dickson. We welcome you, too.
Mr. COOPER. I have a rather lengthy statement summarizing the

entire situation, Mr. Chairman, which I would propose, with your
permission, be submitted for inclusion in the record. I would like to
make some summary comments and then give Dr. Sencer, Dr. Meyer,
Dr. Kruse and Mr. Taft the opportunity to speak in detail on the
issues which you have raised; from their perspective to bring you up
to date.Mr. ROGERS. Very well. Without objection, the statement will be
made a part of the record following your verbal statement [see p. 291].

You may proceed.
Dr. CooPER. As you know, the original plan did call for us to begin

immunizations before this particular hearing. So, the idea, a you
expressed in your statement, is the passage of the legislation which
would allow us to go according to original plan. We would have
liked to have begun immunization Ft the latest mi August for the
high risk groups. The difficulties which we encountered, since the
program was originally proposed for the whole population, were
generally in three categories.

One, a difficulty in insuring, that is, the q uestion of liability for
the people involved in the program, including the manufacturers.
Second, the biologic nature of the vaccine itself, and whether or
not it would be suitable in a single dose form for all the members
of the population; and then third, the availability for delivery in
the context of the plans developed by each State.
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Consequently, as we have reported here before, our expert com-
mittees and our own scientists have recommended at this time that
the vaccine be gi-.-on only to those over 17 and that for children, the
studies would need to continue.

I would report to you today that last week thert was a meeting
at CDC of an expert committee of the American Academy of Pedi-
atrics to discuss recommendations for the high risk children, that is
children that are particularly susceptible to pulmonary infection. I
am sure Dr. Krause will be pleased to summarize for you the recom-
mendations for the high risk children and also bring you up to date
on the scope of the additional studies for children. That has been
one reason why we have not been able to proceed in the interest of
safety and effectiveness with some of the original concepts expressed
in Morch.

The passage of the indemnification proposal did allow us to go
forward with the proposals for direct negotiation. As you know, your
law required certain kinds of cost criteria in terms stipulating that,
for the swine part of the vaccine program alone, no profit be made.
However, other criteria might be applied to certain other aspects of
the program that required bivalent vaccine.

The General Counsel, Mr. Taft, can bring you up to date on the
status of those cost criteria. Dr. Sencer can bring you up to date on
the status of negotiations with the manufacturers. I was informed
this morning in preparation for the hearing that three of the four
manufacturers have now signed agreements based on negotiations
that had been going on in the past month and have recently been
completed. One remains to be completed.

You will also recall that there was a requirement in the law that
there be a review of the consent form by the National Commission
for the Protection of Human Subjects'of Biomedical and Behavioral
Research. Within 2 weeks that review and consultation was completed.
There have been modifications in the procedures that have resulted
from that review and from their advice. The extent to which these
recommendations have actually been included in the form can be
reviewed for you in some detail by Dr. Sencer.

In putting the program under the Federal Tort Claims Act, it also
became clear that we would have to have an avenue by which, if it
were determined that there was suit against the Government due to
the negligence of some other party including the manufacturers, that
we would have to have the ability to seek a remedy. This required the
development of insurance coverage for the manufacturers as well,
even though the program in its entirety is under the Federal Tort
Claims Act. I was informed this morning by Mr. Cheek, whom you
will hear from later, I understand, that the entire necessary insurance
coverage has been subscribed. He can cover that at some length in
detail for you, I am sure.

During this whole period, I have been assured by the manufac-
turers that they would continue to do what is necessary to provide the
materials that are necessary for the vaccination program.

Now, there have been several issues that have come up in inter-
preting that law that have affected some of the estimates of early
availability of vaccine, as you mentioned in your opening statement.



These have included iterns such as the fact that the law states that
claims cannot be made against the program until after September 30.
It s the interpretation ofsome that t means you could not give the
vaccine before October 1. It is an interesting legal question. That was
not obviously the intent of what was provided, but it is a stipulation
in the law.

This has necessitated, in addition, the revision of the State plans
in way to make it clear that the stipulation would not provide for
excluding any American citizen for overage on that particular
provision.

There needed to be agreed upon specific labeling. The agreement of
the wording of the labeling can be described to you in some detail by
Dr. Meyer and how that affects the timetable for delivery. He can
also provide for you a description of how the program at this point
monitors every batch and what process is used for insuing lack of
contamination and what studies the Bureau of Biologics and the
manufacturers themselves do.

Now attendant upon all these particular changes has been the
requirement that the State -programs modify their original plans. You
must keep in mind that last spring we asked them to develop plans as a
basis for awarding them funds to help develop supplies and support
for the administration of the vaccine and to insure that no citizen would
be denied vaccine, if he wished to take it, on the basis of a financial
handicap.

Obviously the States have had to modify their programs, a sort of
telescoping of the activity. The State health officers and territorial
health officers have remained very cooperative in trying to adjust
their activities and their plans to ipsure that kind of availability.

I have with me a response from the President of the Association of
State and Territorial Health Officers, Dr. Eugene Fowinkle, of
Tennessee, in which he describes the impact of the emergent needs
snd their commitment to continue to try to adjust in spite of these
kind of difficulties. He is concerned obviously With this and I wouldsubmit it for your consideration, if you wouldilke, for the record. He
is concerned that there not be any misinterpretation of the Commit-
went of local and State health officers in dealing with these emergent
difficulties and he is concerned that the obvious public health need not
be erroneously presented to the public as an inability of the Govern-
ment to deal with this particular responsibility.

I will be pleased to submit- that for your consideration.
Mr. RooRS. Without objection, it will be received for the record.

J[The following document was received for the record:]
[lmailgrsm']

President GRRAL FORD,
While House,
Washington, D.C.

- - September 8, 1978.

This is to express my extreme concern and disappointment over recent an-
nouncement that swine flu vaccine will not be available on October I in quantities
adequate to support scheduled mass immunization activities. The announced
delivery schedule will necessitate the cancelling of large number of mass immu-
nigation clinics presently scheduled for October, iv Tennessee alone, mass cam-
pal in 50 counties Including the cities of Nashville, Memphis and Chattanooga
willhave to be cancelled for lack of adequate quantities tf vaccine. Supplies will
be adequate only for distribution to private physicians and routine health depart-
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ment clinics, hospitals and nursinglhomes and some Industry based programs but
will not be adequate to support mass clinics. Public and professional support for
the total program has been steadily weakening with delays in resolving issues of
liability, vaccine efficacy, etc., and may be totally destroyed by the current
announcements.

As an early and enthusiastic supporter of the Swine Flu Program and as one
of the group who met with you onMarch 24, I have been progressively dismayed
by the problems -in implementation and feel that this most recent news may
completely undermine the program. It will certainly iridicate to the public at
large tlet Government is unable to cope with emergent needs in the health arena.
This impression will be most unfortunate as well as erroneous since governmental
health agencies at the Federal, State, and levels have much to be proud
of in their preparations for implementatioi-olf tis unprecedented program, the
pharmaceutical industry must accept responsibility or nur present situation
since it is largely the cause of our apparent failure.

Unless something can be done within the next few days to insure availability
of larger quantities of vaccine on October 1 I seriously doult that we can be
successful in accomplishing our original objective. Please take whatever action
possible to insure that vaccine will be available in adequate supply on October 1.

JAMES W. FowINKLM, M.D.,
Commissioner of Health State of Tennessee and Preident, Aesocialion of

State and TerrHorial tIah Officials.

Dr. CoopER. The final area that I would comment on, before we
get to some of the technical reviews by some of the people here at the
table, is the public's awareness of the program. There is a need to make
sure that the public knows about the program, where they can geb
the vaccine if they would like to have it, what the risks are, and what
their remedies are if they should have a difficulty from the administra-
tion of the vaccine.

As you are probably aware, there has been a recent public poll and
other surveys that have indicated rather extensive awareness of the
program throughout the public. I am not sure it is all in the right
vein. Nonetheless, it is the general impression that about 93 percent
of the public is aware of the proposed program.

I think this is quite remarkable in itself. Also, I am aware that in
that same poll that the decisions of the public are still not entirely
formed about whether or not-they think this is a good thing or a.
responsible thing to do or how to get access to it.

About 56 percent of the public has decided to participate in the
program and the remaining 40-odd percent is relatively evenly divided
into those who have not made up their mind and those who have
decided it is not for them.

Therefore, I think it is essential that we continue with the develop-
men t of our program of awareioss so that the people are fully informed
about what the opportunity iA.- .

Dr. Sencer can describe for you m some detail, if you wish, what the
State programs involve, and what the public information programs
involve. It is obviously extemely important at this point in time that
the information be made available in the context of where the program
is actually going to be and where they can get the vaccine in their
location.

So, we will work very hard to combine a national awareness effort
with an intensive State and local campaign so that people know where
they can go to get the vaccine if they wish to have it.

There hAs been one continuing technical concern in the programs
which I have been asked about over the past month continually,
and that is the question really about the scientific basis of the pro-
gram. Dr. Krause is here to speak about that in some detail.
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If you would like, the issue involved is :"Can I get the flu from the
vaccine?" The answer is "no." It is a killed virus vaccine and it does
not give the flu. Getting a 24-hour or less fever or sore arm is not the
flu. In addition I think people have to understand that flu can mean
a lot of differev.t things to a lot of people. A lot of people call every
upper respiratory infection flu and every gastrointestinal infection flu.

We are not including nor promising that the administration of this
program will result in protection from every form of influenza.

The rationale behind the program is that there has emerged an
identifiable influenza virus with a major antigenic shift that has the
potential of spreading within a population which has very little anti-
body protection against it and that the program has a good possibility
for greatly affecting such a spread if it were to o ,cur.

I am regularly asked what are the odds that it will occur and I have
seen in the press other experts indicating that it might be as little as
one percent, or no percent, up to 35 or 50 percent. We have repeatedly
indicated that we cannot put a probability number on the likelihood
of spread. We have been asked whether or not there is influenza of the
swine type in the United States at the present time, The answer is we
have not detected any either in the United States or any place else
at the present time. We have found sporadic cases scattered through-
out the country of influenza of the Victoria type, and in the Southern
Hemisphere where the influenza season is in progress, Victoria and
its modifications have beer seen.

So I think we are well aware that the influenza can be causes by a
family of viruses that can be seeded through the population. We are
well aware there will be additional experience with the Victoria virus
during this current season. The change from Port Chalmers of the
year before to the Victoria of this past year is what the experts, and
you can quiz Dr. Krause at some length on this, call a drift. It is a
less major shift, and therefore over half the population already has
had immunologic experience with the virus.

Nevertheless, there will be 40 million doses of bivalent vaccine,
particularly for the high risk population, for protection against ex-
posure or possible exposure to Victoria.

In addition, the Public Health Service has recommended for high
risk populations the availability of influenza B vaccine. This can
also be made available on a direct need basis, on the basis of
a physician's recommendation. We will not be adminstering the B
vaccine in the context of our clinic programs.

It is my belief, Mr. Chairman, that with the negotiations in process
and those already completed, with the commitments that l have
received in both philosophy and in principle from the presidents of
the manufacturing companies in the past 2 weeks about making
every effort to shift the curve of activity earlier in the process, and
with the change from our date of closing of negotiations to make
available larger quantities, that we ought to be able to assure every
adult who has a wish to take the vaccine that they can receive it by
Christmas. I do-not know when the flu season will begin in this coun-
try, but it is my hope that this will provide substantial protection for
the population if it is done through the fall on the schedules proposedby the, States. .

The high risk children's recommendations will be announced through
the formal process--Dr. Krause can describe them this morning if
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you would like-to the State health officials during this week. The
completion of the studies on the other 1,500 children ill be completed
this month.

Consequently, I think that although I am willing to acknowledge
that we are about 6 weeks off our schedule--it certairly does not please
us that we are,we would like to be as early as possible-this particular
idea of good, safe, preventive medicine ought to continue. Despite
the fact that we have had these difficulties-many uf which we antic-
ipated might occur-this particular program of preventive medicine
of unprecedented scope and complexity I think can occur, and the
American public can have access on a voluntary basis to the protec-
tion. We hope to be able to complete it by th 1ist of the year.

[Dr. Cooper's prepared statement follows:]
STATEMENT OF THEODORE COOPER, M.D., ASSISTANT SECRETARY FOR HEALTH,

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

Mr. Chairman and members of the subcommittee: It is a pleasure for us to
appear before you today to report on the status of the National Swine Influenza
Immunization Program.

Mr. Chairman, in April of this year, Congress took the necessary action to
establish the National Swine Influenza Immunization Program. This action
followed the appearance of a strain of influenza virus, A/New Jersey/76, which
was viewed by experts ias capable of producing a pandemic of influenza during
the coming winter. Congress appropriated $135 million to support the program,
including the development and production of the necessary vaccines, and the
provisions of financial assistance to States to carry out statewide immunization
programs. Vaccine was to be made available to every American who wanted it.

No such program of this magnitude has ever been attempted In such a short
time frame in the history of the United States. In the short space of nine months,
it would be necessary to produce over 200 million doses of vaccine available to
every citizen. We knew at the beginning that the challenge was formidable and
success would require a high level of commitment by public health agencies,
private physicans, the vaccine manufacturers, and most importantly the American
public.

Those of us who were charged with implementing this program enthusiastically
set about the innumerable tasks required; we were optimistic that given no major
unanticipated barriers the objectives of the program, though formidable, would
be achieved. Intervening unforeseen circumstances have resulted in a certain amount
of frustration which, I believe, Is reflected in these hearings.

Three major unanticipated barriers have arisen to obstruct progress in this
program: (1) the inability of the manufacturers of vaccine to satisfy their needs
for liability insurance coverage (2) an inherent immunological characteristic of
the vaccine making it highly effective for persons over 25 years of age and less
effective for those under 25 'ears of age, and (3) uncertain availability of vaccine
as manifest in delays of anticipated delivery dates, and reductions in anticipated
overall quantities of vaccine. We have met with this Committee and with other
committees throughout the summer to work out solutions to the first of these
problems.

Program timetables had to be altered while the liability question was being
addressed, but with the enactment of P.L. 94-380 in early August, we believed
that the road was clear to begin providing vaccinations by the end of September;
and if everyone redoubled their efforts, mid-September might have-been possible.

The second major problem-the lack of an acceptable antibody response in
persons under age 18, and a less than ideal response among people between the
ages of 18 and 24-is still working its way towards resolution. A second phase of
field trials was begun in late June to evaluate the effectiveness of second, or booster,
doses of vaccine which, although provided in strengths which do not cause major
side effects, would trigger an adequate antibody -response in those vaccinated.
It was clear that the results of these field trials would not be available when the
campaign was launched, but we had not, and still have not, ruled out the possibility
of developing an adequate regimen for young people in time to make it available
before the end of the year.
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Our vaccination recommendations will permit vaccination of the majority of
Americans, and are as follows:

1. A single dose regimen "using either whole or split virus" preparations,
which produces few and minimal side effects with excellent protection Is available
for all persons over the age of 25-In both monovalent (A/New Jersey or "swine")
fo, m for the general pulation, and In bivalent (A/New Jersey and A/Victoria)
foim for persons" at hgh risk for developing serious complications from influenza.

2. A single dose regimen, using "whole virus" preparations, which produces
few and minimal side effects with acceptable protection Is available for persons
between the ages of 18 and 24-In both monovalent and bivalent forms. The
possibility of recommending a booster dose for this age group-to insure the same
level of protection afforded those over age 25-still exists, depending upon the
results of the second phase of field trials expected to be completed in mid-October.

3. The American Academy of Pediatrics is attempting to develop-a recommenda-
tion for vaccine use among people below the age of 18 who, because of predisposing
medical conditloas, are at high risk for the serious consequences of influenza.
These young people are in a completely different risk-benefit situation than others
of their age, and a higher rate of vaccine side effects can be tolerated in view of
their great risk from serious bouts with influenza. A committee from the Academy
met at the Center for Disease Control this week, and is expected to Issue recom-
mendations shortly.

The National Swine Influenza Immunization Program has involved a number
of challenges and one of these was the quick development of a vaccine against a
form of influenza which had not circulated in the human population in over
45 years. Our success so far has been mixed, but we do have a preparation which is
better in many respects than any influenza vaccine of the past. We have not yet
given up on extending this protection to younger Americans,"If sufficient quantities
of the vaccine can be produced.

This brings us to the third major problem-the availability of sufficient quanti-
ties of vaccine. The manufacturers of influenza vaccine have worked with us
from the beginning to develop a vaccine, and have made tremendous investments
of time and money to produce it. Up until the present time, there was no legal
,commitment to buy the vaccine-from them, which entailed clear risks on their
part. They have, I believe, made a positive contribution to the overall develop-
ment of the program, and we have proceeded on the assumption--with consid-
erable supporting evidence-that we and they were operating on a sound basis
of good faith. I must say, however, that the revised estimates of vaccine availa-
bility which were submitted by the manufacturers in August, after the resolution
of the liability problem by P.L. 94-380, have caused us concern. The initial
estimates of the manufacturers, made last June in response to our request for
contract proposals, indicated that by October 1 there would be 80 million doses
of vaccine available, with the first deliveries proposed for July 15. By December 3,
146 million doses would be available. The revised estimates submitted In August
proposed the availability of only 20 million doses by October 1, and a total of

13 million doses by December 3.
I realize that much happened between the June and August estimates, but

rnuch of It tended to relieve, rather than increase, our concern about the total
quantities of vaccine to be produced. The field trials rrealed that a vaccine in
lower concentrations would e used, thus greatly increasing the total number of
doses which could be manufactured. The early difficulties of Parke-Davis did
portend a delay in the availability of their product, and this was included In our
projection duringthe summer months. While we were aware of problems with
yields per egg which some manufacturers were experiencing from time to time,
most of those were reported to be resolved satisfactorily. Subsequent to the June
estimates we understood through our contact with the manufacturers that sub-
stantial quantities of vaccine were being produced and stored, pending resolution
of the liability question. A survey of the manufacturers by the Wall Street Journal,
published on July 27, reported that over 100 million doses had been prepared.
This was consistent with our understanding of the progress of pr auction.

During this time some manufacturers indicated to its that they were preparing
to cease production. This shut down was being considered because of the apparent
ability impasse, and the concern of the manufacturers that the program might

be cancelled. In each case but one, however, the manufacturers did not cease
production. Merrell National notified us in early August that they were ceasing
V uction because,- in their view, they had produced their anticipated share.

W e we asked that they continue production, we could not give them a con-
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tractual commitment because we did not have the authority to agree to the con-
ditions which they were then requiring regarding liability protection.

It is clear from the August proposals that the flow of vaccine between now and
the middle of November will not be sufficient io meet the needs of the delivery
systems which have been established. This will mean further adjustments in
program timetables in every State, but I hope that by appropriate exertions of
effort by the manufacturers the flow of vaccine can be speeded up. We have
asked the manufacturers to take any step necessary to Increase the supply of
vaccine as soon as possible. Secretary Mathews has sent a personal appeal to
them. We have mailed letters of contract to the manufacturers stating our intent
to purchase the vaccine, and in our negotiations with them we have offered to
support any effort necessary to increase the supply over and above that which
they proposed. We have-offered to relax our December 8 cut-off for accepting
deliveries should this be necessary, although we are appealing to them to take
strong steps to increase supplies before that date. The Bureau of Biologics of the
Food and Drug Administration is prepared to undertake all necessary steps to
facilitate testing and release of vaccine.

In closing, Mr. Chairman, I would like to recall a major problem which we
anticipated last March which has not materialized. The system for delivery of this
vaccine in quantities and according to a timetable which were unprecedented has
been established. The debate over liability and the mixed results of the field trials
caused great complications and delays. For the most part, the public health
community at the State and local level and their many allies In the private sector
have responded to these problems with new plans and new solutions. A delivery
system is in place throughout the country. Despite the delays which we have
already faced, we still have time to deliver vaccine to benefit the American people.

Thank you, Mr. Chairman, we would be pleased to answer any questions you
or the members of your Subcommittee might have.

Mr. RoGERS. Thank you, Dr. Cooper.
How many doses will we have available for distribution to the public

by October 1? Maybe Dr. Sencer can answer that.
Dr. SENCER. I can give you the figures as we have received them

from contract proposals from four manufacturers and have allocated
them among States.

We have informed the States that they can expect by October 1
about 9.5 million doses of bivalent vaccine and also 5 million doses of
monovalent vaccine.

Dr. Meyer tells me that they have already released 10.8 million
doses.

Dr. MEYER. As you can understand, Mr. Rogers, this is a rapidly
changing situation. As of 7 p.m. Friday night we were able to gve,
I thiik, a somewhat more optimistic projection and that is, based on
what we have actually had in house that we have fully tested and
released our tests and the manufacturers' agreeing, or lots that are
pending, that we have every reason to think that the majority of it
will be releasable before October 1.

What we have is 10.8 million doses of vaccine that have been re-
leased as of 7 p.m. Friday. This means they passed all Government
tests, the manufacturers' tests, and the manufacturers will be in the
process of putting them in the final vial and distributing to the phy-
sicians which will be a matter of a few days. Those are available.

The Bureau and the manufacturers are undergoing tars at this
stage-22.4 million additional doses, the vast majority of which
should be available by the first week of October.

It is conceivable that a potency test will fail in one of the lots and
it will have to be withdrawn and reworked. Most ot these would be
available. If I were making an estimate of what is likely to be available
for Dr. Sencer by the first week of October, based upon what is
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actually produced or in final testing now, I would guess it could very
easily be close to 30 million doses.

I don't want to be overly optimistic, but that is my best guess.
Some of these batches we have may not quite make it. They will-hava
to be withdrawn, but we will have a few more lots in the next few days.
I think people are hesitant to overestimate, if you will, and don't
want to be caught short this time.

Mr. ROGERS. What will be the continuing schedule after the Ist of
October?

Dr. SENczR. Dr. Meyer is the optimist. I am the pessimist, Mr.
Rogers. We have made estimates to the States based on the contract
proposals we have received from industry and I think we have to be
on the low side rather than be optimistic and let them believe they
may get more than they actually do.

By October 15, an additional 8 million of bivalent and 9 million
of monovalent. By the 1st of November, another 8 million of bivalent
and almost 17 million of monovalent. By the middle of November, 8
million of bivalent and 9.8 million of monovalent. By December 1,
5.4 million of bivalent and 19.6 million of monovalent. After Decem-
ber 1, at least 2.5 million additional doses.

These are the figures we have distributed so they should be able to
firmly plan on this as a minimum.

Mr. ROGERS. Now, are you instructing that the first doses be given
to high-risk individuals or will that be left to the judgment of each
State?

Dr. SENCER. In most States they will probably be doing high-risk
and general population at the same time since the vaccines Will be
becoming available simultaneously. Many of the State are planning
geographic distribution and trying to cover both-population groups at
the same time rather than singling out just the one.

Mr. ROGERS. I thought the idea was to try to cover the high-risk
population first.

Dr. SENCER. Yes, sir. That was when we thought we would have
the bivalent vaccine before the monovalent. Now they are becoming
available simultaneously. It is good programing sense to get everybody
at the same time.

Mr. ROGERS. The high-risk group will be given the bivalent?
Dr. SENCER. Yes, sir.
Mr. ROGERS. And the general population monovalent?
Dr. SENCER. Yes, sir.
Dr. MEYER. Mr. Rogers, to add to what Dr. Sencer said, of the

doses in house that should be available, we are projecting roughly 16
million are monovalent and 17.2 million are bivalent. That tells you
at least in the first few weeks of the campaign you will have an equiva-
lent amount for the physicians to use.

Dr. SENCER. Of course, there will be circumstances where the high-
risk population will be handled separately; for example, nursing homes
and chronically ill who are in groups. The high-risk population who are
ambulatory will be handled, for the most part, at the same time as the
other members of the population.

Mr. ROoERS. This does not include anyone under 18?
Dr. SENCER. No one under 18. As Dr. Cooper said, we do expect

the Academy of Pediatrics to make a recommendation this week for
an immunization schedule for children that have metabolic diseases
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or chronic pulmonary diseases. This is a relatiyely small group, one
that we feel needs protection.

Mr. ROGERS. That would be done with two dosages?
Dr. SENCER. Yes, sir, we would anticipate that they would have a

two-dose schedule.
Mr. ROGERS. When will we know for certain?
Dr. SENCER. Actually we know in general that this is going to be

the recommendation for it is in the process of being written. Theydid meet last week. The consensus of the committee was that there
could be a two-dose schedule of the bivalent vaccine.

Mr. ROGERS. Do you have the facts as to the reactions in groups
below 18 with the split dosage?

Dr. SF.NcER. To some extent we do have reaction data for the first
dose and we see no reason that the reaction rate for the second dose
would be any higher than the first. -

Mr. ROGERS. What is that? -
Dr. COOPER. Dr. Krause might discuss with you in some detail

the status of both the studies and the recommendation.
Dr. KRAusE. Mr. Chairman, I might begin and say that the first

results were announced on the 21st of June. Through analysis of
these results, we determined what the dosage would be for those 18
years and older. Then it was necessary throughout the summer to
move on the development of recommendations for those between the
ages of 6 months and 18 years of age. This required a determination of
whether a single dose was adequate, whether it was going to be neces-
sary to use two doses which you have already alluded to, and to deter-
mine whether the split virus vaccine would have an advantage over
the whole vaccine in the divided dosage schedule.

The program moved rapidly, thanks to complete cooperation from
the Bureau of Biologics and Center for Disease Control. It was iieces-
sary from the last of June to organize the testing program; with, 16
different contractors in various universities throughout the United
States as well as the research group at the NIH, itself.

As a result of this we enrolled over 1,500 volunteers. It was neces-
sary, in addition, to get the clearance of the clinical protocols and to
have these also go through the university research committees and
the hospital research committees. There were perhaps a few weeks of
delay as we focused on the procurement of the vaccine in July, but
despite that, we were able to get several hundred volunteers im-
munized, as I told you earlier in the summer, in July, and the re-
mainder were immunized the first part of August. The second
immunizations have now been given.

It will now require until about the middle of October to get the
antibody studies done on the second immunizations in this age group
from 6 months to 18 years of age. At that time we will have an open
meeting to fully evaluate all of this information on all of these
volunteers.

In addition to this evaluation at that time of all of the information
that is available, we are having constant information coming in from
the earlier volunteers that were put under investigation.

As we carefully monitored these data as they came in, we were able,
.as Dr. Sencer said, to have sufficient information to be reviewed by
the American Academy of Pediatrics. They did make the recommenda-
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'tion of the bivalent vaccine given 4 weeks apart and with 200 units
of both the A/Victoria and the A/New Jersey viral antigen.

By using the slit virus vaccine on this two-dose schedule there
was very minimal reaction. We were satisfied that this would be an
appropriate recommendation to make at this time for this high risk
group which includes children that are susceptible to bronchial pul-
monary disease, asthma, metabolic diseases, diabetes, kidney disease,
and so on.

Mr. ROGERS. What is the percentage of reaction? Is it comparable
to the percentage of reaction for the group over 18?

Dr. KRAtus,. The reaction with the split product vaccine is
certainly less than 2 percent.

Mr.R RooRS. That was comparable, I guess, 1.9, as I recall.
Dr. MEYER. The easiest thing to say about the data with the

split product vaccine for children that is more urgent, Mr. Rogers,
is that in all of the studies done one is unable to show specifically there
is any increase in reactivity in any of the vaccine groups in children
as compared to the placebo control groups. If there is reactivity, it
is at an exceedingly low level.

With the split virus in the dosage being discussed here, one finds the
same type of thing in the children's groups. One is unable to show the
reactivity at about the same level as placebo controls which makes it
an extremely acceptable product.

Mr. RooRs. So you feel there is no problem with safety for the
age group below 18?

Dr. MEYER. No. The problem that was of particular concern in
going this route is could one get adequate antibody levels. The

nary data that Dr. Krause referred to on June 21 show that
virus vaccine performs much better when it is given to

two shots spaced some weeks apart.
ERS. I am not sure Dr Sencer, that the figures you gave
100 million. Do they?

CER. About 102 million.
ROGERS. Could you go over those figures again for me? I

did not get that total.
Dr. SENCER. This is what we have told the States that they can

expect as a minimum. This is taking out vaccine that will be made
available to the military and their dependents. They are doing their
own program.

Mr. ROGERS. What do you mean when you say they are doing
their own?

Dr. SENCER. They are going to immunize the troops and through
the military they will immunize the dependents, so they will not tbeparticipating in the State pro .

Mr. ROGERS. How much of the vaccine will be turned over to the
military vis-a-vis the State progtaxM?

Dr. SzNCER. 6.4 million Oee of the bivalent and 4.1 million of
the monovalent.

Mr. ROGERS. When do delivery start for them?
Dr. SENCER. The delivay starts on October 1 for the bivalent;

and the monovalent, that ii for the dependents, will be distributed
in exact proportion to the number of dependents as against the
remainder of the civilian population. It will be distributed throughout
the period of October to December.

!ES C Y AALALE
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Mr. Rooiw. Do you have as many in the high risk group in the.
Armed Services?

Dr. SENCER. Not in the Armed Services per se, but in the de-
pendent population, we would expect it to be the same as in the
civilian population.

Dr. COOPER. There is a group called the central services in the
military which have always, every year, received special recommenda-
tions for coverage. The Armed Forces Epidemiological Board has made
recommendations that this be done, with the full knowledge of the
Advisory Committee on Immunization Practices of the Public Health
Service. This particular recommendation in their program has been
coordinated in concert with my office for their availability.

What we have agreed to do is to respond to the essential service need
need and to make the beneficiary vaccine available for their distribu-
tion in proportion to the civilian need as we have indicated before.

In addition, there are certain other facilities like the Veterans'
Administration domiciliary care where there is a sort of a permanent
population that will need special attention. This is about 40,000, as
I recall, that will need to have special attention in a high risk type
group.

The other, point I would make is that the numbers that Dr. Sencer
is very conservatively giving to you is the minimum that the States
have been told. This is not the maximum that the manufacturers have
told us that would be available during the course of the total program.
However I think, in an explanation of what is going on, they bid in
response to what we are asking at given points in time.

So we have the problem here of insuring delivery of a minimum
amount and we have committed, as you know, to buy the whole
production line until we are satisfied that the American needs are
filed.

Therefore, we have asked them to continue to produce beyond the
December 3 production time and to do everything possible to shift
the delivery schedule earlier. That was the reason for Dr. Meyer's
enthusiasm. This will modify, if it really happens, Dr. Sencer'sminimum estimates but I don't have the exact numbers, nor does
he at this point in time, to see how much that minimum will be
shifted by the increased activity.

Mr. ROGERS. If you could run through quickly for us the schedule
of planned delivery which, as I understand it, is on a minimum estimate.

Dr.SENeR. Yes, sir. On October 1, 9.67 million doses of bivalent,
4.9 million of monovalent. By October 15, 8.04 million of bivalent,
9.2 million of monovalent. By November 1, 8.24 million of bivalent,
16.9 million of monovalent. The 15th of November, 8.04 million of
bivalent and 9.8 million of monovalent. December 1, 5.4 million
of bivalent and 19.6 million of monovalent. After that a minimum of
2.5 million of monovalent.

Mr. ROGeRS. Does this include the figures of vaccine that will be
given to the armed services?

Dr. SENCZER. No, sir, that is an additional 6.4 million of bivalent
and 4.1 million of monovalent.

Mr. ROGEM. Which will be made available the 1st of October?
Dr. SENCER., No, sir 4 5 million of bivalent will be made available

on the 1st of October. *ould you like the schedule?
Mr. Roozus. Yes.

76-71-76----20
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Dr. SENCER. 0.1 million of monovalent and 4.5 million of bivalent
by October 1. 1

By the 15th of October, 1.6 million of bivalent, 0.2 million of mono.
valent. Another 0.2 million of bivalent by the 1st of November and
another 1.1 million of monovalent. After that, 0.1 million of bivalent
and 1.7 million of monovalent by the middle of November, and 1
billion by the 1st of December of monovalent.

Mr. ROGERS. That is the total now you say of how much?
Dr. SENCER. 6.4 million of bivalent and 4.1 million of monovalent.
Mr. ROGERS. And a complete total of 102?
Dr. SENCER. 10.5 million.
Dr. COOPER. tus the 102.
Mr. ROGERS. What is the total amount now?
Dr. COOPER. If you will recall, Mr. Chairman, the Secretary's

letter to the manufactuers about 2 weeks ago, it comes out roughly
to about 113 million doses.

Mr. ROGERS. Are you planning to buy any more than this amount?
Dr. SENCER. Yes. As a result of the Secretary's communication with

the industry, the amount available by the 1st of December is now up
to about 117 million, and hopefully if production were to go until the
15th of January, we could get another 13 million.

Mr. ROGERS. Are all of the companies continuing to produce the
vaccine?

Dr. SENCER. Three of the companies are producing at the present
time. Two of them have said that they would produce beyond De-
cember 3 if we would buy the vaccine.

Mr. ROGERS. Why is it that the other two companies are not
agreeable to produce?

Dr. SENCER. One of them has said that they would give consideration
to restarting production. The other day one said they feel they have
done enough, as I understand it. I have not personally talked to them.

Mr. ROGERS. Who has personally talked t o them?
Dr. COOPER. I have.
Mr. ROGERS. What is the story, Dr. Cooper?
Dr. COOPER. As I understand it, even in the one that has produced

the most--Richardson-Merrell who is no longer producing at the
moment-

Mr. ROGERS. How long have they not been producing?
Dr. COOPER. I can't give you the date. Their counsel-is here. Youcan ask them about that. If we offer to buy additional supplies and

will make a contract to do it, I am sure they will give consideration
to it. At least that is my understanding in speaking with them on that
particular issue. They have responded to what our original signals
were to them last spring and what we asked them to produce. They
have done that. That is what they are saying when Dr. Sencer talks
about doing enough.

It is my interpretation they feel they have produced beyond in
fact what their original signal was. Now, they would additionally
I am sure, if we would give them the indication-at least it was said
to me-that they would consider starting up production again; but
they have not made such a decision. I am not sure which one Dr.
$encer is talking about.

Mr. RoR.Who is it?
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Dr. SENCER. It is Merrell-National that they said they might give
consideration.

Mr. BROYHILL. Are you saying then they have not been producing
because they have not been given any orders?

Dr. COOPER. That is correct.
Mr. BROYHILL. The question is, is there any need for additional

orders?
Dr. COOPER. The question is, we originally started out to try to get

200 million which we felt we needed to do the whole population, in-
cluding the children.

When the initial studies reported in June were completed, as de-
scribed by Dr. Kraus, and if it were possible to do children as well as
adults with a single dose, then the proposal could have gone forward
.on that basis provided there were not the other impediments of lia-
bility and so on. It was our spring estimate that if we could have
stayed on schedule without any impediments at all, and we had no
contracts at all during thatperiod, we could have reached the pro-
duction schedule that woul have let us make the 200 million by
Christmas, or by the December 3 cutoff date for deliveries which
were included in the original bid that was made in June by the manu-
facturers.

The original bids were not evaluated in that light because of the
other intervening problems that I described in that period of time.
The number of people above 18 in this country I suspect is-on the order
of 145 million, not 210 million. So the total needif you are going
to give it to everybody-would be of the order of 140 lion.

If in fact only 56 percent of the population indicates that they are
going to take it, you would. only need 75 million. If we are successful
in convincing the remaining uncommitted 20 percent that they
should take it, that brings it to about 75 percent of 145 million. That
would be of the order of 115 million, 120 million. That is why I said
in my opening remarks that I was convinced that we could meet the
-demands that would be expected. Now, if each citizen, short of the
-people who are egg sensitive, wanted to take the vaccine and We had
access to them and they took it, then we would have a shortfall if
our original estimates in the spring of who could make what in what
period of time were valid. Different companies' estimates have
changed for technical reasons and some exceeded their capacity, like
Richardson-Merrell, and some didn't. It was on the basis of the June
proposals that Richardson-Merrell's performance was beyond what
they were going to be asked to do originally. With the uncertainties
about their liability status, how we were going to contract and what
we were going to do was unclear--some place in that process when
the egg cycle was- completed, they stopped manufacturing. You can
get that information from them. They have not stopped pooling,
watching and bottling. They have continued to do what was asked and,
beyond that. They have indicated that if we put an order in the
context of the new criteria for cost negotiation and so on, they would
be willing to consider starting up if the public health looked like it
might need it.

We might need it if the children's studies conclude that we would
like to make it available for well children as well as the high risk
.children. So we do not wish to-foreclose that possibility. In addition,
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we do not wish to foreclose the date of December 3d at a minimum
level of 113 million doses because I wish to insure that if the adult
population wish voluntarily to go beyond 75 percent, we could meet
that.

Now, the companies are willing, as I understand it, those that have
agreed thus far, to continue production beyond the December 3d
cutoff point.

Mr. ROGERS. How many companies do we have contracts with?
Dr. SzicER. Three, sir, Merck Sharp & Dohme, Wyeth, and

Merrell -National.
Mr. ROoERS. How much has each company produced?
Dr. SENCER. Could I tell you how much they propose to provide to-

usl a certain date?
1 Rooune. Yes.
Dr. SzwczR. Because I am not sure what they have actually-

produced would be the same.
Dr. Coopum. There is a bulk question and a delivery question, Mr.

Chairman.
Dr. SftcmR. Merck Sharp & Dohme proposed to provide us by

the 3d of December with- 31.8 million doses; Wyeth, 8.8 million;.
Merrell-National 45 million.

Mr. RoGEs. By contract, Merrell-National?
Dr. SEnceR. Pardon?
Mr. RooRs. Does Merrell-National have a contract?
Dr. SiorczR. Yes, sir.
Mr. RooS. And how much have they agreed to produce?
Dr. SENCER. 45 million.
-Dr. MEYER. If you would like, I will submit the information for the

record, but just to bring it back to what is actually in hand now,
Merrell-National has either released or pending in terms of doses,
16.6 million in the Bureau of Biologics. Merck Sharp & Dohme has.
8.4 million either released or pending and Wyeth Laboratories has
1.2 million either released or pending.

Mr. ROGERS. What is the fourth company?
Dr. MryeR. Parke-Davis.
Mr. ROGERS. Do you have a contract with them?
Dr. ScN eR. No, sir.
Mr. RoazEw. Why not?
Dr. SENecR. We have entered into what is referred to as a letter

contract with the other three manufacturers indicating our intent to.
purchase. We cannot enter into a final contract until we can get the
cost and pricing information which is a complicated matter, youa
understand.

Mr. Rooism. But you have not entered into a letter contract with,
Parke-Davis?

Dr. SzNcER. We have offered Parke-Daviq a letter contract. They
do not wish to sign it. They wish to wait until they have a firm con-
tract on cost.

Mr. ROGERS. What have they produced or are producing?
Dr. MEYER. I would like to make a comment on that. Obviously

Parke-Davis is anticipating that negotiations will be worked out
because they have already sent batches to the Bureau for final ap-
proval that represent about 7.1 million doses of vaccine. Some have
already passed our tests.
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Mr. ROGERS. And they plan to do what?
Dr. SENCER. They plan to provide 27.7 million of bivalent and 2.5

million of monovalent or 30.2 million by January 15. --
Mr. RooiRs. Which companies did not produce what you antici-

pated that they would produce?
Dr. SENCER. I don't think we have any company-by-company

accurate estimate. What we have is information that the companies
provided to us in June when we went out on our first bid before the
liability issue came up, and at that time they proposed 99.9 million
.doses of monovalent and 46.8 million of bivalent.

Mr. RooERS. As a group?
Dr. SENceR. As a group, yes, sir.
Mr. ROGERS. Wasn't that total obtained by getting from each

-company what each company would produce?
Dr. SENCER. Yes. It is a complicated table that I can give to you if

you would like, sir.
Mr. ROGERS. I would like it for the record.
[The following table was received for the record:]

INFLUENZA VACCINE AVAILABILITY (200 CCA)

[Cumulative Doses (in millions) by Expected Delivery Dates-June and August Proposs]l

Monovalent Bivalent Total

.Company and approximate Percent Percent Percent
shpPng or delivery date June August change June August change June Augut change

MerrilIl-National:
October ............. 25.0 5.0 -80.0 '5.0 5.0 0 30.0 10.0 -66.7
October 15 ............ 30.0 15.0 -50.0 5.0 5.0 0 35.0 20.0 -42.9
November 1 ........... 35.0 25.0 -28.6 5.0 5.0 0 40.0 30.0 -25.0
December I ........... 40.0 40.0 0 5.0 5.0 0 45.0 45.0 0

,Merck:
October 1 ............. 24.0 0 -100.0 6.0 2.9 -51.7 30.0 2.9 -90.3
October 15 ............ 24.0 4.5 -81.3 .0 4.4 -26.7 30.0 8.9 -70.3
November 1 ........... 33.0 12.8 -61.2 6.0 4.4 -2.7 39.0 17.2 -55.9
December 1 ........... 49.4 827.4 -44.5 6.0 4.4 -26.7 55.4 31.8 -42.6

,Parka-Davis:
October 1 ............. 0 0 0 13.1 5.07 -61.3 13.1 5.07 -61.3
October 15 ............ 0 0 0 17.4 11.21 -35.6 17.4 11.21 -35.6
November 1 ........... 0 0 0 23.6 17.35 -26.5 23.6 17.35 -26.5
December I ........... ' 7.8 0 -100. 0 27.7 27.70 0 35.5 27.70 -22.0

Wyeth:
October I ............. 0 0 0 6.3 2.4 -61.9 6.3 2.4 -61.9
October 15 ............ 0 0 0 7.2 4.4 -38.9 7.2 4.4 -38.9
November 1 ........... 0 0 0 8.1 6.4 -21.0 8.1 6.4 -21.0
December I .......... 62.7 0 -100.0 8.1 8.8 +8.6 10.8 8.6 -18.5

"Totl:
October I ............. 49.0 5.0 -89.8 30.4 15.37 -49.4 79.4 20.37 -74.3
October 15 ............ 54.0 19.5 -63.9 35. 6 25.01 -29.7 89.6 44.51 -50.3
November 1 ........... 68.0 37.8 -44.4 42.7 33.15 -22.4 100.7 70.95 -35.9
December 1 .......... 99.9 67.4 -32.5 46.8 45.90 -1.9 146.7 113.30 -22.6

I Plus 5.0 mnovalent vacce if commitment by July 6 1976.
A Plus 2.0 bivalent vaccine if comment by Jly 6, 196.
3 Plus 5.9 monovalent vaccine by Dec. 30, 1176.
4 Plus 6.2 monovalent vaccine by Dec. 24, 1976.
A Plus 1.8 morovalent vaccine by Dec. 3, 1976, plus another 1.8 monovalent between Dec. 30 and Jan. 28, 1977.

Mr. ROGERS. I presume from those figures that you can determine
-whether they are producing according to the estimate or not. Are
they?gr. SENcER. Yes, sir. Merrell-National figures are the same between

the June offering and the August proposal. Parke-Davis is down from
.35.5 to 27.7. Wyeth is 10.8 million to 8.8 million. Merck is 55.4 t&
.31.8.
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Dr. MEYER. Mr. Rogers, can I make just one comment on that?
Mr. ROGERS. Yes.
Dr. MEYER. You have to make some distinction between fairly

recent figures and figures going back to June or May. Dunn g May
and June, one was very much in the gearing up process of production
where there was a big element of developing new technology and it%
application to mass production. This was a real challenge. I would
liken it to four good runners all starting a race. One is going to finish
first and one is going to finish last even though they are all running
full speed. When you go back to the June period, you are very much
in the race period, and that is different manufacturers could be very
successful in licking their own technological problems of mass produc-
tion. One might be less lucky than he had expected, one might be more|ur-my. - I

u r. ROGERS. I understand that. I understand that three companies.

are still producing and one is not.
Dr. COOPER. Two, sir. Merck Sharp & Dohme and Wyeth are still

producing.
Mr. ROGERS. Why is it we have not insisted on production from the

others to make up the deficit?
Dr. COOPER. As you know, the Secretary has written the four

companies and on the second of September, we sent a telegram to
Parke-Davis asking them to reconsider their decision to discontinue
production.

Mr. ROGERS. What response have you gotten since September 2?
Are the going to do it or not?

Dr. COOPER. They answered us saying that they were not changing
their plans. They would set their last batch of eggs on that date.

Mr. ROGERS. Then they are not continuing with the program?
Dr. COOPER. That is right.
Mr. ROGERS. Isn't that what you are telling us even though the

Government has asked them to continue production?
Mr. BROYHILL. I want to determine whether this is an independent

decision on the part of the company to stop or whether the Govern-
ment just has not issued any orders. If the Government issues a pur-
chase order today would they be willing to start up production today?

Dr. COOPER. We indicated in negotiations on the original bid that
deliveries should close on December 3. We would like to extend
that and have asked the companies to consider doing that. That would
constitute the basis for a letter agreement which would, in fact, place
an order.

Mr. ROGERS. But they have responded negatively?
Dr. COOPER. Richardson-Merrell indicated that they would con-

sider it. Parke-Davis, as Dr. Sencer has indicated, said that they
would refer not to change their plans.

Mr. B ROYHILL. I detect some question on the part of the adminis-
tration here as to whether they actually need the doses after they get
full delivery of all they have ordered, that maybe this is where

Dr. COOPER. We need more than 113. There is no equivocation
about that. I am willing to settle for less than 200.

Mr. ROGERS. What are you willing to settle for and have those
figureg been prescribed in the letter of commitment?

Dr. COOPER. The way it has been prescribed is essentially that we
would buy all that we think could be made that would come within
the purview of time covering production capacity.
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My guess is -that that would be within the range 6f somewhere
between 140 million and 160 million doses.

Mr. ROGERS. But we won't have that...
Dr. COOPER. I don't know that we won't have it.
Mr. ROGERS. Not with current contracts we won't; is that right?
Dr. CooPER. If Merrell-National gears up again, w, may have

substantially more. If Parke-Df to do that and if the
performance actually of the other two continues, I think what you
have seen is minimum numbers here.

Mr. ROGERS. Who is actually carrying on the negotiation with the
company? Who has that responsibility to say "We need this amount
of vaccine, we are signing this contract"?

Dr. COOPER. 3DC.
Mr. ROGERS. It seems to me you are going through the telegram

letter routine.
Dr. SENCER. This morning our procurement people met with the'

three companies and signed the three contracts that are signed.
Mr. ROGERS. When were they signed?
Dr. SENCER. This morning.
Mr. ROGERS. That is encouraging.
Dr. SENCER. I thinkhIs -point out, Mr. Chairman, that the

companies have been pr dln-g-accine without any contracts.
Mr. ROGERS. I thought some of them had stopped producing?
Dr. SENCER. Throughout all this time they have had no contract.

until today. They have been working without a contract.
Mr. ROGERS. What is the contract for Merrell-National?
Dr. SErCER. This is a letter contract-
Mr. ROGERS. How many will they produce?
Dr. SENCER. We aren't contracting for a specific number. We are

contracting for all they produce until we say don't produce any more.
Mr. ROGERS. I thought they were not producing now. That does

not get to the problem very well, does it?
Dr. SENCER .1 am not a procurement expert, Mr. Chairman-
Mr. ROGERS. Well, who knows? Do you have any procurement

experts?Dr. SENCER. I would like to turn this over to General Counsel.

Mr. ROGERS. Mr. Taft, what would you say is the current legal
status as far as our letter of intent to purchase? Have we set a certain
amount to purchase from each company or is it just "How much
would you like to produce," or what?

Mr. TAFT. No, sir, as far as I know, there is no legal obstacle,
unless it is in the appropriation which I am not familiar with, to.
completing this contract.

Mr. ROGERS. I hope we don't have to get back into that.
Mr. TArT. I don't believe that was an obstacle.
Dr. COOPER.' It was an obstacle. Until we were sure that the in-

surance was subscribed we didn't know what the insurance cost was
goi to be and we couid not negotiate what that would be.

Or. ROGERS. But you have the letter contract.
Dr. COOPER. The reason that there isn't specific numbers in it yet is.

that we were not able to really put down specific numbers for price,
and I got the word also this morning, as I mentioned in my comment
earlier, from the insurance industry, -that that was now fully-
subscribed.
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I think that this is not an inability of saying: "Put down what it is
that they would like." If there are 200 milion doses available and if
the appropriation covers it, we will buy the 200 million doses. That is
the intention.

Mr. ROGERS. Do we know the cost now?
Dr. CooPmR. No, sir, we just got word that the insurance was fully

subscribed. That is based on a different cost between industries be-
-cause they have different insurance programs. That will make a
-difference in what it means to the price of negotiation-for each of those
situations.

Mr. Rooz. Let me ask you this and quickly.
Will Parke-Davis produce more? Do we know?
Dr. SENCER. We do not know.
Mr. RooERs. There is no letter of intent there?
Dr. SENCER. No, sir.
Mr. RooRs. You have offered one?
Dr. SENCER. Yes, sir.
Mr. ROGERS. Have you told them you will buy additional vaccine

from them?
Dr. SENCER. We have asked them to produce and we will buy,

yes, sir.
Mr. ROGERS. Did you give them any quantity?
Dr. SEcER. No. We asked all four companies what they could

produce if we asked them to keep on making vaccine available until
the 15th of January.

Mr. ROGERS. Merck?
Dr. SENCER. Merck has indicated they could produce another-
Mr. ROGERS. Yes; but are they?
Dr. SENCER. They are still in production.
Mr. ROGERS. How much more? Do we know? 1ave they committed

themselves?
Dr. SENCER. They have said that they could produce 8 million

-doses.
Mr. -RooER. They have agreed to do that?
Dr. SENCER. Yes.
Mr. ROGERS. You have a letter of intent?
Dr. SENCER. No; we don't on this amount but they have said they

could if we wanted this.
Mr. ROGERS. Have you told them you want that?
Dr. SENCER. We just got their original contract this morning.
Mr. ROGERS. The letter of intent?
Dr. CooPER. We will tell them.
Mr. ROGERS. If you wait too many days it will be too late. What

about Wyeth?
Dr. SENCER. Five million.
Mr. ROGERS. Do we have a letter of intent with Wyeth?
Dr. SENCER. Not covering that but covering their original 8.8.
Mr. ROGERS. When will you tell them how much you want from

them?
Dr. SENCER. When we leave the room.
Mr. ROGERS. What about Merrell-National?
Dr. SENCER. They have indicated they would take it under con-

sideration but as yet they have made no decision.
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Mr. Roozas. Can any of these companies sell other than to the
Government?

Dr. CooPmm. Not without our license.
Mr. RoozRs. When do they get the license? As soon as it is accepted

as a good vaccine?
Dr. Mr.TZR. At the risk of trying to make things more complicated,

Sthe legal aspects have been much more difficult than the science
aspects going back many months, but no manufacturer can ship
vaccine anywhere until they have a signed release from the Bureau
of Biologics. I would say at the moment no one anticipates any
trouble getting the vaccine.-All the vaccine is going to the Govern-
ment. This is not an issue.

Mr. ROGRS. In other wotds, they would not be holding back and
selling to Canada or some other country for profit?

Dr. MEYER. That is correct.Dr. CooPER. I might say also, Mr, Chairman, in trying to expedite
this, the Bureau of Biologics has greatly modified and expedited its
procedure, without compromising quality, by putting on people
extra time to shorten that particular procedure. i o

I will say there has been one other activity going on that affects
the work speed on some of these clearance procedures.. As you are
probably aware, there is a GAO team that is coming in and have
spent several visits with both CDC and the Bureau of Biologics on
this. I have recently been informed that still another one, after the
initial one was done, at the behest of Mr. Moss, is going to be coming
in and doing it again.

All these sorts of things contribute to the amount of time that the
process is going to take as each one goes through the whole thing
over and over.

Mr. RoGEas. Can't we say, for instance, to these companies that
"We will buy all that you can produce"--we know about what the
capacity is-"within the next 4 weeks" or whatever it may be,
6 weeks or 8 weeks?

Dr. CooPeR. Yes.
Mr. Roomus. Can't we say that so that they have a firm under-standing that the Govennent is purchasing and they can begin

productinwith that understanding?
Dr. SzNczR. If we give them until the 15th of January to deliver,

this additional 15 million doses of vaccine is their capacity.
Mr. RoozRs. Is that true with Merrell-National included?
Dr. SztNcER. No.
Mr. RoGERS. Why don't you include Marrell-National? As I.under-

stand, they can produce more than anybody.
Dr. SENCEa. They have the largest production but they have dis-

continued production and they would have to go back into produc-
tion. . am not sure how much additional vaccine they couldproduce
in a 6-weeks period.

Mr. Roozis. Have they said how much they could?
Dr. SENCER. They have not said-they would.
Mr. RoGorMxS. How much they could?
Dr. SENCER. No, sir.
Mr. Roozus. We don't know?
Dr. Sz.cza. No, sir.
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Mr. ROGERS. Are we just assuming they are not going to?
Dr. COOPER. No, sir. I had discussions with the president of Merrell-

National and although he has not given me a positive decision, they
-did say they would consider it a closed issue until we get an answer
whether they will or they will not; at that time they could tell us their
startup time as well as their expected capacity within their cutoff
time. Getting back to Mr. Broyhill's point, which is a valid one, if
they start up and then we don't place an order, what happens to that
particular product? We have to couple that -with the now resolved
questions of cost criteria, insurance cost and all the others, and I
t ink we would be able to enter into a sensible discussion with them
about what additional could be produced.

Mr. ROGER8. Frankly, I am surprised this has not been done already
and we should be producing.

Dr. COOPER. The problem has been the establishment of cost
criteria. The recruitment of insurance, the finalizing of all of the
processes that go into batch performance as they will undoubtedly
point out to you. I think in this past week that has been complete
and we are willing to proceed with them on the basis of getting all
additional product that they can make within both the time frame.
that it would be useful and within the appropriation that would be
available.

Mr. RoGERs. If two companies are producing and we can work
with them I should think we could have done it with all four. That is
my concern. Obviously we haven't yet.

Mr. Waxman.
Mr. WAXMAN. Thank you, Mr. Chairman.
Dr. Cooper, except for the seven people at Fort Dix, have we found

any instances of swine flu anywhere in the world?
Dr. COOPER. Mr. Waxman, there were five people at Fort Dix from

whom the virus was cultured, one of which was from a death. There
were six additional cases which had a four-fold rise in antibody titer
to swine flu virus.

In addition, there was established by serologic and epidemio.ogic
means, a person-to-person spread to up about 500 people. I continue
to be quite concerned that ever body thinks there was only one
case, or a pig farmer case, that had noting to do with the decision to
go ahead with this kind of recommendation.

There was substantial person-to-person spread. If you will accept
the modification of seven to 500, then the answer to your question is
no.

Mr. WAXMAN. Let us explore that. We know of seven people who
had swine flu; is that correct?

Dr. CooPER. No. We know of 500 people who had swine flu.
Mr. WAXMAN. This is new information?
Dr. COOPER. No. We may not have made it clear repeatedly, but I

'have participated in all kinds of programs where I have been told
there was 1 case, 5 cases, 7 cases, I1 cases, 12 cases.

Mr. ROGERS. I think it is clear on the record you told us there
were 500 cases in which there was one death.

Dr. CooPER. Yes, sir, at the beginning. We did not make the
recommendation until we could establish that point.

Mr. WAXMAN. Are these 500 cases all related to the Fort Dix case?
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Dr. COOPER. Yes, sir.
Mr. WAXMAN. This was at one time of the year?
Dr. Coop=n. January, February, and March.
Mr. WAXMAN. Since March no other cases have been discovered?
Dr. COoPER. That is correct.
Mr. WAXMAN. Since that time in the Southern Hemisphere where

the flu season is going on there have been instances of A/Victoria; is
that correct?

Dr. COOPER. Yes, sir.
Mr. WAXMAN. -Why aren't we vaccinating everybody for both-

A/Victoria and swine flu since we have some indication that there
is an A/Victoria pandemic possible? We have more evidence of that
than we have evidence of a swine flu epidemic.

Dr. COOPER. Every year we have evidence that there is going to
be a given virus that is spreading through the population. Every
year there is a spread of influenza through the population. We are wel
aware that the virus-undergoes certain subtle changes and sometimes
major changes. Every year the Public Health Service recommends
inoculations for certain population groups on the basis of the infor-
mation we have and the time that we have it identified. When Victoria
struck this past year, we began to prepare for the production of
Victoria vaccine. It was considered at that time what the scientists-
and you can go into some detail with some of the experts here if you
-would like-call a minor shift, or a drift as they call it in the antigenic
properties.

There is evidence from the surveys that have been made that a
substantial part of the population was exposed to that shift during
the past time. It is true we expected it to circulate again, maybe
,more than 1 year. But it is a rather minor shift. The reason that we
suggested trying to get in front of a population with the swine shift
was because it was a major antigenic shift in which a much larger

-percentage of the population had no immunologic experience and
therefore would be suscep tible to greater rates of infection.

Mr. WAXMAN. So with A/Victoria even though this might well be
prevalent, there is no immunization naturally foreseeable?

Dr. COOPER. We will make more A/Victoria in the bivalent form
than has been available before. This is probably a good time to point
out that one of the reasons I recommended this to the Secretary, on
the advice of the committees and so on, is that when they presented
me with the data that showed that even when the experts and the
Public Health Service were recommending for the high risk groups a
coverage by other kinds of vaccine in past years, whether it e Hong
Kong or Port Chalmers or others, the performance had been rather
poor.

We are talking about 15-percent coverage. In a peak year when a
,drive was made to get people who Were at risk vaccinated, say, back
in 1968, we were talking at best in the second year of that wave,
about 30-percent covered.

The point was that if-we had an opportunity early enough in the
cycle, a major antigenic shift, recognizing that there will be other
viruses still in the population, Victoria or Chalmers, maybe Hong
Kong, that we would recommend a spectrum that would give the
optimal protection for the technology that we have.
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idea of knowing what the general resistance in the population was,
the time and the technology available to do it, and hopefully, the
national resurces to do it in a period of time that would allow it,
to be done.

If we only got to .70 percent or 50 percent that we are talking about,
now, the accomplishment in what might be offered in the protection,
against disease between getting the bivalent and the monovalent,
could have significant improvement.

I would point out to you that since January of this year over
10 000 people have died from influenza-not swine but other types of
innuerxza.

So our ability to do preventive medicine and get around some of
these emerging problems is what underlies this, not scare tactics
about one particular one as a necessity. It is just good, sound pre-
ventive medicine. Science has identified this one of some significance
that we ought to try to get out in front of.

Mr. WAXMAN. YOU feel it is significant enough that we ought to
prevent swine flu from hitting and you hope that people will also
take advantage of other flu vaccinations programs to -prevent A/
Victoria?

Dr. CooPis. The ones that are most vulnerable because the ex-
perience with the others is greater. If I had the technology to do the
whole thing and the possibility in future years of a polyvaent vaccine,
then we ought to do research and we ought to do that.

Mr. WAXMAN. Now that people are more aware, as you cited in
your poll, of the threat of the flu season and possibly swine flu as
well = A/Victoria and even others, will there be AVictoria vaccine
available for those who now, because of greater awareness, would
like to take it?

Dr. CooPER. Much more than last year. I think that number
comes out to 47 million.

Mr. WAXMAN. Will this be available independent of the swine flu?'
Dr. SBNCzR. Bivalent with both A/Victoria and A/New Jersey
Mr. WAXMAN. For the record on the 500 instances of swine fla

relating to Fort Dix, that was 500 people with no antigens in their

Y.Coopzu. There was a person-to-person spread. We will docu-
mnent that for the record.

Mr. Roozns. That will be helpful.
[The following information was received for the record:]

SUMMARY 0F SWING INFLUENSA OUTBREAK, FOR? Dix, Nzw JExmz,
JANUART-F2DRUART 1076

An outbreak of influensa-like illness among military personnel at Fort Dix,
New Jersey began In late January 1976. After the outbreak was reoognised, throat
swabs were taken from clinically 111 individuals and transported to the New JerseW
Department of Health Laboratories for attempted isolation of influenza virus.
Among the first Influena isolates made from the speoimens wore several re-
sembling AfVlctoria/3/75 virus, the strain prevalent throughout the world during
1975-76. In addition, 5 other isolates of Influenza A virus were made which could
not be typed and were sent to the WHO Center for Influenza at the Center for
Disease Control for charauterisatlgn. It was not until February 14 that these
unusual Isolates were confirmed as swine influenza-like virus. By this time the
outbreak of Influenza at Fort Dix was subsiding, and consequently further isolates
of swine Influenza virus were not obtained.
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Following the Identification of swine influenza virus at Fort Dix, Army epidemi-
elogists began a study of the outbreak. Part of the investigation Involved a sero.
logic survey of platoons to which confirmed cases were assigned and a random
10% serosurvey of the entire post population. In addition, acute and convalescent
sera collected during January from certain recruits presenting to the post hospital
with febrile upper respiratory illness were examined for antibodies to swine
influenza virus. One recruit from whom swine influenza virus had been isolated
and 6 additional recruits werefovnd to have rises of antibody to swine influenza
virus considered diagnostic of swine influenza. Thus, a total of 11 confirmed cases
of swine Influenza at Fort Dix were detected, 5 by viral Isolation and 6 by sero-
conversion.

The verosurvey of platoons Indicated that up to 34% of individuals In platoons
with confirmed cases had antibodies to swine influenza virus, while In one platoon
with no confirmed cases the prevalence of antibody rate was 6%. Overall 273 of
1 321 (21%) of Individualm examined had antibodies to swine influenza virus.
1b contrasts with an expected age-adjusted prevalence of 5-10% for the Fort
Dlx population.

Based on these findings the Army. epidemiologists estimated that up to 500
eases of swiue influenza infection occurred In Fort Dix personnel during January
and February. Further information about the outbreak, especially information
on the percent of individuals with evidence of swine influenza infection (i.e.,
antibody) and a clinical illness compatible with influenza, is not known. It is
hoped that this important information might be forthcoming when the Army
issues a complete report on the investigation.

Mr. WAXMAN. We have two kinds in production, one bivalent
and one monovalent. Why don't we have them all bivalent?

Dr. COOPER. From the discussion we have already had this morn-
ing, it is not the easiest production problem in the world, and we
started off very enthusiastically and they performed very well.

Mr. WAXMAN. Is it more complicated, more difficult to get bivalent
than to get manufacturers to produce monovalent?

Dr. CooPUL There are more steps, more processes involved. We
tried to compromise on what was logically possible. I would say
that in all good faith, at the original meetings, the representatives
of not only our expert committees and staff but the industry experts
themselves participated. We thought we could make this and perh aps
if we had not had other impediments we mig t have made 200 million
doses, but I will be delighted if two things happen.

One is if the flu does not come, any flu. It still is not a reason not
to give a preventive vaccine. I don t think whooping cough comes
any more. I still would want to give the vaccine to the children.

The second thing is that I would be delighted as I am beginning
to fear these days that there is an increasing public demand, whereas
a month ago people were telling me it was not necessary.

Mr. WAXMAN. There has been demand for the preventive medicine
program.

Dr. COOPER. That is correct for the preventive vaccination pro-
gram. I would be pleased at that.

Mr. WAXMAN. Let us say you found your dreams come true and
your hopes were satisfied that the people really wanted these programs.
Are we equipped to satisfy those needs? We have had such problems
here with the manufacturers and insurers.

Dr. CooPz. We have had a lot of problems, but we have never
tried something of thib dimension before. I am grateful to the Congress
and acknowledge their support during a period when we tried to
develop this to its completion. I think we Will still meet every adult
demand, every person who wants to have it.
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Mr. WAXMAN. I am not asking whether you can do that. I am,
asking whether you ever will be able to meet the needs of the
American people-let me finish my question-if we will be able to
meet the needs of the American people for other vaccine programs.
in light of the difficulties we have had with this program.

You complain that the American people really didn't want to
take advantage of the vaccine programs. Now they are more aware
of it, will we be able to meet that need when we see so much difficulty
coming from the drug manufacturers and insurance industry in
getting anything of this magnitude going?

Dr. COOPER. My answer is yes. I think we have learned from this.
We have identified some things that will have to be changed to deal
with that kind of emergent demand. As I have reported to this
committee before, in other immunization programs there is poor
performance as well. If too many children go to school without proper
immunization, as many as 40 percent, that does not mean that we
don't have the other 60 percent with the vaccine, mind you. That
means that people are not getting it. I think we have progressively
identified in our attempt to do this what is wrong with the delivery
program, and what are the impediments in a manufacturing and
insuring program. It is my intention to recommend to the Secretary
what steps are necessary to recommend to the Congress on how to.
look forward to eliminating any further barriers in our immunization
activity in general.

Mr. WAXMAN. Do you anticipate in any future vaccine program
that the American taxpayers will have to bear the financial burden
as we are now doing for swine flu for insurance coverage?

Dr. COOPER. I think you will always have to deal wih the problem
of com sensation for any preventable injury.

Mr. WAXMAN. We did this in the past by having the private
enterprise system take care of it. Now we find the Government has
been more involved.

Dr. COOPER. There are different ways in different parts of the
economy that do it differently, Workmen's Compensation and so on.
I don't see that as a model. 1 think the U.S. public, in my opinion, is
a very compassionate public. They want to participate in programs
that offer themselves protection and their neighbors protection in
communicable disease.

We recognize, that. any biologic program can't be perfect. If you
introduce any kind of foreign product into the body, there is going
to be a small percentage of inadvertent actions that we feel as a nation
ought to have compensation.

Mr. WAXIVAN. My question is do you feel in future programs we
are going to have to assume the same insurance coverage on the part
of the taxpayers?

Dr. CoopeR. Not the same insurance coverage, but I think we will
have to develop a national policy about compensation. I think these
kinds of issues need to be thoroughly discussed. I would propose to
sponsor that kind of discussion about the issues that need to be evolved
for a vaccine preventive medicine policy this fall.

Mr. WAXMAN. One thing I never understood and perhaps you can
answer this for me. When we had the Senate bill coming over to the
House on the insurance coverage, even though the House had expressed
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itself in committee action that we were not going to have the drug
manufacturers make a profit, why was it written in that the manufac-
turers could make a profit on the production of bivalent vaccine as
opposed to monovalent vaccine?

Dr. COOPER. I don't know the answer to that question, Mr. Wax-
man. I didn't sponsor the language.

Mr. RoGERS. As I understood it, the Senate felt that where there is
no Government program, where we have not prescribed all of the
criteria and so forth, for instance, for Victoria/A, the companies
were entitled to operate under their normal business practices. But
with respect to swine flu vaccine they were not.

Mr. WAXMA'N. I don't find that very satisfying.
Mr. ROGERS. I think the Congress has already acted on that.
Mr. WAXMAN. I think we have to learn something from this, Mr.

Chairman. I want to explore it. The reason I am not satisfied with that,
answer is that the Government is going to be involved in that part of
the bivalent vaccine that involves swine flu.

Mr. ROGERS. But they are not purchasing that part of it.
Mr. WAXMAN. Certainly we are purchasing the vaccine.
Dr. COOPER. We are purchasing the total product, Mr. Chairman.

I want to make clear to Mr. Waxman that they didn't sponsor that
language. That is part of the difficulty with the negotiation on the
cost criteria of that. It is one of the kinds of policy issues that the
committee and administration would like to have thoroughly dis-
cussed, about what options are available.

Mr. WAXMAN. We would have liked to have discussed it, too. We
had it dropped in our laps.

Dr. COOPER. We are recommending Hong Kong vaccine for high
risk groups.

Mr. WAXMAN. Where do you think the language came from when
we discussed they were not to make a profit on the monovalent?

Mr. ROOERS. It was my understanding, if the gentleman permits,
that they were not to charge for the swine flu vaccine in the bivalent.

Dr. COOPER. No profit on the swine flu, the bivalent.
Mr. ROGERS. So that even if swine flu were to be mixed with

A/Victoria, the swine part would not be at a profit.
Dr. COOPER. The General Counsel would perhaps describe what

the cost criteria are. We will provide that for the record.
[The following information was received for the record :]

COST AND PROFIT CRITERIA FOR THE PROCUREMENT OF SWINE FLU VACCINE

Pursuant to §317(j)(3) of the Public Health service Act (42 U.S.C. 247(b)) as
amended by the National Swine Flu Immunization Proqram of 1976 (P.L. 94-30),
I hereby prescribe the following criteria for renegotation to eliminate any profit
realized from procurement of swine flu vaccine under the Swine Flu Program.

1. "Profit realized" from any procurement shall be the amount by which the
amount paid by the Government to the contractor in the procurement exceeds
the costs to the contractor of performing the contract.

2. The contractor will be paid its costs in performing the contract as follows:
(a) All direct and indirect costs actually and reasonably incurred by the con-

tractor resulting from Its participation in the Government's procurement of vaccine
for the Swine Flu Program shall be reimburaed by the Government. The amount of
such costs shall be determined in-accordance with reasonable methods of allocation,
praokioes and procedures appled on a basis consistent with those applied by the
contractor in preparing his proposal and reviewed by the Department's audit
agency.
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( Reimbursable costs shall Include, but not be limited to:
-1 Costs resting from the production of vaccine that fails, through no grow
neglignce of the contractor to meet the speciflcations of the contractor because
it fa refused certification by tle Bureau of Biologics of the Food and Drug Admin-
istration.

(2) Coets Incurred prior to execution of the contract in order to meet the reason-
ably anticipated delivery dates for the vaccine under the Program.

(3) Imputed interest on working capital, at rates determined by the Secretary
of Treasury purmtant to P.L. 92-41, 85 Stat. 97.

(4) Actual and unrecoverable costs due to Interruption of production or sale of
other biologicals in order to devote staff and facilities to the production of vaeine
for the Program.

3. Profit will only be allowed on AlVictoria/75 vaccine and shall be negotiated
at arm's length based on the contractor's degree of risk, difficulty and complexity
of performance type of contract, and cooperation with the Government in meet-
ing the needs othlis health emergency.

4. Any insurance premium amount which is included in the price of any pro-
curement of swine fu vaccine under the Program and which Is refunded to the
contractor under any retrospective, experience-rating plan or similar rating plan
shall In turn be refunded to the Government.

DAVID MATHEws, BecretarV.
Dr. CoopR. Let me indicate all the other immunizations that we

give or recommend, including in the flu area, B/Hong Kong which is
made available through the regular private sector. The Federal
Government does not have that kind of capability by itself. I am not
saying that anyone who makes a vaccine should not make a profit. I
am not really proposing that.

Mr. WAXMAN. The Members of Congress who were faced with the
difficult insurance issue determined that since the taxpayers of this
country were to take on a financial liability that we never before had
taken on, that we were going to require in the national emergency
the drug manufacturers to do this work without making a profit, to
do it for cost, for them to sacrifice because everyone was going to
have to sacrifice. Suddenly a bill came over where they are going to
make some profit. I did not understand it. I am interested in the record
when we get that answer.

I want to ask you another question.
I am looking at your informed consent sheet-
"Many people ask questions about flu vaccination during pregnancy. An ad-

visory committee of the Public Health Service examined thin question and reported
that "There are no data specifically to contraindicate vaccination with the avail-
able killed virus in pregnancy. Women who are pregnant should be considered as
having essentially the same balance of benefits and risk regarding Influenza vac-
cination and influenza as the general population."

I wonder if that is really informing someone of the risks? Tell me
what you would say to a pregnant woman who wants to know whether
she should take this vaccine?

Dr. CooPwa. Do you want to know? I would say go ahead and
take it.

Mr. WAXMAN. My question is, Why don't we say to women that on
balance we recommend you take it?

Dr. CoopmR. Because this is a legal instrument that has to have all
the specifics in there. It was devised for that specific purpose. I don't
know of all possible studies that could be done that could show
something at some point in time. I think recent history in exposure of
the human race to other thins has amply demonstrated you can'tL
always predict what is going to happen 20 years from now. I acknowl-
edge that. I think that is what they are talking about in making the
language specific.
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both physicians and patients, and I tell them that they have to go to
their doctor for the trmnslation of that if it is not clear to them what
is be& said, and get advice from their physician.

Mr. IWAXAN. 17ask you to reread that paragraph because I didn't
understand it to be a legal document but information for a specific
patient to be vaccinated. I don't know that that really indicates that
message.

Dr. SENCER. This came about as a result of our consultations with
the Commission on Protection of Human Subjects. If you look at the
next sheet, important information about swine influenza vaccine, it
says-

In contrast with some other vaccines, flu vaccine can be taken safely during
pregnancy.
The Commission on Protection of Human Subjects felt he had not
spelled that out in sufficient detail and asked that we use the recom-
mendation from our advisory committee.

Mr. WAXMAN. I again suggest to you you might well try to put
yourself in a position of someone trying to be informed of the risk.

Dr. CooPER. Absolutely. We were asked to go back to the Commis-
sion and respond to what their consultations would be. They wanted
the specific language of the recommendation included in an addendum.

Mr. WAXMAN. We have two drug manufacturers out of the four
sort of holding back as I understood earlier testimony on production
schedule for one reason or another. Has either of these companies
related to you their dissatisfaction with having to work for cost only
and not for profit and given that as a reason for slowing down?

Dr. COOPER. No, sir. I have not been the only one talking to
anybody in the company. In my discussions with leaderships of those
companies, much to the contrary, they told me that they did not
wish to make any profit on this particular program.

Dr. SENCER. Mr. Waxman, in the June contract proposals several
of the companies indicated they would make it for cost even before
the law was passed.

Mr. WAXMAN. Did they indicate the same in terms of A-Victoria?
Dr. COOPER. No; I did not-ask them in terms of that.
Mr. WAXMAN. isn't it the case you are having more problems

negotiating the contracts because of that funny difference that was
put in the Senate version which the Congress passed saying you can
have profit here but only cost there?

Dr. COOPER. The audit criteria that have to be established on that-
made it more difficult to establish this criteria.

Mr. WxmAN..So, the Senate maybe held back the progress of this
program by trying to provide profits and gave you another concern to
think about in the negotiation?

Dr. CooPER. I -would say I was delighted that the Senate passed
that bill and sent It over for action, and this committee and the
chairman should be complimented for expediting its passage. -

Mr. WA rxua. You did not care about the extra work you had to go
through?

Dr. CooPuR. I would be delighted to do that kind of extra working
the interest of the health of the American people.

Mr. RooEs. Mr. Broyhill.
7-871-76----21
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Mr. BROYHILL. Thank you, Mr. Chairman.
Dr. Cooper, as you know, I have been a supporter of the program.

I agree with you that there is sufficient danger that we do need to get
a program like this under way. I am glad to see that purchase orders
are now complete. I do understand that there was a mistake made by
one of the manufacturers and that a couple million doses were in-
correctly made. It is the intention of the taxpayer to pick up the tab
for those two million doses?

Dr. COOPER. 2.5. It is not our intention to do that if in fact they
were incorrectly made.

Mr. BROYHILL. Thank you, Mr. Chairman.
Mr. ROGERS. Is there any evidence of any swine flu infection in

animals at all?
Dr. SENCER. Yes, sir, there have been swine P. .e outbreaks in

swine in several States this summer. Unfortunately, we don't know
what the significance of this is because there has not been good
surveillance of animal influenza in the past. We don't know whether
this is the usual occurrence or whether this is abnormal. e

Mr. ROGERS. Is there any evidence at all that an epidemic in
people sometimes follows an epidemic in animals or not?

Dr. SENCER. We have not seen this in the past. This has been one of
the theories advanced many years ago that this was a way in which new
strains of influenza could come about. We do know in addition to
hogs, that turkeys, birds also suffer from influenza.

Mr. ROGERS. As I understand it then, you have entered into
letters-

Dr. SENCER. Could I correct something I have said along that l'.e,
sir? We did in our letter contract specify the amount of vaccine that
we would purchase from each of the manufacturers. This was passed
based on the proposals made to us saying what they could provide.
We said we would purchase that quantity from each one. We have
written to each of the manufacturers saying "We request you submit
proposals on the maximum number of doses of vaccine over and above
what is presented to the Center for Disease Control. The Government's
intent is to increase current quantities agreed to in order to reach a
larger segment of the population."

Mr. ROGERS. When was that letter?
Dr. SENCER. September 2.
Mr. RoGERs. Have you had any response?
Dr. SEceR. We have had the response that if we can-
Mr. ROGERS. From 2?.
Dr. SENCER. That if we c&u extend to January 15, we can get this

additional amount of vaccine.
Mr. RoozRs. Does that include Merrell-!National?
Dr. SENCER. No, sir.
Dr. Coopi. They have indicted they will consider it. They have

not indicated they will start up again. Parke-Davis has not mdicated
that the will....

Mr. Loom*s. Thank you very much, We appreciate your presence
here. We hope that the contract with the other company will be
.contduded and that additional doses, if necessary, will be contracted
for.

Dr. Cooprni. Thank you.
[The following letter was received for the record:]
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DEPATME'T or HEALTH, EDUCATION, AND WELFIt&u
On 'ic OF Thz ASSISTANT SECRETARY FOR HIANLTH,

Hon. PAUL G. Rooza, Washington, D.C., October £2, 1976.

Chairman Subcommitee on Health and the Environment, Committee on Interstate
and Foreign Commerce, House of Representatives, Washington, D.C.

DEAR MR. CHAIRMAN: Thank you for your letter of September 13 on behalf of
Ms. Marcia Greenberger about her testimony before the Subcommittee on the
subject of consent forms to be used in the National Influenza Immunization
Pro am (NIIP).

Ms. Greenberger's major concern is with the statement, "In contrast with some
other vaccines, influenza vaccine ean be safely taken during pregnancy." The
medical evidence for the statement can be summarized as follows: The influenza"
vaccines being used in the United States are "killed virus" vaccines and cannot
transmit infection to the mother or fetus. Many women have been vaccinated
during pregnancy, but there have been few published studies. I am enclosing
copies of three studies for your convenience. Hardy, et al., mentioned no un-
toward effects on mother or fetus among 34 immunized pregnant individuals.
Heinonen, et al document no increase in malignancy in offspring in a long
term followup of 2,291 mothers immunized against influenza. In an extensive
review of the Engligh language literature, we have uncovered no case reports
implicating influenza vaccine as a cause for maternal or fetal illness or death.

This situation is in contrast to vaccination during pregnancy with other anti-
gens, notably rubella. The statement as written is intended to contrast these two
situations, so that in providing information about influenza vaccine, we do not
create the impression that all other vaccines are equally safe.

There have been no tests of the current swine influenza vaccine Itself in preg-
nant women, nor would this have been possible under the time constraints of the
program. Because the only difference in the preparation of this year's vaccinerom that of past years is in the -type of antigen, there is no expectation that it

would be more reactogenio. In trials conducted on 5,000 individuals with this
influenza vaccine In the spring of 1976, there were no high fevers reported in
adults. To our knowledge, there have been no studies concerning influenza im-
munization and subsequent fertility, nor any reason to suspect there might be a
problem.

On the other hand, the risk of not immunizing pregnant women prior to an
influenza epidemic must be considered. Since 1911, much has been written
In the medical literature concerning poor outcome of pregnancy, increased maternal
deaths, and infant mortality secondary to infection by influenza virus. Considerable
data indicate that the 1918 version of swine influenza did cause increased maternal,
fetal, and infant mortality (see enclosed study by Harris). In fact, in past years,
pregnant women have been Included in the high risk category for receiving
influenza vaccine, based primarily on such anecdotal information as described
above. In reviewing the literature, the Advisory Committee on Immunization
Practices (ACIP) decided in June that the data on the effect of influenza in
pregnancy were suggestive but not conclusive of an increased risk to the mother
and fetus. Pregnant women were removed from the priority list to receive the
vaccine.

In her final paragraphs, Ms. Greenberger suggests that special training be
yiven for answering questions, and further monitoring of consent procedures

be done. These issues are already part of the plans of the NIIP.
After consultation with the National Commission for the Protection of Human

Subjects of Biomedical and Behavioral Research, we developed and distributed
a supplemental statement which will accompany the basic consent forms. It uses
the exact wording of the ACIP without contrasting this information with vacci-
nation with other antigens.

Sincerely yours, TmODOaE CooPE M D

Assigant Secrary jr Heath.

EDITOR'S NOTE.-Enclosures referred to are as follows:
"The Effect of Asian Influenxa on the Outcome of Pregnancy, Baltimore,

1957-1958," Janet M. B. Hardy, M.D.C.M. F A.P H.A.; Edward K. Asarowios,
PhD.; Anna Mannini, Dr. BioL; Donald N. Medearis, Jr., M.D.,; and Robert E.
Cooke, M.D., American Journal of Public Health, Vol. 51, No. 8 August 1961.

"Immunization During Pregnancy Against Poliomyeliti and Influenza in
Relation to Childhood Malignsnct,1 0111 P. Heinonen, Samuel Shapiro, Richard
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R. Monson, 'Stuart C. Hartz, Lynn Rosenberg, and Dennis Slone from Inter-
national Journal of Epidemiology, Vol. 2 No 3, Oxford University Press.

"Influenza Occurring In Pregnant Women, A statistical study of thirteen
hundred and fifth cases," John W. Harris, M.D., Journal of Amferican Medical
Association, Apr6, 1919.

Mr. ROGERS. Our next witnesses are Robert F. Hendrickson, vice
p resident, operations, Merck Sharp & Dohme, accompanied by

larence A. Abramson, who is counsel for Merck Sharp & Dohme;
Frederic D. Lamb, general counsel, Merrell-Nationa] Laboratories,
accompanied by Roger Clark, counsel- Frank Markoe, Jr., executive
vice president and general counsel of Warner-Lambert accompanied
by Dr. Eugene Timm of Warner-Lambert and Thomas . Finney, Jr.,
counsel; Burton J. Gray, vice president for administration, Wyeth
Laboratories, accompanied by Charles N. Ross, counsel.

We welcome you gentlemen to the committee. I know that you
have statements.

Without objection, your statements will be made part of the record
at the appropriate point. Perhaps if we could have a spokesman from
each com pany, give us quickly an outline of what his company's has
done, and what is the prospective outlook for each comany s con-
tribution to the program. I think if we could just cover those points
and then get into questioning that will be helpful to the committee.

Perhaps we 'could start with Mr. Hendrickson.

STATEMENTS OF ROBERT F. HENDRICKSON, VICE PRESIDENT,
OPERATIONS, MERCK SHARP & DOHME, DIVISION OF MERCK &
CO.; ACCOMPANIED BY CLARENCE A. ABRAMSON, COUNSEL;
FREDI&RIC D. LAMB, VICE PRESIDENT -AND GEN ERAT COUNSEL,
MERRELL-NATIONAL LABORATORIES, DIVISION OF RICHARDSON-
MERRELL, INC.; ACCOMPANIED BY ROGER CLARK, COUNSEL;
FRANK MARKOE, JR., EXECUTIVE VICE PRESIDENT AND GEN-
ERAL COUNSEL, WARNER-LAMBERT CO., IN BEHALF OF PARKE,
DAVIS & CO., A SUBSIDIARY OF WARNER-LAMBERT CO.; ACCOM-
PANIED BY DR. EUGENE TIMM, AND THOMAS D. FINNEY, JR.;
WASHINGTON COUNSEL; AND BURTON J. GRAY, VICE PRESIDENT
FOR ADMINISTRATION, WYETH LABORATORIES, DIVISION OP
AMERICAN HOME PRODUCTS; ACCOMPANIED BY CHARLES N.
ROSs, COUNSEL

Mr. HENDRICKSON. Mr. Chairman, I do have a prepared statement
which is quite short. If you do wish, we will simply submit it for the
record.

Mr. ROGERS. Yes. We can just talk. We might as well get to the
point.

[Mr. Hendrickson's prepared statement follows:]

STATEMENT OF ROBERT F. HENDRICKSON, VICE PRESDENT, OPERATION NS, MERCK
SHARP & DoHMu, DivisioN OF MERCK & Co., INc., Wu.sT PoIr, PA.

Mr. Chairman and members of the committee:
My name Is Robert F. Hendrickson. I am Vice President, Operations, of

Merck Sharp & Dohme, the division of Merck & Co., Inc. that produces influensa
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vaccine. At two previous hearings on this subject you have received testimony
from Mr. John L. Huck, Senior Vice President of our parent con any. It is my
privilege to represent the company today. I am accompanied by Mr. Clarence A.
Abramson, Counsel of Merck Sharp & Dohme.

On June 28 Mr. Huck informed the committee that the company had begun
an all-out effort back in March in response to the declared national emergency.
He told the committee that Merck intended to provide swine flu vaccine on a
non-profit basis because of the unique circumstances associated with this pro-
gram. And he urged Congress to develop national policy that would provide
needed answers and encouragement for appropriate public health use of vaccines
of all kinds.

On July 23 he reemphasized the company's commitment and indicated that
production was going forward without letup despite the insurance problem,
which was unresolved at that time.

Today I would like to reinforce and update that earlier testimony. Merck is
continuing to produce swine flu vaccine at maximum capacity, as it has since
last March. As far as this company is concerned, our effort has never been and
is not now lagging.

Much of the concern about vaccine supply, I believe, stems from a general
misunderstanding of the factors that have governed the quantity of vaccine pro-
duction and the timing of vaccine availability.

The total quantity of vaccine that can be produced is a function of egg input,
which the manufacture anrmntrol, and of yields, over which we have little
control. The more eggs/*&liae-w? the virus to grow in, the more vaccine we
obtain. Because of the urgent nature of the national program as originally created,
we have consistently maintained the maximum input of eggs that our facilities
can process. In Juno we increased our capacity by 40%, and we have been working
at the rate of almost one million eggs per week ever since. The yields for a new
flu virus strain are unpredictable. It is typical of flu vaccine production that
yields will increase or decrease as the processing continues. Originally we had
hoped for an average yield of almost two doses per egg, but this hope has not
been fulfilled and now the yields for our total production may average 1.3 doses
per egg or less. This has of course adversely affected the total amount of vaccine
we can produce within the HEW's time frame.

The timing of vaccine availability is heavily influenced by factors external to
the manufacturer-particularly with respect to when decisions can be reached
on the formula, on the official labeling, and on the precise requirements as to
dosage forms, packaging, and logistics of delivery. When we made our preliminary
volume and schedule estimates in June at HEW's request, we made It clear to
the government that the estimates were necessarily based on having the needed
information on all such questions by the end of June. As it turned out, the formula
could not be made official until late July, after completion and evaluation of
clinical testing. The package labeling did not become final until late August.
And the government was only last week able to give us the first formal indication
of the terms of the contract including quantities.

We can understand that the problems HEW has faced have been enormously
complex and that final decisions have been difficult to reach. As a manufacturer-
we could not pool, test, fill, label, or deliver finished vaccine in the absence of
the decisions that were essential at each stage. But we are trying in every way we
can to expedite things. And we have proceeded in every respect Vs if we had a
final order.

Mr. Chairman, we feel we have done everything that could possibly be expected
of a responsible company devoting its resources to a program in the national
interest. We will continue to do so for as long as the government asks
our cooperations.

Mr. HENDRICKSON. If I can summarize our position as a company
when this program was announced by the President back in March we
determined-

Mr. ROoERS. Excuse me. Could we have order, please, in the back
of the room? It is difficult to hear. It will be helpful if people can hold
down the noise.

Proceed.

7e-37i 0 - 76 - 22
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Mr. HENDRICKSON. We determined at that time that we would
make an all-out effort to support this program. Steps were immediately
taken to increase our capacity to the maximum which we define as an
egg input of approximately a million eggs per week. Since June we
have been running at that level and we are continuing today at that
level, We have not slowed down at any time during that period, nor
have we cut back on any of our egg commitments.

We made, last June, based on certain estimates of availability of
formula, labeling and some of the other decisions necessary to the
program and certain estimates of our yield, overall estimates of what
we thought we might contribute to this program. Unfortunately,
our own yield experience for technical reasons did not come through
to the degree we expected and some of the decisions that we required
with regard to formula, labeling, and other steps in the program could
not be made available at that time.

In August we went back with a revised proposal based on the later
knowledge that we had and made a new commitment at that time.
Since then we have negotiated a letter contract which was signed this
morning which does provide that we will deliver through January
15th, which is the date that they discussed this morning as the last
date on which deliveries could be made, a total amount of 35.8 million
doses of monovalent and 4.4 million doses of bivalent.

These deliveries, as might be expected, will be staggered beginning
later this month and extend right through to the January 15th date.

These figures do include the additional amount that we were asked
to work up in response to Secretary Mathew's letter,

Mr. RoGERS. Let me ask you this if I may. Would you give us
for the record your estimated schedule of delivery? I won't go into
all the details now.

[The following letter was received for the record:]
MERCK SHARP & DOME,

DivisioN OF MERCK & Co., INC.,
West Point, Pa., September 17, 1976.Hon. PAUL G. ROOFERS,

Chairman, Subcommiltee on Health and the Environment, Committee on Interstate
and Poreign Commerce, House of Representatives, Washington, D.C.

DEAR CONGRE8AMAN Roy-Rs: During the hearing of your committee on
Monday, September 13, you requested that I submit information showing our
anticipated delivery schedule for swine flu vaccine. I am happy to attach that
schedule.

I do want to stress, however, that we are bending every effort to accelerate the
timing of these deliveries so as to be able to assist the Center for Disease Control
in expediting the immunization program.

We are mindful also of your request for study and suggestions regarding the
longer term problems in use of vaccines in public health immunization problems.
We will be pleased to provide any contructive suggestions we are able to develop.

May I express my appreciation not only for your kind remarks and courtesies
during the hearing, but also for the attention and initiative you have devoted to
the advancement of the enormously complex public health project.

Sincerely,
ROBERT F. HENDRICKSON,

Vice Preuident, Operations.
Attachment.
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AVAILABILITY SCHEDULE

[The quantities by package size listed below shall be available for delivery on the dates shown]

10 dose 50 dose Total doses

A. Influenza virus vaccine, monovalent, 200 CCA units/A/lNew Jersey/
1976 (cumulative doses):Oct. 15, 1976 .............................................. 150 0 3,oo,000 4.500,000Oct.29 19763.................0............................ 5 300,

Nov' 19 1976 ....................................... 3600000 8,000, 000 224,400,000Dc ............................................... ,000,000 2,000,000 27400,000
J8":;1 1977 .............................................. 3,000,000 5-400,000 35,800,000

B. Influenza virus vaccine, bivalent 200 CCA units echl/AJNsw Jersey/
1976- ictWia3P75 (cumulative doem):

.6 .................................................. ....... 800000 80,000
Oct. 15,1976 .............................................. 1, 500, 000 900,000 3,100,000
Oct. 29, 1976 ............................................................ 1, 300, 0 4 , 000

Mr. ROGERS. Have you been asked to produce all that you can?
Mr. HENDRICKSON. Yes; we have. The key date for us was how

long would the CDC continue to accept deliveries. Our initial informa-
tion was that they would not accept deliveries beyond December 3.
They have now indicated that they will accept deliveries through
January 15.

Based on that date we are extending our production runs to accom-
modate the additional doses during that period. That amounted in
our case to some 8.4 million additional doses.

Mr. ROGERS. Do you have the necessary insurance?
Mr. HENDRICKSON. Yes; we do have the necessary- insurance.

If I may, I would like to repeat again that we are doing this entire
program on a nonprofit basis.

Mr. RooEW. I understand the.t.
Mr. HENDRICKSON. In our case that includes both the A/Victoria

and the A/Swine.
Mr. RoGERS. Both?
Mr. HENDRICKSON. Both.-
Mr. ROGERS. The committee commends you and I think you

should be publicly commended for that.
Mr. HENDRICKSON. Thank you, Mr. Chairman.
Mr. ROGEWS. As I understand it then you have entered into a

letter contract?
Mr. HENDRICKSON. Yes.
Mr. RoGERs. You are producing all that you can?
Mr. HENDRICKSON. Yes.
Mr. ROGERS. And you do have your insurance coverage?
Mr. HENDRICKSON. Yes.
Mr. RoGERS. You see no problem. Has there been any delay

because of action by the Department as to labeling, batch specifica-
tion?

Mr. HENDRICKSON. You have to say relative to what. Relative
to the June proposal, yes. At that time we assumed we would have
labeling and the formula before the end of June. The actual formula
was not made available until late in uly and the labeling late in
August. But that has in no way held up the total number of doses
that we are going to supply. It only has changed some of the delivery
dates, the interim dates in the program.
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Mr. RoaERS. And delayed the earlier (late?
Mr. IENDRICKSON. Yes.
Mr. ROGERS. Thank you.
Mr. HENDRICKSON. Thank you.
Mr. ROGERS. Could we hear from Mr. Lamb, general counsel of

M errell-National.

STATEMENT OF FREDERIC D. LAMB

Mr. LAMB. Thank you, Mr. Chairman.
We will, too, submit a copy of our prepared text for the record.
Mr. ROGERS. Yes; we will accept all of those for the record.
[Mr. Lamb's prepared statement follows:]

STATEMENT oN BEHALF OF FREDERIo D. LAMB, VIcE PRESIDENT AND LEGAL
COUNSEl1 , MERRELI-NATIONAL LABORATORIES, DIVISION OF RICHARDSON-
TERRELL, INC.

I am Frederic 1). Lamb, Vice President and Legal Counsel of Merrell-National
Laboratories.

Following the March 24 announcement by President Ford of the Nationwide
Influenza Immunization program and without any contract with the government,
Merrell-National Laboratories initiated the production of swine flu vaccine bulk
concentrate. This effort included significant Investments in new equipment, an
expansion in facilities and additional people to help produce about 50 million
doses of vaccine-that which our company envisioned as its 3ith share of the pro-
jected need for 200 million doses of swine flu.

On June 15, Merrell submitted Its response to the CDC's request for proposal.
We indicated a willingness to supply about 50 million doses of vaccine. First
delivery of the vaccine was to be made beginning July 19 with the total shipped
by mid-November.

Our proposal was conditioned on three important factors:
1. That the company receive the specifications for the vaccines by June 25 and

the approved labeling by July 15;
2. That by early July Congress pass the necessary legislation to help provide

insurance or equivalent protection against potentially broad exposure to personal
injury lawsuits; and

3. The contract quantities of vaccine required by CDC be committed by
July 6.

N one of these conditions occurred; nevertheless, Merrell-National Laboratories,
even after these dates, continued the production of bulk swine flu vaccine con-
centrate to enable it to have available approximately 50 million doses. The
delays, howeVer in turn delayed our ability to pool, vial and package the bulk
vaccine. The labeling operation, which is part of package also was held up
pending the government's development and approval the final labeling
which became available on September 2. Nevertheless, for the past several weeks
we have been pooling and vialing the vaccine for delivery at the earliest possible
date with our Swiftwater, Pennsylvania, biological facility operating at full
capacity on a 7-day a week basis.

It is now estimated that Merrell-National Laboratories will have available by
October I at least 5 million doses of monovalent and about 6 million doses of
bivalent vaccine. Thereafter as originally proposed, additional quantities will be
available for shipment at &he rate of approximately 5 million doses per week.

The total amount of vaccine to be supplied by Merrell from its present supply
of bulk vaccine wil! be at least 40 million doses of monovalent and about 6 million
doses of bivalent vaccine, all of which will be available for delivery prior to
November 30.

Depending on the assay results of the remaining lots to be released, our esti-
mate of available quantities of vaccine may be conservative.

In summary, Mr. Chairman Merrell can point with pride to its record of
cooperation In the Nationwide lmmunisation Program.

1. We proceeded at great expense without a contract to produce approximately
50 million doses of bulk vaccine as we originally projected even though Congress
had not pased legislation needed to provide adequate insurance protection.
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2. We moved forward to pool, vial and package the vaccine on a full capacity
7-day a week basis as soon as it was feasible to do so.

3. As a result of these efforts, not only will we meet our original commitment
but according to HEW estimates, we will deliver more vaccine at an earlier date
than any other manufacturer. Indeed, it appears that Merrell will provide 40-45%
of the 113.3 million doses HEW estimates will be available by November 30.

4. We have signed a contract with the Center for Disease Control for delivery
of the vaccines.

Mr. LAMB. In summary, however, I would like to say that Merrell-
National Laboratories can point with pride to its record of cooperation
in the program.

First, we proceeded at great expense without a contract to produce
approximately 50 million doses of the bulk concentrate vaccine as
we had originally projected even though Conress at that time had
not passed the legislation necessary to provide adequate insurance
protection.

Second, immediately after the passage of the legislation we moved
forward to pool, vial, and package that vaccine on a 7-day-a-week,
full-capacity basis.

Third, as a result of these efforts not only will we meet our original
June commitment but according to recent estimates by the HEW
we will deliver more vaccine at an earlier date than any other manu-
facturer. Indeed, it appears that Merrell-National will provide 40
to 45 percent of the total doses that HEW estimates will be available
by the end of November.

Finally, we have signed a contract with the Center for Disease
Control for delivery of our vaccine and are committed to deliver
46 million doses. Of that, 40 million are monovalent and 6 million are
the bivalent. This is a conservative estimate. We nre certainly planning
to deliver more than that.

Mr. ROGERS. What about continued production, Mr. Lamb?
Mr. LAMD. Let me clarify the record on the facts, sir. We did hear

some testimony previously on this. We produced bulk vaccine con-
centrate equivalent to 50 million doses. We discontinued the produc-
tion of the bulk concentrate which is produced in the eggs in early
August. It was not until September 7 that we received the September 2
letter from Mr. John Williams, of the CDC, Lskim g if we would go
back into the egg production.

I might point out that it was on August 13 that we received a
telegram from Mr. Williams pointing out that the estimate with
regard to the monovalent vaccine, the minimum guaranteed purchase
for the total program, was reduced from 100 million to 50 million
doses. We have almost that many, ourselves.

So it was only by the end of last week that we learned that thn
CDC planned to allow a delivery date in January. The letter that
was written on the 2d of September, received on the 7th,
mentioned the date of December :3 for delivery. We did not feel at
that time that we could gear up and get into the production of bulk
concentrate and produce an) meaningful quantities by that date.

However, by the end of last week we were informed of the January
15 date. I told Mr. Williams that under these circumstances we would
be able to and would commence to produce meaningful quantities
if the CDC would tell us what they want and when they want it.

Mr. ROGERS. Have they told you yet?
Mr. LAMB. No, sir.
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Mr. ROGERS. I think Dr. Sencer said he would tell you right after
this meeting.

Mr. LAMB. I am waiting for the meeting to end.
Mr. ROGERS. Let me ask you to tell us as soon as he tells you.
Mr. LAMB. Yes.
Mr. ROGERS. If he has not told you today we will find out why.

I can't understand why that has not been done. Do you have in-
surance now?

Mr. LAMB. Yes.
Mr. ROGES. When did you finally get your insurance?
Mr. LAMB. We learned of it at 5 o'clock last Friday evening. We

signed a contract this morning.
Mr. RoGERS. As I understand it, you have entered into a letter

contract?
Mr. LAMB. Yes, sir.
Mr: ROGERS. You are willing to produce more if they will tell you

what they want?
Mr. LAMB. Right.
Mr. ROGERS. You do have your insurance?
Mr. LAMB. Yes, sir.
Mr. ROGERS. What was this telegram saying they were reducing

their demand from 100 million to 50 million?
Mr. LAMB. In the original proposal of the contract which was sent

out in June, there was a mimmum-maximum quantity estimate
provided in the contract because there were no specific quantities
per manufacturer. The minimum-maximum on the monovalent was
100 million to 160 million (loses. Bivalent was a minimum-maximum
of 20 million to 40 million doses.

On August 13 we did receive a telegranT saying that the minimum
guarantee for the monovalent vaccine to be procured for the project
was to be reduced to 50 million doses. That was confirmed to me by
letter of the same (late.

[The confirmation referred to fol!'ws :]

[Telegram]

DEPARTMENT OF I[hEAI!, EDUCATION, AND WELFARE,
PUBLIC hiEALTH SERVICE, CENTER FOR DISEASE: CONTROL,

Atlanta, Ga., August 13, 1976.

CONFIRMATION
Re RFP 76-33(N) Influenza Vaccine.

GENTLEMEN: Following changes in technical requirements applicable this
date: (1) Minimum guarantee for monovalent vaccine to be procured for project
reduced to fifty million doses. (2) Total delivery required by December 3, 1970.
(3) Requirement for National Stock Number Reference deleted. (4) Added
requirement for Lot Number Reference on invoices. Request lot numbers be
limited to fourteen digits.

Sincerely yours,
JOHN L. WILLIAMS

Contracting Officer, procurement and Grants o ffice.
Mr. RooRs. Was there any reduction from any other figure givento yoil?tC. LAMI. We are a small provider of the bivalent. We are 6 million

doses total. We (1o not intend, nor have we been asked, to go into the
l)roduction of A/Victoria strain.
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Mr. ROGERS. Are you planning to?
Mr. LAMB. No, not AVictoria.The A/Swine is that which we under-

stand is the strain that CDC is requesting we go back into production
in the bulk concentrate, depending on the ultimate dosage established
for children. I assume that would be the purpose of that production.

Mr. RoGERS. Would you go into the production of A/Victoria on
your own?

Mr. LAMB. No, sir. We do not plan to.
Mr. RoGERS. After you get your license would you be selling any

of the swine flu vaccine overseas?
Mr. LAMB. No, sir.
Mr. ROGERS. Do you plan it all for use here?
Mr. LAMB. Yes, sir.
Mr. RooRS. I would like for staff to follow up on this reduction

to 50 million and get a full explanation on that.
Mr. Broyhill.
Mr. BROYHILL. No questions.
Mr. ROGERS. Have you had any delay because of labeling or

specification?
Mr. LAMB. No. From the chronology standpoint the labeling became

available to us so that we might print it on the 2d of September.
On the 13th of September, which is today, we are able now to apply
the labeling to bottles, and the package inserts were delivered yester-
day, I think.

Mr. ROGEMs. Would you let us have an outline of your schedule of
delivery for the record?

Mr. LAMB. Yes, sir.
[The following information was received for the record :]

SCHEDULED DELIVERY
Total doses

Bivalent vaccine-200 CCA units per dose: Available to ship,
Oct 1 1976 ------------------------------------------ 6,000,000

Monovaent vaccine-200 CCA units per dose:
Oct. I, 1976----------------------------- 000,000
Oct. 8, 1976-5, 000, 000
Oct. 18, 1976.-5,000, 000
Oct. 26, 197--5, 000,000
Nov. 3, 1976 ---------------------------------------- 5, 000,000
Nov. 1, 1976 ---------------------------------------- 5,000, 000
Nov. 18, 1976 --------------------------------------- 5 000, 000
Nov. 26, 1976 --------------------------------------- 5, 000, 000

Total ------------------------------------------ 40, 000, 000
Mr. ROGERS. Thank you very much.
There is a call to the floor. Could we recess for 5 minutes?
Thank you for your patience.
The committee stands in recess for 5 minutes.

rief recess.)
r. RooERS. The subcommittee will come to order, please.

We will ask Mr. Markoe, Frank Markoe, executive vice president
and general counsel for Warner-Lambert, to speak.
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STATEMENT OF PRANK MARKOE, JR.

Mr. MARKOE. For the record, Mr. Chairman, we have a statement
which will be filed.

Mr. ROGERS. We will make it part of the record at this point.
[Mr. Markoe's prepared statement follows:]

STATEMENT BY FRANK MABKOE, JR., EXECUTIVE VICE PRESIDENT AND GENERAL
COUNSEL, WARNER-LAMBERT CO., IN BEHALF OF PABKE, DAVIS & Co.

Mr. Chairman and Members of the Committee:
I am Frank Markoe, Jr., Executive Vice President and General Counsel of

Warner-Lambert Company. I am testifying in behalf of Parke, Davis & Company,
a subsidiary of Warner-Lambert, which is one of the four producers of swine flu
vaccine to be used in the Government's nationwide program.

As we have previously testified before this Committee, Parke-Davis has been
producing flu vaccines for about thirty years. In fact since the development of
its highly refined Fluogen vaccine in the late 1960's, Parke-Davis has been pro-
ducing roughly half of the nation's flu vaccine supply-about ten million doses
per year.

As a leading marketer of flu vaccine, Parke-Davis responded to the government's
urgent request in March to participate in this crash program. Working with seed
viruses provided by the government's scientific bureaus, we produced experi-
mental lots of vaccine which were utilized in the nationwide clinical program
launched by II 14W in April. The successful results of those tests conducted among
thousands of volunteers, were reported to this Committee on dune 28.

As participants in this program we have utilized all the skill and experience we
have acquired over the past thirty years, to produce a substantial volume of high
,quality vaccine which meets exacting government standards. To this end, we
have committed all our scientific resources and have been engaged in an around-
the-clock, twenty-four hour manufacturing schedule since March.

We recognize that this Is the most ambitious clinical program ever undertaken.
And we appreciate the severe pressures that this has presented to the government,
particularly to CI)C, in attempting to effectuate the program in a conscientious
manner. Nevertheless, many of these same pressures have been imposed in
even greater measure on the industry.

We have participated 100% in the government program despite the fact that
there is no signed contract, that our product liability insurance was canceled,
that until this week such basic matters as approval of labeling and packaging
instructions had not yet been received and that manufacturing instructions from
CDC were subject to significant last-minute change.

For example, in June of this year, in response to an inquiry from CDC, we
estimated that we would be able to produce 27.7 million doses of bivalent vac-
cine--that is a combination of swine flu and A/Victoria stipulated by the govern-
ment for the high-risk group-and about 14 million doses of monovalent product.
These figures were based on the assumption that all deliveries would be made by
year-end. However, in mid-August, we were informed by CDC that the final
batches of vaccine had to be received at its distribution points by December 3,
rather than the previous target of January 1. While this decision reduced the
amount of available production time by about one month, we still will be able to
meet or even surpass our bivalent commitment. Ilowever, the decision significantly
affected the amount of monovalent swine flu vaccine that could be made available.
We are now estimating our monovalent production at about 2.5 million doses
within that same time frame.

Parke-l)avis has continued to produce bulk vaccine at maximum capacity
since March 26. You may remember that it wasn't until July 22 that the manu-
facturers were provided with the final official formulas for the vaccines in this
program. This precluded any possibility of pooling vaccine concentrates into final
vaccine pools before that date.

Another crucial consideration before such pooling could begin is the stipulation
of the type of final vaccine packaging desired by the program coordinators. This
information was not available at the time the formulas were provided and, in fact,
still has not been totally resolved. There is still some question as to the proportion
of .acinv desired in 16-dose and 50-dose vials.

Nevertheless, in view of the tight schedule, Parke-Davis took a calculated
risk ton the probable decision in this matter and started pooling the week of
Augw.4t 15.
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From this point, the vaccine must go through pooling, filling, packaging final
sterility and potency testing, as well as government testing and approval. rhe~e
procedures take four to six weeks.

Please keep in mind that the entire production cycle for one lot of influenza
vaccine is approximately 90 days from time the eggs- are received until the vials
of finished vaccine are ready for shipment. This time frame, therefore, precluded
accepting eggs after September 2 in order to meet the December 3 cutoff date,
set by the government.

Thanks in great measure to the tireless efforts of this Committee, legislation
has now been passed, permitting the program to proceed despite the cancellation
of product liability insurance. As you know, the legislation provides a procedure
whereby the government is the defendant in any damage suits resulting from the
inoculation program. However, the government, in turn, is empowered to sue the
manufacturer in the event it is negligent.

You will recall that the legislation provides that the liability coverage of those
participating in the program does not take effect until October 1.

To sum up, we continue to process the vaccine on a 24-hour, 7-day basis. We
see ourselves as an essential resource in a public health program that the govern-
ment has deemed to be critical.

Considerable public attention has been given to Parke-Davis allegedly pro-
ducing-quote-the wrong vaccine-unquote. This is misleading in two respects.
First, it should be noted that the vaccine involved is a safe and effective swine
flu vaccine, but more effective against the Shope strain than against the New
Jersey strain of swine flu virus. Second, all investigations and scientific tests to
date confirm the fact that no human error was committed by Parke-I)avis.
Although the precise cause may never be absolutely established, accumulated
evidence to date strongly suggests that it relates either to natural biological
phenomenon or to the possibility that the seed virus originally supplied by the
government to Parke-Davis was contaminated.

This early Shope-effective vaccine is not included in that being supplied under
the program. However, it should be stressed that results of both government and
Parke-Davis clinical studies have demonstrated clearly that very acceptable levels
of A/New Jersey antibody are obtained in adult populations receiving this vaccine,
and would be available for use if required.

It would seem prudent to consider use of these vaccine concentrates in the
bivalent vaccine to be used for the high-risk population, comprised primarily of
adults over the age of 50. Should the government allow this use of this effective
vaccine in bivalent doses, Parke-Davis could then supply an additional 6.7 million
doses of monovalent vaccine. However, this decision would have to be made
promptly.

From the beginning of this program then, Parke-Davis has maintained the
basic posture of complete cooperation, and we are confident that the record to
date will underscore that fact.

Mr. MARKOE. Briefly, I would like to clarify some impressions that
were given which I will do briefly.

It seemed to me that it was suggested in some prior testimony
that Parke-Davis was not continuing to produce the vaccine. This is
not the fact. Parke-Davis is not only still producing, we are running
three 8-hour shifts, 24 hours per day, 7 days per week.

Second, it was stated categorically that we had refused, I believe,
to sign a contract. This is not in fact a substantive fact. We hav.,
declined to sign what we would refer to as a cosmetic contract for the
purpose of this hearing because we had no specifics in terms of quan-
tities or pricing. We thought it was the better part of business judg-
ment to have some fact in the contract rather than just it vaccine
letter of intent.

We do understand, however, that some other companies hnve
signed something this morning. We have not seen it. But we certainly
are inclined and I am sure are in a position to enter into the same
kind of.letter of intent. If that is going to further the cause any, we
will do likewise.
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Third, we have not refused, as I believe was suggested previously
this morning, to produce more vaccine. We were asked on Septem-
ber 2 whether we could produce more vaccine to be delivered by
December 3. We said we could not. This was a scientific production
fact. As of this past Friday, late in the evening, I now learn that
the December 3 date was extended to January 15. That will now
permit us to produce more vaccine.

I wanted to correct the record in that respect.
Mr. ROGERS. Yes. That is helpful.
Mr. MARIKOE. I believe that covers the position of our company

very briefly. We have since the very beginning cooperated to our
fullest ability. There has not been a single day to our knowledge
when production was terminated. We do not intend to terminate any
production in the interim period.

Mr. ROGERS. What is your estimate of production?
Mr. MARKOE. 27.8 million doses of bivalent by the December 3

date. In addition, possibly 2 or 3 million doses of monovalent.
I would like to add, Mr. Chairman, for whatever it is worth, that

our current figures indicate we are probably going to lose approxi-
mately $3 million on this project. if anybody thinks that we are
profiting from it I hope that will help to correct whatever impressions
they might have i. that respect.

Mr. ROGERs. Why would you entail a loss if you can recover cost?
Mr. MARKOE. We haven't got all our figures organized yet,

Mr. Chairman. I would like to get further into detail before we make
that categorical statement but it appears at this point there will not
be a satisfactory financial result for Parke-Davis.

Mr. ROGERS. I don't think the Congress intended that any com-
pany should have to bear the cost of the program.

Mr. MARKOE. One of our difficulties was obviously the Shope
vaccine. Although we understand from our own scientific people as
well as some of the scientific people in CDC that if an epidemic does
occur that certainly the Shope vaccine might very well be quite useful.

Mr. RoGERs. This is the Shope vaccine, the 2 million doses?
Mr. MARKOE. Yes, sir. This represents a part of that loss.
Mr. ROGERs. Have you insurance?
Mr. MARKOE. Yes, we have had it as of Friday.
Mr. ROGERS. So there is no problem now with the insurance?
Mr. MARKOE. Not that I am aware of.
Mr. RoGEPS. How much more vaccine do you anticipate you could

produce now with the January 15 date?
Mr. MARKOE. I think our maximum estimate would be-Dr. Timm,

what would be our estimate?
Dr. TIMM. Three to 5 million doses.
Mr. RoGFRS. Would that be the bivalent?
Dr. TMM. No, the monovalent.
Mr. ROGERS. Three to 5 million more. Have you experienced any

delay because of HEW's delivery of a formula or labeling, this sort
of thing?

Mr. MARKOE. I would say in the end result, no, sir, I don't think
there has been any material adverse effect on our delivery date because
of that.

Mr. ROGERS. Would you intend to sell outside the United States
once you receive a license?
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Mr. MARKOE. No, sir, we have no present plans to do so.
Mr. ROGERS. Thank you very much for your presence here and for

your cooperation.
Mr. MARKOE. Thank you.
Mr. ROGERS. Now, Mr. Burton J. Gray, vice president for adminis-

tration of the Wyeth Laboratories.

STATEMENT OF BURTON J. GRAY

Mr. GRAY. Yes, Mr. Chairman.
Mr. Chairman, I have a very short statement of-
Mr. ROGERS. It will be made a part of the record at this point.
Mr. GRAY. It is less than 200 words. I think if I could read it I

would encompass all your questions.
We have exerted every effort, Mr. Chairman, to produce as much

vaccine as possible since entering the national influenza program.
Influenza vaccine production is a lengthy and very complex process.

Wyeth will continue to cooperate to the full extent of its capabilities
in responding to Secretary Matthew's request to speed deliveries.

Our production capacity is limited by the number of embryonated
eggs which can be handled each week. Our first batch of eggs was
innoculated in January of this year. Each week since that time we have
received our handling capacity of eggs for use in propagating influenza
virus.

This effort resulted in approximately 8 million to 8.8 million doses
of bivalent vaccine in bulk and concentrate as of September 10, 1976.
It is planned that initial quantities will be available for shipment from
our laboratories later this month.

If allgoes well with the formulation and testing of the bulk vaccine
on hand, filling, labeling, packaging, and shipping of the above in
process inventory should be accomplished before the end of No-
vember. Perhaps sooner.

The formulation, packaging, and shipping schedules we have
developed are very optimistic indeed. and can be met by maximum
effort provided there are no slow-downs or failures in the testing and
releasing of the various production lots.

In addition to the above estimated 8 to 8.8 million doses of bivalent
vaccine, we expect to produce 5 million doses of monovalent for de-
livery b January 15, 1977.

Mr. oGERS. What was the first figure?
Mr. GRAY. 8.8 million doses we expect to deliver prior to Decem-

ber 1, 1976.
Mr. ROGERS. Then an additional 5 million by January 15?
Mr. GRAY. Yes, sir.
Mr. ROGERS. Thank you so much.
Do you have insurance now?
Mr. GRAY. Yes; we do.
Mr. ROGERS. When did you obtain it?
Mr. GRAY. I think we obtained it Friday. I learned of it this morning.
Mr. ROGERS. Do you have a letter contract?
Mr. GRAY. Yes; we signed that this morning.
Mr. ROGERS. Let me ask all of you this question.
Whom have you been dealing with in your discussions with HEW?'

With any one person?
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Mr. GRAY. I have had conversations with Mr. John L. Williams,
the contracting officer, and with Mr. Watson of Dr. Sencer's office.

Mr. ROGERS. What about the other companies?
Mr. ABRAMSON. In the case of Merck, we were dealing with Mr.

John Williams, who is the contracting officer on this particular con-
tract and also David Rowe who, I think, is his supervisor, Mr. Ron
Gutman, in the Office of General Counsel of HEW and several of
their audit people plus we had a team of auditors from HEW in the
preaward audit. We have dealt with a whole series of people.

Mr. ROGERS. Were you dealing with CDC?
Mr. AJBRAMSON. Primarily with CDC once we discussed the contract.
Mr. HENDRICKSON. On the technical questions we have been back

and forth in touch with the Bureau of Biologics constantly throughout
the program.

Mr. GRAY. I have talked with Mr. Gutman as mentioned by the
speaker on my right. Our technical people have talked with the
Bureau of Biologics. Most of in' conversations have been with Mr.
Williams, to some extent with Mr. Watson.

Mr. ROGERS. What about Dr. Cooper and the Secretary?
Mr. GRAY. Dr. Cooper has talked with the president of our com-

pany and I have talked with Dr. Sencer. There have been communica-
tions Vetween our company and many people in CDC and the Bureau
of Biologics throughout this period of time.

Mr. ABRAMSON. It is the same with us. In addition to the CDC and
HEW representatives, we dealt with Dr. Meyer and others at BOB.
Dr. Cooper has been in touch with various company officers and so on.

Mr. GRAY. Also our company has dealt with the General Counsel's
Office of HEW and others.

Mr. MARKOE. The experience of Warner-Lambert, Parke, Davis
has been the same.

Mr. LAMB. I have met more people in HEW and it is a privilege to
work with them, Mr. Taft, General Counsel; Mr. Bernard Finer, of
the General Counsel's Office; Mr. Barrett, of the General Counsel's
Office; a gentleman from the Department of Justice; John Kruse, of
the Dep artment of Justice. I am sure we are forgetting some.

Mr. ROGERS. I understand. We are not asking you to tell us the
name of everyone with whom you have spoken. I wanted to know the
general pattern.

Mr. BROYHILL. I think what the chairman is really asking, if the
chairman will yield, is, Was anybody in charge of this operation?

Mr. RoGERs. In other words, when you had problems whom did you
contact?

Mr. GRAY. I went to John Williams, the Chief Contracting Officer.
He is the pivot man, in my opinion.

Mr. ABRA.NMON. The same with us.
Mr. LAMB. He was the man. Dr.Meyers, with respect to specifica-

tions and labeling.
Mr. ROGERS. Who told you how much to produce? I gather some of

you have not been told.
Mr. GRAY. Mr. Williams.
Mr. ROGERS. Have all of you been asked to provide a specific

amount by January 15?
Mr. HENDRICKSON. We have and we have supplied that figure.
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Mr. GRAY. We have been asked what we could supply by January 15.
We have supplied that figure as I indicated to you.

Mr. ROGERS. They have not yet asked you to supply it?
Mr. GRAY. Yes; they have and we have said we will do our very

best to supply it.
Mr. ROGERS. How about the other companies?
Mr. LA.MB. We have been asked late last week how much we could

supply in the production of the eggs. That, is being studied by our
scientists. We will be giving them an answer. The corollary of course
is that we would like them to indicate at least what quantity they are
looking for. That figure has not yet been supplied.

Mr. ROGERS. I take it there is no single contact within the
Department because of the various phases of the production.

'r'hank you so much for being here. I think finally we are on course
now that you have your insurance. At least I think almost everyone is
ready for letter contracts and production at cost.

So, we appreciate the effort you are making and your responses to
the reque-ts of the Government. We hope that the problems we
have had and that you have had with this program will not recur in
the event we undertake future immunization programs. We will
have a.imoother way of getting things done. You may want to make
some suggestions.

I think it. would be helpful to the corninittcc if you could give us
some ideas on dealing with the bureaucracy, if you have some specific
suggestions there, or in dealing with the insurance industry. It might
be well to have your comments so that we can benefit from the
experience we have had so far.

Thank you for your presence here tcday. We appreciate it.
Our next witnesses will be from the insurance industry, Kenneth A.

Greiner, vice president of Johnson & Higgins, New York; and Henry
U. Harder, president of Chubb & Son, Inc., New York.

I believe Mr. Harder is accompanied by Mr. Baldwin, vice president
and counsel. We welcome you gentlemen to the committee.

You may proceed.

STATEMENT OF HENRY U. HARDER, PRESIDENT, CHUEB & SON,
INC.; ACCOMPANIED BY EDWIN BALDWIN, VICE PRESIDENT
AND COUNSEL; AND KENNETH A. GREINER, VICE PRESIDENT,
JOHNSON & HIGGINS

Mr. HARDER. Thank you, Mr. Chairman.
We do not have a prepared statement. Hopefully the insurance part

of this hearing will be brief. We completed the insurance program as
outlined some 3 or 4 weeks ago.

You are not interested in our problems but it, was not an easy task.
We understand that fair-minded men could differ as to the quality,
nature and extent of the risk but the underwriting community took
a great deal of explaining, teaching, if you will.

Vhis was an absolutely unique legal relationship between the
mat jfacturers, the Federal Government, and the surrounding legal
community. We have simply finished the program as originally
proposed.



We would like not to actually publish the list of carriers at this
point. It is complete. We could bind an issue today but there are
other underwriters who have asked to consider the matter further.
There are some of us who have taken more risk than we feel com-
fortable with. We hope that by the end of this week we will freeze
the arrangement and issue the policy.

This was the world market. It was substantially aided by what we
normally think of as the life insurance community in this country
and by the European insurance market. The four agents and brokers
represented here contributed greatly to the successful placement.

Mr. RoGEms. I think it would be well to submit for the record the
namesand what finally came out if you will. We will give you a week
for that, of course.

Thank you.
[The following information was received for the record:]
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SWINE FLU COVERAGE
r

Federal Insurance Co.

Aetna Casualty £ Surety Co.

Home Insurance Co.

United States Fidelity & Guaranty Company

Nationwide Insurance Cos.

American Home Insurance Co.

Northbrook Insurance Co.

Continental Insurance Co.

Hartford Accident & Indemnity Co.

Prudential Reinsurance Co.

Fireman's Fund Insurance Co.

Insurance.Company of North America

North River Ins. Co.

Travelers Indemnity Co.

Aetna Insurance Co.

Liberty Mutual Insurance Co.

Commercial Union Insurance Co.

Maryland Casualty Co.

Equitable General Insurance Co.

Reliance Insurance Co.

Metropolitan Property & Casualty Co.

Royal Indemnity Co.

General Accident Fire 6 Life
Assur. Corp. Ltd.

St. Paul Insurance Co.

Continental Casualty Company

1st Layer

$20,000,000

10%

10

10

10°

5

6"

2.5

10 1

5.

10'

No

5-

No

No

No

5
5 .

No

No

I

No'

No•

No

5d

No

2nd Layer

$200,000,000

5.0251•

10"

5-

2

1 "

2-

1"

- 5.

5.565

5.

No-

6'

2.5

No

No"

1

5-

No
2"

1'

.50

2.S

2'

I
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Truck Ins. Exchange

Lurnbtrrzens Mutual Casualty Company

Employers Mutual of Wausau

Transamerica Insurance Co.

Hanseco Ins. Co.

Lloyds of London, English Cos.
& Foreign Cos.

Penn. National Mutual Casualty Co.

*Various Cos. (See Attached)

TOTALS

1st Layer 2nd Layer

$20,000,000 $200,000,000

No .50

No 1-

No 1 1

No .50

No'., 5 -

No 17.035

.50 .25

No .625

lOO 100%
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Selected Risks Insurance Co.

Sentry Insurance Co.

Shelby Mutual Insurance Co.

Employers Mutual Casualty Co. Des Moines

Employers Casualty Co. Texas

Federated Mutual Insurance Co.

American Mutual Liability Insurance Co.

Midland Insurance Co.

Michigan Mutual Insurance Co.

743'7A 0 - 76 - 23

*Total

200,000

175,000

100,000

100,000

200,000

200,000

50,000

100,000

125,000

1,250,000

.10

.0875

.05

.05

.10

.10

.025

.05

.0625

.625
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Mr. ROGERS. Mr. Greiner.
Mr. GREINER. I don't have any further comment other than I think

we can say that there were approximately 39 companies involved as
well as, as Henry said, the Lloyds market and the European market.

Mr. ROGERS. Could you tell us what coverage is given, what the
total amount is and so forth?

Mr. HARDER. Each manufacturer will receive two policies for $55
million in two pieces, one for $5 million and one for $50 million.
Within this "letter contract" we have been hearing about we assume
there is a retention of the first $2% million of liability that each
manufacturer may have by contract to the Federal Government.

So this totals $220 million of insured coverage and $10 million of
self-insured coverage, self-insured assumption of risk.

Mr. ROGERS. Each drug company will assume the risk?
Mr. HARDER. $10 million combined. Each one is $2.5 million. You

add that across and you get $10 million.
Mr. ROGERS. What is the price of the coverage?
Mr. HARDER. The first layer of insurance, the $5 million cover, the

rice is $2,400,000. That is per manufacturer. Excuse me; $2,400,000
fr all four combined.

Mr. RoGES. That is for the four manufacturers?
Mr. HARDER. Four combined which is $5 million of insurance each

or $20 million. For $50 million, in excess of that five, each manu-
facturer or a total of $200 million, the premium is $6,250,000.

Mr. ROGERS. Total premium?
Mr. HARDER. In total.
Mr. Roomm. So it is $8 million.
Mr. HARDER. $8,650,000 total premium.
Mr. ROGERS. This covers basically what risk?
Mr. HARDER. This covers each manufacturer's liability imposed by

law for bodily injury arising out of the swine flu program and that
legal imposition ol riskis limited by contract with the Federal Govern-
ment and by the act passed by the Conress and signed by the Presi-
(lent. It is a complex and unique description of liability. It is essentially
his liability for a contaminated batch or individual dosage bottle or
individual dose of vaccine.

Mr. ROGERS. Will you submit for the record a copy of the contract?
Mr. HARDER. Yes, sir.
[The following information was received for the record :]
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SWpecia Liability Insurance Policy
For Manufacturers of Vaccine For

National SwineFlu Immunization Program of 1976

TMe undereoilned wherqe compenles, heiroirefle colc ivipy caked "Company", sash for
iw sew wyd ne r lwim, ad in w rosective proporoae hona ae eel . ae wh
tO IserWe named in the Ogtarnmo asoideraenof pay o te requred premium adsthiesh to the Mm li 4NeWy, cendhgene mid etel prevlsions .4 Whos polty to lEii M tolbwe:

I. RM A ANESIP 1115

L. Pftt MAW.UA t 12,79ltoAt 1, 1977

& LM OF €OCiPCA'S LIA ITY: ($5.000,000) Five Million
Dollars total rNlicy aggregate excess of tfe insured s self
inured retention of ($2.5.000) Two Midln Five Hundred
Thousand Dollas M the agregMe

4. PIEMUtt

M MOW -IX
Ih Comply wi pay an behalf of the bared al Us MKih

the itdshal " become leldy Obligated to pay to the United
States as dames because perseof l y or de"t and a y
cots of Ibpton attriutable thereto, for which the ikuted
States sa have the ri t to recover under Sibsecton t%) (7)
ef Sectin 317 of the Public Health Service Act 142 USC 24?b)
arif et ef the doo ai of vaccm der the Naia
Swine flu hmnation Program of 1976. The Cmney shalt
have the riot ad duty to defend amy suft by the Uited States
qa st the bawye seelung fecowery for Im to whsih f
policy applies v e t ny of the allegations of the St we
gauodes false or fwrdulet, and my malie such investip
ti and settlement of any claim or suit as t deem espefient.
but the Company shell not be obligated to pay any claim or dg
mW Or to defend nY suI aMer the aplic limit Of the
ComWy's Mady has been eausted by payment of less.

YWever vaed hers.
The word "oss" means the total of:

(1) AN sums w the United States shel have the right to
recover from the Ie as dm s because of pwid
hNrYK 61 de iad any ctb of Itigatio attribuable
the under Sset () (7) of Sectio 317 of the
Public Health Services Act (42 USC 247). and
(2) AN payments made by the Compan or the bw red for
expenses, other than office expense or expenses for sal-
ariesof employees of the Company or the hsude incurred
in the investilatm. negotiation, settlement, or defense
of any claw" or Suot Ileip merus biy or deWat to
who INS polcy may apply.

The word "inswed" means the organizatm named in the
declaration, but only with respect to its habdity as a prop=
pertislpee in the Natio Swie flu Inimnuation Proem f
1976.

The terms "propam participant. "persona injury or death".
"arsM out of the administration" and "swine f vaccine"
shall lhe te saw meanonl as such terms have m the National
Swine Flu Irrnunzation Program of 1976 Act.

MPUCATWI P W
im of iL111y

Regrdless of the number of cam made or suts brought.
(1) This policy apples only with usect to bsslan
of a selmsured retention of $2.5,00000 in the aWregte,
Slid
(21 The total hMbiity of the Compy fr all such excess
b"i shal Fot excee $00000 in the aggregate

If. during the polcy period or subsequent thereto, the total
payments mae by the Compepy Am ~h s te Company's.
Int of tabifity wide this poy all hait and obitions
uer Is poh sll tepo tminte and s"a be cmr
cialy presumwd to have been discharged

The Comay my pay any part r all of the self-instred re-
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mention to effect settlement of any claim or adt aind the hewed
shall reimbmur the Company for such pad cf the self-insured
retention s has been d by the Company Within thirty days
after notffIcation of payment.
MYa Poad
This policy apple to porual or a des whenev oc

curring a tl osf adilaletratlee ofMN fe emo
dur the Policy PariO

I-I. wanr mm mT lo vu ou NOW amu
III Sllff.

Wa) th event the hmwd bom awe ol a claim or
Pdt aganst the bend or th United States which Is
rasob l to invoe t Compa)n, written nice
contai partids sfcie to idatiy the claimant
ad o rewesly obtainable Inornatirn with respect
to the ie, Pace I circumstances and ie names and
edrkesses of iable witnesses shalt be 4w by or for
the heed to the company or ny of its ad rzd
ewnts as non M practicable.

* i daim Is md or wt is kouw Nst the bwr
Sbred As immediately fr d to the Company

awry demand, notice, summons or otfe process re
celved by him or Ms re natiw.

*c The bend Ad cooperate with the Compey and withthe lA ted States as provided by the Niati n Sline F%
immition Ptoram of 1976 a, upon the Company's
reaest, asist m tng settlements, i the conduct of
uits and in forcing any right of contribution a index

nity against any person or organization who may be iale
fo prwed hWWi or da e ith respect to wichm im -am is Offorde under ft policy, and the brd sa
atn hearings aid trials and asis in secuwn aid 9vf-
ing evidence and obtanin the attaindence of wdtnese
The bas shd nowt e cep at its own cost ,wf .
Oy m a@ y paymet assum y o bion or incur
anY elpen.

t M M AM W ST MPr. No action shaft k aginst the
Company mles as a contion precedent thereto there shaft
haw bee hi compliance vMt d sibh terms of this
po noi , w b ,nt of 0 e o teids ogti to

pay shall have been fnafly determind either by judgment
agn the hmw after actual trial or by witten agree
meat of the burst the claimant amd the Company.

No parson or organization shaft have any right under this
policy to Join the Compay as a party to any action against
the shared to determine the hae'e iAity, nor *el the
Company be impleaded by the bMe or his lea rpre-
sentative. an&rpcy orm inency ocfde bm or o the
bents estate s at no relieve th Comvay of my 0 its
obligations hereunder.

3. SNN TISI. In the event of any poymen under this
P-icy. the Cmpany sha be sulogted to A the ewes
rights of recovery therefore against any paS or orpnia-
ti and b he sha execute a rid 4leivar instruments
aNd pers anM do whatever else Is necessary to secure such
rights. The m M do nothl tr ha to pr c
such rights.

4. Mc Ma Notice to agent ,or kowledg possesses by
any agent or by my other person shall not effect a wavr
or a c a in any - of this policy or astop the Cmpony
from as ing any rgt under the terms of this poly, nw
sa the tms o this poky be waived or chngd, ex ep
by etoremet Issued to fto a part of this poicy

I ASSi IT. Assinmont of interest under t policy ShAl
not bind the Company ui its Co nset Is eoorsd heon.

IL SEMATM. By accelance of this pol y, the mwd
agrees that the statements i the dederatons ae its agree.
mats ai representations, tha this policy Is issued in

n upo the trAt of such re entations and that
this Policy embodies alt aremmts existing bet the
hesed and th Coma or my of its agents reWi tothis WIS, UM.

7. MAITS= CO E AI refeences to the proisions of
Section 317 of the Pubi Health Service At of 1976 (42
USC 247) and the NaiMonl Swine Flu kneuizatl Pro-
grm of 1976 shat relae to such Act a Program as in
eft at the increptien of this policy. Any suhsan amnd"
meat change, repeal o determnat of n ity there
sh not narP the COws liat u n poky
unlessits consen isendorsadheree

A 5MI35 RlNE, e subscribng company, for itself severally and no inj y, has caused thim - to be ecton its behlf i n he respect e ata share pwrc& p set forth opposite the nae of th company and siged by As aoried
dfs o rw w sewA

te s s". I m ow
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1

Speow ExceaaLlailtybineuar ePoloy
For Manufacturers of Vaccine For •

National Swine Flu kImunization Program of 197

The udige,9Wd meaed P, , mpg ao,,o o ernefe, Cegleto edod "Company each w
Mee eaem, od neot leOay. ad In e goepee" proport o. hernae et d, agrI re ,w
one leaued named I Ose Deolaadans in caiidarallon of pope w ldimsequhs predwiued
sieet e nt 4 of y, OeleNe aod e"r peeaeM of A pelley to Inwe as maie.s

M TM hthm

2. NICY IOM MAuWst 12,1976toAugust 1, 197

. LMiT f CUPANTS MM: {$,000,000) Fifty Million
Dolls total poky aggregate excess of ($7,500,000) Se
Million Five Hunded Thousand Dollars in the aggrete.

4. Puma

The Com y will pay on behalf of the bmarnd aIl sums which
the hlare shll legally obligated to pay to the United
States as dmage because of pereal bWy er deA and any
costs of litiption attributable thereto, for which the United
States shall have the riit to recover under Subsection ( (1)
of Section 317 of the Pubic Health Service Act (42 USC 247b)
amieset aof t aimbla ise of vaccine under the national
Sw Flu Imm zato Proram of 1976. The Cempany shall
have the right an duty to defend any sut by the Umted States
against the wed seeking recovery for lss to W this
policy applies even if any of the allegations of the Wut ae
groundless, false or fraudulent, and may make sch investip.
tio and settmeMt of any claim or sut as it deems expedit
but the Company shall no be obliated to pay any ckla or pu*-
went or to defend any suit after the amicable liit of the
Comny's liability has been e Mted by payment of lea

tWherused herao
The wd ossm u the total of:

(1) AN sue Whic the Unite Steas shae Wt d ghetto
record from the bae a damages became of poi
biyw or 64 and ay costs of ltia attributable
thereto, unWer Subsecton A) (7) of Section 317 of the
Pubic Het Servic Act (42 USC 24T), and
() AM payments made by h Compay or the Irsaied for
expenses, eoer than office expose or expenses for sal-
aries of emloyms of the Company or the uare incurred
in ts investigation. negotiation, settlemt, or defase
of any claim or suit alleging erseeal iuINy r da to
which Ils poIcy my apply

The word "Insured" means the orpnization named in the
declarations, but only with respect to its liability as a piram
1lr-s111 t in the National Swi. Flu munization Program of
1976.

The tem "program participant". "prn injury or death'.
"ariig out of the adminWstration" and "swine flu vaccne"
shall have trn same meaning as such terms have in the National
Swine Flu Immunition Program of 1916 Act.

-P JCATON OF PUMI
UlmlffUabIt

Regardless of te numiw of claim made or suts brought:
(1) TWs po applies only with respect to IM excess
of $7,00000 in the awegate, and
(2) The total ability of the Copany for all such excess
less shall not exceed $50,000.000 in the aggrepte.

, during the po prid ors suent thereto the total
payments made shall exhaust the Company's
limt of liability under this policy, all liability and obligations
unde this policy shall t eepon terminate and sha be can- -
clusively presu ed to have been dischergd.

This policy applies to pKe I1 er ea whenever oc-
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caring arlg mt stIMe admsilutr W of win lk wi
drn t Policy Prid.

a~ smI. I115311s UTESE IUE EVNT Vr WCURENCL, CUi

(a) In the evnt the bed becows i s of a claim or
suit against the hird or the United States which is
reasonably Ma to involve the Company, Mittn "otice
coainig porticdas sufficient to identify the claimn
an also reasonably obtainable Worwimtion wit rape
to oh tim, placeand circumtnca and tknae and
adrsses of &alal witnesses sha be gie by or for
thebared to the company or say oflt aflored
agentssoum as pacble.

b) If claim Is made or al Is bog agins the hurd,
t hired sa inimmditely forward to t Cempony
sway dmnmd nod~es, assMna or ether process re.
ed by him or his representatives

(c) The bs sAlt cooperate with the Compeny and with
the United States a provided by tm Naiona 9w Flu
kneunization Proparn o 1976 a, upon the Cowliany's
reqes assist m ing settlemesn in the conut of
wits and i enforcing ay right of contribution or Indm
nity &ad any person or orgaato who masy be liable
for peruei bmy or dat with respect to which insur

ce is afforded under tis policy, and the ured sha
atd hearings and trials and assist m securing ad r
04 ev Yenca ad obtain the attNc of Witnesses.
The md shall O except at its o0 cost, voluntar-
Iy mat ay pe ne assume any ob a or ir

any expense".

t AMTiii LAIISI COriE?. No action sil tie against the
CO a unls asa condition precedent thereto there shall
hie been lid comnplianice wit all of the terms of ths
poky nor until the amun of the haiedw oblgatio to
pay shall have bee finally determined either by judpnent
against the bare after actual trial or by wrtten agree-
mentNo Mm be dtth claimant and the Ceaan.

No person or oranIztion sal" have any right under this
Policy to -* the Conpany as party to any action aint
n hedm to determine the sards liability, nor liii the
Compay be impleaded by th h ied or his le repen
se.e.coroo r orf the
hird's estate shall no relieve the Comn of amy f Its
dKObigti hereunder.

I. SMUTIU i the even of mny paymnt WNde this
Policy, the C;omy shall be mubrogted to d the rd s
rigt of recovmy therefore ain any person or organiz
tion a the haire shall eecute and deliver instruments
and papers and do whatever ese is necessary to secure such
rights. Nk ai M do noting after s to prejuice
such rights.

.CliEM t Notice to any agent: or knowleg possesd by
any OW or by any Dohw pSo sI not effect a waiver
or a change In ay port of this policy or estop t Company
from casting any right under the term of this pic, nor
shall the term of this - be wWd or ca Ige except
by enorsement issued to fo a pet of this policy.

5 AUIM .AsimMt of interest under this policy shll
not bind o Cmpany until i cn t Is en rsd hreon.

I KCUAAT1E By acceptance 0 te policy, Mm hired
arores that the statwmts hi tM declarations are its agree.
ments and reprosetons., that this policy is issued in
reliance upon the truth of such reprsntations avd that
this policy embodies all agreements existing bet he
h ai vid the LWpey or any of its agents relating to
thIs insurance.

1. STATTU CMI Al references to the provisions of
SAction 317 of the Public Health Service Act of 1976 (42
USC 247W and the National Sw Flu inunizatiom Pro
grm of 1976 shall rmlte to such Act and Program as in
effect at the inception Ofthis policy. Anry subsequen amn
ment. c te, repsal or determination of invalidity thereof
sW ot enlP a e Company's liability under this policy
unless its consent is mdorsed hlmon.

N 11 MS F, each subsuing company, for itself severally and not Jointly, has caused this policy to be e* etd
on its behalf in t rIspti quota share peceta s t forth opposite th n of Me company avd signed by its authorized
officrs or reprsentative*s)

"est . 16 f, itN
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Mr. BROYHILL. Where would you anticipate that most of that
premium dollar will go, to pay for what expense? That is not a profit.

since you indicated that you were having difficulty with companies
signing up to take a share of the risk, I assume that a large proportion
of that $8 million-plus premium is going to go to some expense.

Mr. HARDER. The expense side of this insurance undertaking, what
we would call the expense side, not loss or loss expense, this is the
nonloss or indemnity expense side, is very modest.

The biggest single piece would be State premium taxes, U.S. State
premium taxes. That would be about 3 percent on this category,
23 to 3 percent of the premium.

The brokerage commission has-been reduced to a level that you do
not see in ordinary commercial relationships between underwriters,
manufacturers, and insurers.

So that you would have to allocate a very high percentage of that
total premium to the risk of indemnity and defense loss, paying on
behalf of manufacturers both the cost of defending them and in-
demnity to the Federal Government who in that circumstance would
be successful in suing them in a Federal court under the contract and
at law for negligence arising out of the swine flu vaccine program.

In other words, I was afraid you were going to ask now about profit,
supposing no loss occurs.

Mr. BIOYHILL. Are you anticipating most of that is going to pay
for loss?

Mr. HARDER. It is very difficult to divide that. We would assume
that if a loss occurs defense will be very expensive.

Mr. ROGERS. I think they are saying you are paying for their
assuming some of the risk.

Mr. HARDER. We have not tried to divide in this case. We have no
experience on which to divide the probability of loss between in-
demnity and defense cost.

Mr. RoGERS. Is this a straight premium?
Mr. HARDER. It is a straight, flat, not retrospectively rated.
Mr. ROGERS. So if there are very few claims this will be a good deal

for you. If there are many claims it may not be.
Mr. HARDER. It may not be. On the other hand, the insurance

underwriter's profit can only be determined when you add this ex-
posure to his other undertakings and draw a bottom line at the end of
the year. Any one transaction you cannot cost the way you do a
manufacturer.

Mr. ROGERS. I think we have the picture very clearly.
You have now entered into the necessary agreements with the

companies as I understand it.
Mr. HARDER. Yes, sir. At this point it is largely verbal.
Mr. ROGERS. I would like you to put on the record what you are

hearing about insurance coverage for health departments, hospitals,
volunteers, employers allowing use of their facilities, and so forth.

We will have to recess for another 5 minutes, I am sorry. We have
one more witness after you. So, if we could discuss this briefly as soon
as we come back, we will let you go.

The committee stands in recess for 5 minutes.

k brief recess.]r. RooERS. The subcommittee will come to order, please.
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If you could just give us a brief comment if you have heard any-
thing with respect to insurance for other participants in the program.

Mr. HARDER. I have not. I just read the letter Mr. Hyde had
received from the hospital association. It would be in every interest
of the underwriting insurance community to not encourage charges
of any sort for administration of the swine flu program.

The various insurance associations, I am sure, will do their best to
make it clear and will directly contact the insurance companies in-
volved in the hospitals particularly. I have not had any conversations
in the business to know that the insurer would not charge. We would
not want to stimulate that by any kind of premium processes or
underwriting process.

Mr. ROGERS. Thank you very much.
Our last witness is Marica Greenberger.
We welcome you to the committee.
Susan Marks, we welcome you also to the committee.
Your statement will be made a part of the record [see p. 342] and if

you could just summarize for us your main points it would be helpful
to the committee because I think we are going to have another vote
very soon.

STATEMENT OF MARCIA GREENBERGER, ATTORNEY, AND SUSAN
MARKS, LAW STUDENT INTERN, WOMEN'S RIGHTS PROJECT,
CENTER FOR LAW AND SOCIAL POLICY

Ms. GREENBERGER. Yes, sir.
The subject of our statement today is the consent forms which

have been proposed to be used in the flu vaccination program. We
are concerned that these forms are not adequate and that as a result
the informed consent will not be secured from individuals before they
are given the vaccination.

We are concerned, first of all, that if informed consent is not secured,
there is obviously a volition of the act as well as public policy.

In addition, the Federal Government, because of the insurance
rovisions found in the act, will be subjecting itself to large possible
abilities for the failure to secure informed consent and a possible

drain on public funds that could otherwise be avoided if proper
forms and proper procedures were established at the outset.

I would like to go through, if possible, the basic concerns that we
have with the form.

Mr. ROGERS. If you could just point it up quickly for me that would
be helpful.

Ms. GREENBERGER. Yes, I will.
First, as I am sure you are aware, the original form which was

established-
Mr. ROGERS. Now, this has been amended.
Ms. GREENBERGER. Yes.
Mr. ROGERS. What other changes do we need to make?
Ms. GREENBERGER. The first form was amended at the suggestion

of the National Commission for the Protection of Human Subjects.
There was a second introductory statement that was intended to
reflect the concerns of the National Commission.



The Commission met this weekend and reviewed the second state-
ment. As I understand it from our telephone call this morning with the
staff of the Commission, they still have concerns along the lines of the
concerns we express in our testimony about the possible inadequacy
of the revision and the fact that these revisions may not take their
concerns sufficiently into account or correct them.

One major concern is the advice being given to pregnant women
about whether they should consent to take the vaccination.

Mr. ROGERS. What is your feeling?
Ms. GREENBERGER. Our feeling is certainly not to give a judgment

of whether they should or should not but merely to reflect the
adequate statement of scientific knowledge that there are no studies
about the risks and benefits of taking this swine flu vaccine for
pregnant women.

The contrary impression is clearly given in the form. There is a
blanket statement that it is safe to be taken during pregnancy which
will still be given to women before they consent to take the vaccine.
There i an introductory statement which has a quote from an advi-
sory committee apparently intended to modify-the blanket statement
that it is safe to be taken during pregnancy. However, the introductory
statement is useful only if women reading it had a scientific back-
ground and understood the very technical language which is used
in the introduction, such as the term "contradictions."

It is our firm belief, and I think Mr. Waxman had read the state-
ment earlier in the hearing, that the statement in the introduction
is not worded in a way that most individuals would understand.
It is very confusing, it uses scientific language. Women who read it
will then turn to the next page and see a clear, simple, lay term state-
ment that the vaccine is safe to be taken during pregnancy.

We think, therefore, the forms have been made worse and -more
confusing rather than better with regard to pregnant women.

There were other concerns as well. One of the concerns of the
National Commission for the Protection of Human Subjects which
we share is that the form that the individual is asked to sign is termed
a "registration form," not a consent form.

The clear impression that people will receive is that they are
registering, not that they are being asked to give their consent. That
has not been changed. There is language now which says that you
are going to be asked to give your consent but it is not set out in a
fashion that would catch the eye. The type, the clear big type, is
"registration form," and that has not been changed.

To return to the issue of information concerning pregnancy, the
improper statement which will still be given to pregnant women
concerning safety during pregnancy is especially troubling because
of the fact that the Government is at this very minute giving out
information which continues to be misleading.

We attended a consumer representative meeting with the Food
and Drug Administration last week on September 8 and requested
that the swine flu program be placed on the agenda. It was on the
agenda. For the information of the national consumer representatives
present, an FDA consumer memo was circulated and is attached as
exhibit C to my testimony.
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It is a list of questions and answers concerning swine flu and the
vaccination. There is a question on the second page, "Is it safe for
pregnant women to get the vaccine?" The answer on the form says,
"Yes, flu vaccine can be taken safely during pregnancy." That is
obviously not a correct and full forthcoming statement of what is
truly known about the safety of swine flu vaccine during pregnancy.
Wa asked whether a new form was being prepared and there was not
a clear-cut answer whether a new form would be prepared. We then
asked whether as of that time the FDA would agree to stop sending
out the misleading memo and they refused to commit themselves
to stop sending out the misleading memo.

As a result we have a situation where the Federal Government is
sending out misleading information especially for regnant women.
Not only their own health but the unborn child's eaIth is at stake
and we have a consent form which in effect underscored the mis-
leading information that is being sent out to the population. We have
serious concerns about this. We would hope that there could be a
simple, concise, straightforward consent form which indicates the
proper information for people faced with the issue of whether to
receive the vaccine.

I might add one further note. When that confusing statement in
the introduction to the consent form was read earlier, I think it was
Dr. Cooper who stated, well, what they intend to say is the women
should ask their physicians. We would think that was a very important
bit of information. That is just the sort of information that should
be in a consent form and pregnant women should be told to ask their
physicians first. That would be a crucial bit of information we would
ask be added.

[Ms. Greenberger's prepared statement and exhibits follow:]
STATEMENT OF MARCIA GREENBERoEB, ATT RNEY, AND SUSAN MARKS, LAW STU-

DENT INTERN, WOMEN'S RIGHTS PROJECT, CENTER FOR LAW AND SOCIAL POLICY

I am an attorney with the Women's Rights Project of the Cente, for Law
and Social Policy, a public interest law firm located in Washington, D.C. Ms.
Marks is a law student intern with the Women's Rights Project. Our Project is
concerned with a wide range of issues affecting women, but has a particular focus
on women's health needs.

We appreciate the opportunity to appear before you today to discuss the
consent procedures to be used in the Swine Flu Vaccine Program.

STATUTORY REQUIREMENT OF INFORMED CONSENT

Section 2(j)(1)(F) of the National Swine Flu Immunization Program of 1978,
Pub. Law 94-380 (August 12, 1976) ("the Act"), requires that a written informed
consent form and procedures be developed and implemented to assure that the
risks and benefits from the swine flu vaccine be fully explained to each individual
to whom the vaccine is administered.

The Act properly recognizes the right of every individual to be fully informed
before agreeing to the vaccine, and the obligation of the government to provide
such information. We are concerned, however, that the government is not meeting
its responsibilities as clearly set forth in the Act.

THE CONSENT FORMS DEVELOPED TO DATE ARE SERIOUSLY INADEQUATE

1. The Original Form
The governmeLt developed forms, dated July 15, 1976, apparently intended

to serve as the consent forms required by the Act. The forms are attached hereto
as Exhibit A. These forms, one for the monovalent vaccine and one for the
bivatent vaccine, i:ot only fall to fully explain the risks and benefits of the vaccine
as required by the Act, but are actually affimatively misleading in the information
they do present.



First, the form states: "In contrast with some other vaccines, flu vaccine can
be taken safely during pregnancy." There can be no question that this statement
is not supported by the present available scientific knowledge.

There have been no tests to determine the safety of the swine flu vaccine either
for the pregnant woman or her unborn fetus. Further, there have been no studies
of the long-term effect of any vaccine on the children, and no conclusive studies
on the effect on the fetus. Finally, there have been no studies on the effect of
any vaccine on subsequent fertility of the woman.'

In the face of this absence of knowledge, it is hardly correct to boldly assert,
as does the government's form, that the flu vaccine can be taken safely during
pregnancy.

There are other serious problems with the form as well. It gives no information
concerning the likelihood of a swine flu epidemic. It gives no explanation of who
should take the monovaler i )r bivalent vaccine. It gives no information concerning
the recovery rights against the government if inured by the vaccine. And, the
form fails to give the impression that it is in fact an informed consent form.
The section to be signed by the vaccine recipient is termed a "Registration
Form," not a consent form. Vaccine recipients could easily believe that they are
not giving informed consent by signing the form.
2. The Additional Statement

After review of this form by the National Commission for the Protection of
Human Subjects of Biomedical and Behaviorial Research, as required by the
Act, several of these flaws in the government's form were outlined. The govern-
ment's response to the Commission s suggestions was to supplement the form with
an additional one page statement, attached hereto as Exhibit B.

This statement explains that it is possible that there could be an epidemic
this winter though "no one can say for sure." It briefly explains who should get
the bivalent vaccine. It gives information concerning the filing of claims against
the government.

It also addresses the issue of vaccination during pregnancy and quotes the
Advisory Committee's statement that:

There are no data specifically to contraindicate vaccination with the available
killed virus vaccine in pregnancy. Women who are pregnant should be considered
as having essentially the same balance of benefits and risks regarding influenza
vaccination and influenza as the general population.

There are obvious problems with the adequacy of this statement on the vaccine
during pregnancy. First, it Is certainly not written in lay terms, using language
easily understood by the general public. Second, it gives no information what-
soever concerning risks to the fetus. And third, it does not explain the crucial fact
that the lack of data specifically contraindicating vaccination during pregnancy
is due to the lack of any studies which show either the indications or contra-
indications during pregnancy.

However, not only is the substance of this additional statement troublesome
with regard to pregnancy, but the placement of the information ;n a second page
raises serious problems as well. Because information appears on two separate
pages, it is difficult for the vaccine recipient to follow or to synthesize. In addition,
nowhere does the signature page, termed the "Registration Form," indicate that
the information in the supplemental page should also be read. Finally, there is no
deletion of the incorrect statement that the swine flu vaccine is safe to be taken
during pregnancy.

As a result, women will be given a technical and confusing statement concerning
the absence of data showing contraindications to be followed by the clear state-
ment in lay terms that the vaccine is safe when taken during pregnancy. In short,
in no meaningful way has the misleading statement in the first sheet concerning
pregnancy been corrected.

OTHER INFORMATION BEING SENT OUT BY GOVERNMENT IS MISLEADING

Compounding the problem of the inadequate consent form Is the fact that the
government has and continues to send misleading information to the public.

For example, the Food and Drug Administration ("FDA") has prepared a
Consumer Memo on the Swine Flu Vaccine, attached hereto as Exhibit C. This
Memo was distributed just a few days ago, on Wednesday, September 8, 1976, to

' In contrast, it Is known that high fever In pregnant women oan cause damage to the
fetus.
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a meeting of FDA officials with consumer representatives. The Memo flatly states
that "flu vaccine can be taken safely during pregnancy." This is the precise
language found to be misleading by the National Commission long before the
September 8th meeting. When asked at the September 8th meeting whether
FDA would agree to stop circulation of the misleading memo, FDA officials
refused to so agree.

We are not familiar with all of the material on the vaccine published by the
government, but FDA's total lack of concern for accuracy can hardly be re-
assuring.

I xILURE TO SECURE INFORMED CONSENT SUBJECTS THE
GOVERNMENT TO ADDITIONAL LIABILITY

We are all aware of the controversy concerning the proper role of the govern-
ment in assuming liability for injuries caused by the swine flu vaccination program.
The balance struck is reflected in the Act, and provides that the government
will bear the responsibility for informing the public of the risks and benefits of
the vaccine. Thus, not only for the public health but also for the public fisc, it
is critical that the Act's requirement of informed consent be taken seriously. If
individuals do not receive sufficient information to give thbir informed consent,
the government will be liable to pay for any consequent injuries they suffer
from the flu vaccine.

The failure to secure informed consent has subjected health care providers to
legal actions and monetary judgments against them on many occasions. See e.g.,
Canterbury v. Spence, 464 F. 2d 772 (D.C. Cir., 1972); Cobb. v. Grant, 8 Cal.
3rd 229, 502 P. 2d 1, 104 Cal. Rptr. 505 (1972).

If, for example, a pregnant woman receives the vaccine based on the information
developed by the government to date, and either she or her offspring is injured,
an excellent case against the government could be brought regardless of negligence
or any defects in the vaccine. The government could find itself paying large sums
of money from public funds to compensate such women and their children for the
injuries caused.

Because of the importance of securing fully informed consent from every person
receiving the vaccine, it is imperative that the consent forms prepared by the
government be rewritten to be clear, straight-forward, and correct. Where there
is a lack of knowledge concerning the effects of the vaccine, as is the case for
pregnant women, people should be told. Further, attention should be paid to the
procedures to be used for securing informed consent. Will individuals be trained
to answer questions? Will there be a place to discuss questions of recipients? Are
there any procedures set up to monitor compliance with the consent procedures?

Unless these questions are answered satisfactorily, the entire swine flu program
will be seriously flawed.

Respectfully submitted.
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IMPORTANT INFORM. .,ATION - AE T A
ABOUT SWIJE INFLUENZA (FLU) VACCINE

(MONOVALENT)
• JdIF is, ISM8

The Diseae
Inwe.sa Ilul i% "au%.4J by viru,. When poopli; ge flu they may hive fe'r. ehi!k, hIadjdhe.
d) tqh t muwke .aches. iIltc-m. may Ibt several daysor a %eck or morc. and compklte recovery
b uiujl Ilowever. complk.ations may lId to pneumonia or delih in some people. For the ,l.'rly
aud p1etpl with dubtets or hbert. lung, or kidney diseases. flu may be espewlly ecrtou.
h t* unlikely that you have adequate natural protection against swine flu. since it has not caused
wiLepr%.ji human oulbreaks in 45 years.
The Vaccine
Ihe vi.'cine will not live you flu bcausm it is made from killed viruses. Today's flu vaccines tause
fes-er 4" fl€eiIs thin tho u.wd in the past. In contrast with some other vaccines. 1I1t vaccine
ca, I%- liken wtfely during pregnany.
Oni sltng will prolel moat people fronr swine flu during the next flu wason: however. either a
wond linl or a different dcaje nijy be required for persons under age 2s. If you are uiiJ.r 5
mii a rmwk, reurdingr nadh infnialnion i not attached. this information will be provided to you

Possible Vaccine Side Effects
Mal pepi" will hle no sid& effects from the vaccine. However. ten~efross at the site er the
%ha nu %a1-r and list for several day%. Some people will also have (f-ver. chills. headcx.e. or
Mus'"l wlhe% within Ihe first 4.j hours.
SeleW Precautions
A% with an" raccint or drug. the posihility of severe or potentially 'jiji reaction, exitt. jIow-
ever. flu vaecint hja rarely bten vqoc.iated with sevcrc -Or fatal reaclions. In some sini.res
people iew'i~ig viaccinc have had allergic reaction-. You should note very aarcl'ully the follown;

e hldrcn under a certain 3je should not routinely receive flu vaccine. Please ask about 3;e
armitallui, if Fiji iirairniun is not atfatced.

" Iopfle willh .aown allergy to egg; should receive the vaccine only under special n.c;I¢.;l
Mperviion.

* People Aith (cer should deIby Settini vaccina led until th fever Is tone.
* People who have tecrited ,noiher type of vaccine in t e past 14 days should consult a

Physician be.are Lain; the flu vaccine.
II row Iare otr que stim about flu or /7t rurch i. pleete orkI

REGISTRATION FORM
I kj1 so aid the #bore stulnle nt uhbet TVs1tr flu. th rarrite. and the spia'lt prevaoulwi. '
ADl, ,ai .amtnlt It qurliennt. inhsding qlursthin, rctardlng raceinafoss ,e'cOat rnc',r ':
jw g. r,msi w,,diF age !I. and understand the be efit% and ,iikj of lu amseainatarn. I request Ii;Jt
it I" cir. it top am ew teot i/a perve n aimed bdruw qa whom I ai tihl paretl or SUlidtlan.

SWFORMATION ON PERSON TO RECEIVE VACCINE FOn CUltJIC U$2

" t oo A

"Is U&5 ieposmef Ik~il'. UEswibek% and Wc4te P1 w Nehh S kna lee.01 1%W&I Sw.. .*Nd,..d, .-....a
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IMPORTANT INFORMATION ABOUT
SWINE AND VICTORIA INFLUENZA (FLU) VACCINE

BIVALENTT) 197
The Diseas.e

lnfluenzi filul is c'auwd by virusS. When people gt tflu they tay have fevvr. %:hill,. h,.al;..
d) ,ic'isGh or mu'k ,dis. Illness n.y list several days or a weck or inar. and Lomph.le rco-vviry
b 111-u. II4aIcr. ,ompr.,'tions may kad to pu.cumwiia or death in %oitW peo:upk. Ieir the vItlk-tv

Wi %'4pl¢ with .JmK'iors or heart. lung. or' kidney dif-,ss's. flu may be epel;ialiy Wrtasa.
I i% ulilkel) thai you have adequaie protection against swine llu. sin,:e il h^ not ;ju%-J wide .
inpraI human outbrtiks in the past 4S years. You mJy or may not ha%%: ad,:qiaat protecliun
, gingln ltkoria flu. although many Amercans had this flu last winter. It was rsponiblk for
oser I..0U0 deaths.
Th Vaccine
The 'o'iivoi will not rit you flu.Iwc;u.w it is made from killed viruses. Tqay's flu va'-inus Caua.
fes'r Wed ef'f's than those used in the past. In contrast with soee othsr vic.incs. flu vaxivms
can he fiLen %vstly during pregnancy.
Ont 4%s will prolct most peopk from saint and Victoria flu during th. next flu wa~rn; how-
eMer. 'illwr a wi'oni %hot or a different do4sge may be tequircd for prsor.t under it. 25. Ir yon
we ,tuner 5 a a notice rttarding si, in formation is not attached. this infornataim , ill he
pnn Jls it )ou -A h,. rs'tr yot re vivc the vs'¢ine.
Poss4be Vaccine Side Effects
MIu l'61lk" will have no sadr * 9i1c t.from the vacc'ne. Hnsaver. tenderess at the sie to'te
dho ma) o cur and last for several days. Some people will also have (ever. 1hillt. headadhe. or

aletk' J ' luii the first 48 hours.
Special Precautions
Ab U1ih .al ,.aCirft or drug. the rsibility of svere or potentially falal ea ;tions esi't. Ilow.
ever. flu ivi'ine has rarely -en asoijtcd wills severe or (fatla Feitioi. In "I111C in'tan'W1
people r' -siln '.caine hive had .Illerl.; reaction. You shluuld notw very %varel'ly the tullo.Ais
preeautiuv4

0 Children under a certain ale should not routinely receive flu vaccine. Please ask about a;e
limiltation if this isformi ion is not attached.

* Pcs*, %with Lnown allergy to ejgs dould receive the vaccine only under special Medical
M4 l..r Wiool.

* Pseplle vsith fever should delay Setring Vaccinated until the fever h tone.
* Piple A*ho have received another type of vaccine in the p.ast 14 days should consult a

physician before taking the fno vacine.
1 e,' oil,., .r queilioss oboit flu ar flu i cebe. tsrate ut.

REGISTRATION FORM
I horet na the #bore siiseoLraiesi about its, i ed lu i flu,,it. the ratcrine, aid hre special jr..
qrwtlioues I haIr had apt opponstilt to oil qtirititooI . irt larbig qm'|tmion rg Jrdirg racru1r:'sr

fla niu~,i .ja utr 1wrimi rider ale :3. aid edrotreijd the te ,eflir and riide al Ii:i r( it*-
lktn 1 VqlhS theil It be She anto it0e at so rite peru state d below of is to I an site pr'un otm

IFORMATION Old PERSON TO RECtIVE VACCINE OR CLINIC USE

bet VApee

- oes Ve"Ws4em

"Uwlem e 11" Let il.

eft 9;;-. b.awe ows to tool .,.. W W..e eveaWsi 0% o
.H USJ Prpmmetrav of iktl.1. C.s*86es Weton I hbl okPtr tWeIk Sfew r"4Cros rI u ew 5 AnevIa, Ci. a1)))

BER~, OR.ME
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'' -EXHI;BIT B- - -
........ SUPPLERIEUTARY rMTERIAL -- SEPTE:MIER 1, 1976

Important Infornation from the U.S. Public Health Service
about Swine Flu and Victoria Flu Vaccines

INTRODUCTIOJ
You probably have heard a good deal abuut swine flu and swine flu vaccine. You miy know.
for example. that31 sWilnt Olu cjuwd an outbreJk of socral hundred cases at Ft. Div.. New Jersey,
early in 1976-anJ that before then swine Ilu had not caused outbreaks among people since the
1920s.

With Oe val majority of Americans being susceptible to swine flu. it is possible that there could
be an epidemic this winter. No one can say for sure. Rlowever. if an epi.emc Were to break out.
millions of people could get sick. Therefore. a special swine flu vaccine has Ietn prepared and
"ested which should protect most people Aho receive it.

Certain people., such as those with chronk medical problems and the elderly, need annu:rl protect.
don against flu. Therefore. besides ptot eiton agimst swine flu, they also need protection against
another type of flu victorr. nu) tihat was .cuund list winter and could occur aiain this winter. A
separate vaccine his been prepared to gi-v them protection aiinst both t)ps of flu.
These vaccine have been field tested and shown to produce very few side effects. Some people
who receive the vaccine had lever and soreness during the first Jay or two after vac'inatlOn.
These tests and pist experience witi§ other flu vaccines indicate that anything more severe
than this would be highly unlikely.

Many people ask questions about flu vaccination during pregnancy. An advisory committee of
the Public Health Serice examined this question and report.cd that "'there are no data specifl-
cally to contraindicate vaccination with the available killed virus va:crne in pregnancy. Women
who ae pregnant should be considered as having essentially the same balance of bcnefl ts and
risks re arding influenza vaccination and influenza as the general population."

As Indicated, some individuals %ill develop tcer and soreness after vaccination. If you have
more severe Symptoms or if you have fGver vhich lasts loner ,-an 1 couple of days after
vaccination, please consult your doctor or a health worker wherever you recctne medical care.

While there is no reason to expect more serious reactions to this flu vaccination, persons who
believe that they have been injured by this %accinalion nia) hae a claim. The Congress r::cently
passCd a law providing thai such claims, with certain excttpsons. may be filed only against the
United Stitcs Goriimcnt-lf'rmiation rc rdiini the tiling of laJms may be obtained by wriuin,
to the U.S. Public Ileilth Service Claims Office, Partklawn Building. 5600 Fishers Lane. Rukvillt,
Maryt land 2 0352.

At1ached Is more Inforniatlon about flu and flu vaccine. Phease take the time to read it carefully.
You will be askcd to sign a forn indiciting that you understand this Informaition and that you
consent to va3'cantion. .
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ZXHIBIT C

(FDA
Consunr MEMO

CURRENT AND USEFUL INFORMATION FROM THE FOOD AND DRUG ADMINISTRATION

Swim Flu Vacdoe

Evey wtor. millma of Americans tid people
ar ld die world pt the flu Feve. aches ind palm, a

sednel folin o( beig idck-thes e wthe symptoms we
dl hm experienced. May of us have to stay home from
work for a few days so a week. Older people aid shoe
who we weak because of other dlnesses we hit mome
miousy. During she winter of 1975-76 about 20,000
Awmrcan died frons the flu.

The flu has plagued peO for c aurle The neso
we have not been able so eliminate the flu is iht the
virs that causes die incas cisaln its makeup perim.
kly. People caiot build up a pennant immunity so
ie flu linie it peno dly undergo c sg to a

le ce kewse degree.
Lhually the virus chans just a bode from yea So year

OWd many people who had had the flu in previous years
do not become sick because they ha immwy to a
doslym tewd virni

Oince awry see yeas or so. however. the flv virus
dumps dismataldly. When tha occus, worldwide opt-
drmcs may result because no one has any Immunay at
d I* is new irus. New strain of lu virus caused the
Asm flyi epidemic of 1957 and die Hong Kong flu eodeinc of 1968 which together killed moem Ih 100.000
people IN th United States done.

A -w sype of virus was sdrossird leat In 1976, fol-
iowlsg an oulbrek of fl a Foe Dix, Nftw Jersey. Sev.
ad hudmied recruits were lfeced. aod one died. The
smw vim was ideitlified as a swine fl4(Iike virus which is
siuiflcavidy different from the viruses which have

mused 1W sioce the 1930'. Scintisus do not know fo
Certain If this nrus will sad to the general pulatn
dorig ie next flu sm . If is don, It c caus
mlnsive Mom amd death. because people w4 not have
my inmm y to it.

The Fed .fal Goe mnt bis c m"ng an apea-
detd effort my ie Pl and private "Clon 1o ofer
1oall A m a vaccine agais snow NW virus.

ThN areea"Wen so saw of te most comnly
alted qusion about the new fl and die Federal pe

PIon no Povide vacciee foe d Aierlcaft
Q b*er is Itrde the' Awe"wf -)
A Iecam i Is ike a virus that coves Ifl in swine.

This lvis had ca4ud flu in swine fuer may yew. boo
tIe For Dix oulbrak was te int lknon example in
111e OWsd Slates %*V absiut 1910 of a persa pitg
tie wimnu. and tIraums sies is to assuthe pesmi.
About SO0 recfru t Foet Dix weioeftsed with the

Q o41 r4e A sww flu powe cam w epl un* this yew?
A We do not rally know. But scicatots think there is

a iow chance It will hit. sInce in the past every tno
there has been a dramatic chang in the vires, there has
been an epidemic the n I year.

Q Wor amw b dam o pirmein epihwslc
A The only picentive scuon we cm take is to de.

wlop a vaccine to immunize the public apinet the virus.
This will preve ie virus from spreading.

0 kh hies the GWmne'mt done'-
A In March. Congress decided that because of the

seriouesu of the threat of as eplWlni. de Federal
Goviet should buy and distnbute enous vaccine
to lnoweiim any American who wanted it. Congress
suthoded S135 million to buy and diinbou clnwSuh
vaccin foe eli Americans. 7he respuisblity fAn .4kxJs-
nating the protein was asried to te Publmc icild
Service and three of its ancks, the Food and Drug
Administrltion. the Center for Disease Control. aid the
Naional Institutes of Halth.

Q. Wwte hes bem d~an to iveksp & neredve swilare

A. In n4id-Febeusry, juN two weeks after the death of
the Frt Dix recruit. the Food and DI Admosirehatlon
set a sin of the virus to each of the four manufactue-
e keined by FDA to make flu vaccine. By mid-Apil,
plot lots of a vaccine were available frim the nunufc-
tuefs. The Vaccine was then tested in ke than 3$000
peole to wha t" n4ld effective doe is aid what
advese reucrs wouId occur.

Q WI Athe ests show P
t a

A. The tests Kowed she vaccine works in people ag
25 and m with a Iinole sh1t. They dh.ed that a
boostj duos nay be needed fu people ad 1 so 24.
They showed that more testiag neds to be done to red
a effective and safe vaccine sun toe shoel under Is.

Q Ifiseeffr-tt' UNhtMe uieru be'0
A, The sets indscaled that she vaccine deoul be

hIly eTfecive in people 25 or iet. Is was timwat
le effective in lie tests in petle Ilt so 25. "od adds-
110d testig iS being eedinshk-d with this aW pu to
deemne if a buose e do woul ilifkaly Inrate
the elfecotvees.

Q hMet ebwour ol psk topr imqv k , w i m Ark- -i.
nem side' w' Ody eg Ar hit hvws u hue Ar

Ak A tpecia vaccine is bein i~levlwil foe them. to
plowect them noo ottly aans sWe hW ut Aso Sam"n
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de A/Victoria virus. the virus that caused flu last winter.
The orderly and chronically ill -people with diabetes, or
earL. km or kidney disease-also art being advued to

be inoculated sainsa the B Hong Kong flu virus. Healthy
people under 65 need not be usoculaled against
A/Victora or I Hong Kong virs.

Q Ill( sae fo 4 PffrtM ,nmir" to get the Wdne?
A. Yes, flu vaccine can be taken safely duri ete

nancy.
Q A e ther soose situations b misah 4 pernoeff 84

nor be FVeccsl
A People ,itd fever should delay ptting vaccinated

until the fever is gone. Also, people who have received
aiothet type of vaccake within de previous 14 days
should consult a pb)suian before lakiag she flu vaccine.

ieause the vaccine is made with elgs, people who are
hi#Jy llkrg co ieg should not take it. People who
believe they are aleria. to ew should have the aleg
.confirmed before decidinS not to lake the vaccine.

Q. Serrnefl,,ses it tienre, ct i be oe ir is age -fur
txr'p, a 1e -)ew oki e. , be as kW s e ,w, 2OLyv
oldi Should such is yun prrsurl be giveit the ls

A Not until a proper vaccine dose is scleced for those
under 18. The sioe of the fersoi has nothing to do with
the effelevercss of de vaccinc. The only thing that
counts Is age. The Icasn Is that the va'ine works best
in people %ho have preliui) teen c ed to flu vs.
rimss that werec prevalent be fixr 1957.

Q.Ila "e sie.ffau don she w*m cause?
A On the basis of st tests, scene minor sid effects.

teadlerues in aim arm. l4ow fever, tlreduae-will occur Ins
less than 44% of a Lts. Serious Peactim from flu vac.
aum a very ram

Q CMa on" get mlu t at a im
A No. The flu vaccine conitans a virus that hs been

killedI The vaccine slimulatee she production of ati-
bodies in se person i ula. but cannot cam te

u.
Q How much WOe a s%* ,t shot cost?
A The vaccine itelf ik b" provided by the Federal

Government and therefore does not cost Ili coamnseor
nyhhign. The vaccine will be admilshtsied fme of chale

by various Federal, Stale, and local agrsncles at local chin.
Ica or other places. If you wih to be vaccinated by your
own physician, the cost wil be whattir die doctor
charles for givng the shot. You ishuid watch your local
newspaper for dctds about the vai dty of the vac.
cine in your area.

Q Meam I get race"Id?
A. The vacant for swine flu Is expected to be peer.

ally avlable to the the public this fl.

Q Is t& No one iorm program rViuwndy?
A Yet. No one is required to be nsalunised.

US. DMpartnment of Health. EduLcaton, and WelfamPublic Ikacsh .SUvie

Food and Drug Adminstorasm
W600 Fishers Lane

RmEvlde. Md M 652
HEW Nubliatso No. (F[A) 763027

76-871-76-----24
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Mr. ROGERS. Thank you.
Do you have any information that there are other influenza vac-

cine that place pregnant women at risk?
Ms. GREENBERGER. Mr. Rogers, the clear problem is that there

have been no studies at all indicating the safety-.
Mr. RooERs. What I am saying is, Have we had this problem

develop for pregnant women under influenza vaccine programs?
Ms. GREENBERGER. No one has looked and made studies of

past influenza vaccination programs to see whether there were prob-
lems. There has been no reporting system set forth and there have
been no prospective studies to see whether there were problems with
past influenza programs.

Mr. ROGERS. It is not that there has been. It is simply that you
are not sure whether they have or not.

Ms. GREENBERGER. That is exactly the kind of information we
would hope women would be made aware of.

Mr. RoGERS. We will take this up with the Department and try to
get some reaction from them.

Thank you for bringing this to the attention of the committee.
Thank you for your presence.

That concludes the oversight hearmng on the swine influenza
program.

Ihe committee stands adjourned.
[The following letters were received for the record:]

SOUTH FLORIDA HosPITAL ASSOCIATION, INC.,

Congressman PAUL ROGERS, Uiami, Fla., June 4, 1976.

House of Representatives,
Washington, D.C.

DEAR CONORESSMAN RooEas: Several weeks ago Joel Nitskin, M.D. of the
Dade County Health Department called this office for the purpose of discussing
the general plans for Implementing the Swine Flu Vaccination Program in this
county. Dr. Nitskin asked that I survey our member hospitals in this county to
determine those that would be willing to participate and to adhere to the general
guidelines established by the Health Department and the Community Advisory
Committee which was created ro assist the department.

By detailed letter I contacted all Dade County hospitals (38 in number) and as
of this date I have received responses from 20 stating their willingness to provide
space, personnel, and equipment for the administration of the vaccine.

After receiving these responses, It became known that there was no provision
for liability insurance coverage and even If there was such available, the cost would
range from $1.76 per patient to an amount in excess of $2.00. Insurance companies
contacted in this area flatly refuse to extend the coverage necessary to Drotect the
hospital regardless of the premium Involved.

Dr. Nitzkin has been quoted publicly that it is this opinion that the vaccine
program cannot be successful unless the major hospitals are involved.

As an Association, we cannot request or encourage our hospitals to become
Involved until or unless they can be assured that they will not become liable for
their acts as a part of a community service program.

I respectfully request that this letter be made a part of your sub-committee
hearings which I understand will be held during the week of June 28, 1976.

I personally feel that It is very unfortunate that our area hospital are essentially
being prohibited or effectively discouraged from providing a community service
which will be so vitally needed.

Cordially, IvAN 0. HARaAH, EzcCiS Director.



FEDERATION or AMERICAN HOSPITALS,
Washington, D.C., June 28, 1976.

lIon. PAUL 0. ROGESs,

Chairman, Subcommiuee on Public Health and Environment, Ifltersate and Foreign
Commerce Committee, 5125 Rayburn House Office Building, Washington, D.C.

DEAR MR. CHAIRMAN: At the June meeting of the Board of Directors of the
Federation of American Hospitals, a resolution was adopted expressing the active
support of the nation's investor-owned hospitals in the mass immunization pro-
gram against swine-type influenza. That resolution is appended.

In response to the President's request for provider cooperation, we have recom-
mended to our member hospitals that they dispense the vaccine voluntarily
without charge and otherwise assist in community efforts designed to meet the
goals of the program. As you know, we represent approximately 1,100 hospitals
with over 111,000 beds. In a number of cases, investor-owned facilities offer the
only care available to communities in the rural south and southwest. We believe,
therefore, that we can make a substantial contribution should the immunization
program go into effect.

One area of concern addressed by the resolution is that of professional liability.
As yotj know, this Is a common concern shared by both manufacturers of the
vaccine as well as direct providers. Although we stand ready to volunteer our
efforts, If the program Is to Ie a success, it is essential that those active in its
implementation are protected. Because of the massive nature of this undertaking,
we urge that concommitant with passage of the swine-flu legislation, an Indemm-
fication provision be included. Individuals receiving the innoculation should be
required to sign an informed consent document waiving the provider from allres poansibility.

sk that this over letter, as well as the attached formal resolution of the
Federation's Board of Directors, be included in the record of the hearings on
swine-flu.

Thank you for this opportunity to present the support of investor-owned
hospitals in this public service undertaking.

Sincerely, MICHAEL D. BOMBER,

Direor, National Offices.
Attachment.

RESOLUTION ADOPTED BY BOARD Or DIRECTORS, F-DERATION or AMERICAN
HOSPITALS, JUNs 21, 1976

Whereas scientists have now identified the cause of an outbreak of influenza at
Fort Dix, New Jersey In February 1976 as a swine-like influenza virus which in
some ways is similar to the virus suspected to be the cause of the great 1918
Influenza which resulted in a world wide death toll of more than 20 million; and

Whereas science has now given us the-ability to effectively prevent the disease
through vaccines; and

Whereas in March 1976, the Presdent of the United States requested Congress
to appropriate funds to implement a maws immunization campaign against the
swine-flu influenza in the United States; and

Whereas the Congress of the United States in April 1976 enacted and the
_President signed into law a Special Appropriation bill of $135 million to finance the
National Influenza Immunization Program, of which amount about $100 million
will be used to purchase vaccine with the remainder to be spent on public educa.-
tion influenza research, and distribution of vaccine to thpoe who administer it; and

Whereas all public and private health providers and health facilities have teen
requested by the President and the Secretary of HEW to cooperate in the distK-
button and the administration of the vaccine; and

Whereas an obstacle to industry cooperation in such a program Is concern over
potential malpractice insurance premium increases or policy cancellations:
Therefore be It

Resolved, That the Federation of American Hospitals and its member hospitals,
representing the investor-owned hospital industry, speaking through its duly
elected Board of Directors, do hereby endorse and pledge owtr support to
program designed to protect every Individual against a potentially serious health
threat by recommending to our membership that where practicatheir facilities
be offered voluntarily without charge for the administration of the vaccine and that
their hospital staff and others in the communities be encouraged to donate their
time to assist in this public service undertaking; and be it further
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Res/oed, That -he Federation of American Hospitals and its membership do
hereby urge the Congress of the United States and where required the legislatures
of the several states to pass legislation to indemnify both manufacturers of vac-
cines and health providers and their agents assisting in its distribution and ad.
ministration against claims attributable to innoculation with the vaccine, and that
posseslon by the health provider of a signed "informed consent" document from
the person receiving the inoculation shall relieve the health provider of all
responsibility for claims attributable to inoculation of the vaccine.

AMERICAN ACADEMY OF PEDIATRICS,
DEPARTMENT OF GOVERNMENT LIAISON,

Arlington, Va., June 30, 1970.
Hon. PAuL G. Roosas,
Chairnm'n, SubcommiUee on Public Health and Environment, House of Repro-

uentaliu, Washington, D.C. •
DEAR MR. RooE-Js: This communication and the enclosures are submitted for

the record of the Subcommittee proceedings on the subject of the national effort
directed toward protecting the nation from the A-New Jersey-76 influenza virus.

The Executive Board of the American Academy of Pediatrics at its April 1978
meeting considered the planned nationwide program of immunization against the
A-New Jersey-1970 Influenza virus, particularly the program's implications for
children. The Executive Board is concerned about the "liability" problems in-
volved in this nationwide program. A policy was adopted stating that' unavoidable
side effects which follow immunization procedures given at the recommendation of
public health officiaLs for the public good, shall be regarded as a public responsi-
bility" and that the Academy will "support the concept of government indemnifi-
cation" for unavoidable accidents resulting from such immunization programs,
along with a "hold harness" provision for medical personnel involvedwith the
actual administration of the vaccine to children.

The testimony before the Subcommittee oh Mohday, Jqne 28, made It clear
that drug manufacturers and/or their insurers will face substantial outlays in
defense or any and all legal actions which may arise as a result of the swine flu
program. Since it is commofi practice among the legal profession to join all pos-
sible responsible parties, it should be clear that the medical and other personnel
participating in the nationwide mass immunization program also face a substantial
problem in regard to the defense of actions--especially In Instances where such
personnel have not been negligent. Should the Congress decide to adopt an in-
demnification program, it is recommended that such measure not be limited to
drug manufacturers but indeed include the participating personnel and sponsoring
agencies.

During the hearings some concern and reservation was expressed regarding the
possible precedent setting value which the matter of indemnification might have
in regard to other vaccine programs. Appended to this communication is a copy
of a Commentary from Pediatrics on the matter of patient compensation for those
sufferIng untoward reaction to vaccines. If it is a national policy that all citizens
should receive the swine influenza vaccne, and the Assistant Secretary for Health
has testified that the program goal is to Innoculate 95 per cent of the population,
then it seems appropriate that indl¥iduals participating in this effort of the
federal government should not be penalized or their participation-neither the
patients who may suffer severe disabling reactions nor the professional who
followed established protocol.

Also appended to t letter is a draft of four options which the Subcommittee
may wish to explore as the need for a policy regarding "immunization accidents"
is addressed.

Sincerely yours, RostRT 0. fRuzz% M.D.,

Rmctdir Direor.
Enclosures. [I'rm Pediatrtcs, Ausust 19TS]

IMMuNiSAtON "DYsPRAcics": THe Nzzn Fon "No FAUTW" IN sURANc

We are on a collision course in many areas of the United States& A number of
states have passed compulsory immunization laws for school children, yet the
majority of the vaccines required in fulfillment of these laws have a specific In-
cidenoe of adverse reactions. These range from mild fever or irritability to en-
aephalitis or paralysis. True, the incidence is small, but it is reaL For live oral
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trivalent poliovirus vaccine, for example, the package Insert cautions that "the
possible low level of risk to the vaccinated subject or to close contacts [should)
be considered at all times."Yet what recourse does the one person In tens of thousands suffering an adverse
reaction have? Is the paralyzed vaccinee the victim of medical malpractice by the
physician or drug company? Rather than malpractice, te resulting adverse
reaction would appear to be "dyspractice." As used in tils Context, dyspractice
pertains to an undesirable, yet unavoidable, result of practice In contrast to
malpractice which implies reprehensible ignorance, negligence, or criminal intent.
It would be difficult to support a charge of mrlpractice against the physician in
the package insert, especially i he is carrying out a legal mandate to immunize.

Is the drug company at fault? It would be unfair to judge it liable if the man-
ufacturer has complied with the rules specified In the Code of Federal Regulations
for the preparation of the product. If the federal government has approved the
safety and efficacy of the vaccine and the state government has required its use,
is It fair to have the manufacturer sued for the rare but expected adverse
reactions?

Is the patient at fault? The government has required the immunization and
sponsored programs to carry out its regulations. No shot, no school Presently
the only recourse the patient has is to sue the manufacturer, physician, or govern-
ment. Should a patient who has been paralyzed, for example, suffer the trials of
his misfortune for years while his case is tied up in the courts, or should he re-
ceive prompt settlement based on a fair scheule of compensation? And even if
he wins a law suit, should he have to pay out a significant amount of the judg-
ment for legal fees?

The answer to all of the questions posed above is "no." Of course, if mal-
practice has occurred (e g improper manufacture, improper administration)
then a suit may be justified. In -the majority of cases, however, there is no one
at fault, and dyspractice, not malpractice, has occurred.

If society is to benefit from immunization practice, as it obviously does-
witness the dramatic decline in poliomyelitis, measles, diphtheria, and other
diseases-then society, through its government, should logically be responsible
for immunization dyspractice. Society-not the manufacturer, the physician, or
the patient-should support those who suffer the adverse consequences of our
laws. Other countries have done so. Denmark, Germany, and Japan have enacted
legislation to reimburse those who are the victims of the Immunization laws.
The Danish law calls for "Indemnification from the Treasury" to those who have
had a "loss or reduction of economic capacity caused by disablement or for loss
of supporter if the cause, with reasonable probability, can be ascribed to immuni-
zations which presently are enforced or recommended by the Danish Health
Authorities." I

The magnitude of the problem is not enormous but it is of great significance to
those involved. Government agencies such as the Social Security Administration
or Workman's Compensation Boards could serve as the means of initiating and
carrying out.a program of "no fault" insurance coverage for accepted routine
immunization procedures. A one cent (or less) surcharge on each dose of all vac-
cines manufactured would probably be sufficient to create an adequate trust fund
to carry out this program.

We should not wait for a series of expensive legal suits to be filed before acting.
We immunize our children to prevent disease. We should do no less than to im-
munize- ourselves with preventive legislation for "no fault" insurance against
immunization dyspractice. RICHARD D. KRUGMAN, M.D.

Unitraitly of Colorado Medical center.
"HOLD HARMLESS" OPTIoNs FOR PiISICIAN--SWINz FLU PROGRAM

AUWhORIZE SECRETARY OP HEW TO VURCVAS% LIABILITY INSURANCE

Amend the Public Health Service Act to Include: The Secretary shall provide
liability insurance for any medical, nursing, or other licensed health care personnel
(performin within the scope of such license) for damages for personal injury,
including 4eath, which may result from the administration or use of any vaccine
or biological product purchased by, or provided to the general public at the recom-
mendation of, the Seeretary or his designee.
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AUTHORIZE SUIT AGAINST FEDERAL GOVERNMENT

Amend Federal Tort Claims Act to authorize the Government to accept the
legal responsibility for a judgment against individuals participating In public
immunization programs when vaccines being utilized have been purchased with
federal funds and the administration of such vaccines at the recommendation of
public health officials as being in the public interest.

The bill should provide for an exclusive remedy against the United States in
suits resulting from any adverse reaction to immunizations, such suits being
directed to a federal court with the government as the defendant under the
Federal Tort Claims Act and with the Justice Department responsible for de-
fense. Any liability resulting from such cases wouldbe the responsibility of the
federal government. The bill might also provide the government the authority to
purchase limited coverage of medical liability insurance.

GOVERNMENT INDEMNIFICATION OF PHYSICIANS

If any action is brought in any state or federal court based upon any claim that
a physician-who administered any vaccine or drug product purchased with or
made available through any funds authorized or appropriated under this act-is
liable for any loss or injury suffered by any person in connection with or as a
result of the administration or use of such vaccine or biological product, the
United States shall indemnify such physician against any liability or other costs
incurred In connection with any such claims. Provided, That such Indemnification
shall be made only if such vaccine is administered In accordance with guidelines
established by the Secretary of HEW.

Claims for indemnification under this provision shall be submitted to the
Secretary of HEW who, upon determining that indemnification is due and the
amount to be paid, shall refer such claims td the Secretary of the Treasury.
The Secretary of the Treasury shall pay out of monies in the Treasury not other-
wise appropriated the claims referred to him for payment by the Secretary
of HEW

Proposed outline of a federal patient compensation program for vaccine
related injury.

Develop authorization in the Public Health Service Act which provides:
(1) Hold harmless or no fault protection for professionals who may administer

biologicals In conformity with recommendations of the Secretary or his designee.
(2) Patient benefits as may be prescribed through a system comparable to

the Workmens Compensation Program (or any program providing relief to victims
in human experimentation programs)-determine scpe of benefits (amount);
determine when benefits stop or are reduced (after giunful employment found).

(3) Panel of professionals would determine (a) causal relationship of biological
to injury-if so, fund covers patient (unless gross negligence by mfgr.)-if not,
other relief nust be sought.

(b) absence of gross negligence by professional-if so, fund covers. patient-if
gross negligence, professional has no 'hold harmless" protection (assumption is
patient would be free to seek relief in courts).

(4) Funds for patient benefits to be derived from levy upon manufacturers
for each dose of vaccine produced.

(5) Coverage extended to any biologicals administered in accord with recom-
mendation of Secretary or his designee (Center for Disease Control).

UNIVERSITY OF KENTUCKY
ALBERT B. CHANDLER MEDICAL CENTER,

Hon. PAUL 0. ROGERS, I eington, Ky., July 1, 1976.

Chairman, Subcommittee on Health and the Bnpironment, Commitee on Health and
Safety, Houaf of Reprsentative8, Washington, D.C.

DEAII MR. RoGRs: I wish to correct certain inaccuracies In the testimony
presented before the Ijouse Health Subcommittee on JUne 28, 1976, by Dr. Sidney
Wolfe and Ms.' Anita Johnson of the Public Citizen's Health Research Group.'
Item 5 of the summary of their basis for opposition to the swine influenta immuni-
ration program Incorrectly attributes a statement made by me to Dr. M. R.

I Editor's note: 8 letter dated ,ul 1., 1970. from Dr. Wolfe, p. 148, this bearing, and
ltter dated ,Ttly 12, A.6, from r. Muck, p. 19, the bun I
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Hilleman of Merck Shaxpe & Dohme Research Laboratories. Further, the state-
ment was quoted out of context, and given a different meaning.

The comment in question was made by me at a Bureau of Biologies Workship
on March 25, 1976. Prior to my comment other participants had advocated the
inclusion of influenza B antigen in the vaccine, as in previous years. Reasons why
this could not be done were then cited by several others. My statement related to
the fact that justification for deviating from past influenza immunization policies
.w. procedures--i.e., providing federal funds for a special program-had rested
on the appearance In man of an A antigen to which a large proportion of the
public had little or no serum antibody.

A copy of my statement as it appeared on pages 86-87 of the transcript of the
meeting is enclosed, as are several preceding pages to place the statement In
perspective.

Thank you for your consideration.
Yours sincerely, W tIAM S. JORDAN, Jr., M.D., Profuaor.

Enclosure.

Dr. MEYER. No, I didn't say it. I said that the way the government program Is
in draft form and trying to be gotten into Congress and the way, at least, it Is
proposed is that the government would purchase monovalent swine for all of what
we call the ordinary citizens. The government would purchase a bivalent A/swine/
Victoria or whatever the bivalent combination is, for whatever is defined as the
high risk citizens and the government would try to work with the states and with
the private physicians to get both of those two types of vaccines into people,

That would not preclude the use of monovalent B as a separate material, but
It would not be part of the government purchase.

Dr. DAVENPORT. That just makes absolute nonsense to me. If you want to
prevent yourself from dying from Influenza B, it is out of your own pocket.

Dr. SEAL. That is the way it has been in the country for quite awhile Fred.
Dr. DAVENPORT. Well, this is what we are trying to change, John. This is what

we are tying to change.
Dr. SEAL. Well, I haven't even seen this thing. All I know Is what Dave was

saying last night.
Dr. MEYER. Let us hear from the manufacturers.
Dr. BERNSTEIN. You know, the question you may be overlooking, I have heard

at the previous meetings that there is somewhere about 40 or 50 million people
that are in the high risk group. I don't know whether that is correct or not, but only
about 20 million get immunized. Now, if there is a program, an educational
program to increase the use of vaccine and those physicians, for whatever reasons
in the ast have not immunized their high risk patients, they will become alert,
they will have a bigger demand than the so-called conventional 20 million doses
for the high risk group.

So, the calculation of having enough for a bivalent, say, Victoria/swine, may
not be enough.

Dr. MEYER. My calculations are very rough calculations. I am sure one thing
is, is that, you know, you are going to have to define the CDC-this gets to
delivery systems-the CDC is going to have to define who they are going to con-
sider the high risk group from the standpoint of how you are going to organize
to go toward the high risk group and that Is not, at this moment, completely
defined.

Dr. BIaNSTEix. As Dr. Davenport points out, there are physicians who are
alert and knowledgeable about flu Immunization and you know, the are aware of
B's and A's. They aren't all completely ignorant and they too then would say, well,
why isn't there a B in there? You know what does that present to the manufac-
turers. You know, you supplied us with A and B and will the CDC say no B is
necessary?

Dr. MEYER,. Let me make one thing perfectly clear, is that, first of all, I am in
the role of trying to explain what the status of things Is. I don't ui4quely make pol-
icy for the American Government. In fact I have very little to do with the making
of policy for the American Government, but I am trying to get out for discussion
some things I think need to be discussed but there are seVeral things I think one
can predict with some confidence. One can predict with some o Afldence there is
Cgol, to be a program, to give multivalent swine to all ordinay AmericanA and It

gong to be a hell of a job to both make It and also, deliver It In a reasonable
time frame.
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It is going to tax everybody's facilities to the maximum. One can also predict
it would sound like from what Dr. Sencer told me last night at 10:30, that It is not
going to be likely that the government is going to be in a position at this stage to
try to purchase the B vaccine. That is the conclusion-now, as I said, I also would
be very much surprised if the Advisory Committee for Immunization Practice
or if our advisory committee or any other advisory committee took a stand that
it was unreasonable to use B vaccine and so I would presume it would be likely that
those committees would encourage the use of B vaccine but through the same
private sector distribution situation you had in previous years. That is a guess.

combinations, there are lots of ways It could be done. I guess the most confounding
problem here, In a sense, Is the enormous pressures and problems of trying to
dialogue between a whole host of groups and committees and try to put forward
a plan that has to go into what you call the political process which is another
process and get that thing approved in a timely way, where we are not still
talking about it, you know, three months from now.

Dr. DAVENPORT. Harry, I cannot believe that Congress is so stupid that the
cannot understand that they are purchasing protection against influenza. There
are two ways in which this can be done because there are two problems. And the
way you make it sound is that Congress is too stupid to understar.d that if they
buy anything but swine vaccine or A/Victoria, and there is already one exception,
that they will say no. I cannot buy that. I would buy that they are being pre-
sented that as a single option but I think they are being presented the wrong
option.

Dr. KILBOURNE. Well, Fred, what Congress has been sold and the President
has been sold is the concept of trying to interfere with a pandemic. And I think
this Is, we ought to separate these things out a little bit. The hedging of the bets
as far as we are all concerned, is the desire to in addition to this, to-we cannot
hedge the bet in terms of the whole population. So, that in the selectively high

* C C C , C C

And that this was not going to be a year In which you were going to redress all
grievances by one move in one year. the. this again, was going to be a prototype
of a beginning approach to a problem axid the most pressing one was the large
number of serosusceptibles to swine influenza. If you could combine this, then,
with A/Victoriu which already was demonstrating a track record of causing
disease, that this was something you might be able to work out, working out what
was the optimal ratio, what was the scaled down dose, between now and the time
you had to deliver it.

You had a number of time constraints, a number of unknown variables you
weren't going to be able to answer by next fall or whenever it was you wanted
to have your delivery system and this is how it ended up. There are 9 million kids
under 3 years of age. If 10 percent of them have a seizure after vaccine, that is
900,000 seizures. If I percent, it is 90,000 kids with seizures, you know. I don't what
to see it all happening on you know Sunday, September whatever it is. So, we are
running scared and the idea of making the formulation more complicated just
makes it that much less possible to come up with any of the answers in advance.

Dr. KRUGMAN. In the interest of brevity, I would just like to ditto Sam Katz'
remark.

Dr. MEYER. The other side of the table here?
Dr. JORDAN. I would agree-I had to miss that-I am not sure what the magi

difference is between 400 and 600 for swine or how that came about except the
feeling that since that is the one that is the newest, the more of that the better.
I believe we are caught in a political and a pragmatic thing as far as the swine
antigens for mass use are concerned because that is the pitch we used to sell it.
Here is the threat, we held up the horror of 1918 and 19 to get 100 and some odd
million taxpayers dollars to do this and I believe that we were pretty much
limited to that and we would be lucky to expand it to include some Victoria as
wel for whoever we define as high risk.

It is also clear that we are going to have two different kinds of high risk groups,
the conventional elderly and infirm, chronically dised, who happened to be the
popte with the highest swine antibody titers and if you remember 1918 and 19,

e hgh deaths were not in the elderly. They were in the 20 to 40 years age group
who hadn't had any prior experience with similar antigens. In a sense, the swine-
Is a very high risk gpup, all those without pre-existing antibodies.

Dr. W xOURN. I have missed so much of the discussion I don't know what it is
about. Maybe I had better not say anything.



357

Dr. PARKMAN. Go ahead, Ed.
Dr. KILBOURNE. I am sorry. I didn't realize the Chair was shifting. Are we

still talking about the matter of two delivery systems or what is going on?
Dr. SEAL. You were out of the room when Sam Katz made his very good summa-

tion of the situation.
Dr. KILBOURNE. Well, I heard the end of his summation, with which I agree.
Dr. KARZON. What he said first I will not endorse because I didn't hear It.
Dr. HILLE MAN. I generally agree. It seems to me this program is already into

a policy of trying to prevent a pandemic of swine influenza. This is the over-
riding concern and this is the argument on which the whole thing has been
based. While you can argue philosophically with that approach, I don't think
you have much in the way of alternative. I think you have to proceed on that
basis. You leave over what you can in the way of prior immunization programs
and protection for high risk groups and I presume there will be some stocks avail-
able for them.

But I cannot see trying to alter this thing nt)w to produce a trivalent prepara-
tion on a large sale. It seems that you are going to have a difficult enough time
in producing enough good swine vaccine to do any demonstrable good, that
I would not complicate the issue any further. * * *

[Whereupon, at 1:12 p.m. the subcommittee adjourned.]
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APPENDIX

[The following material was relative to the subcommittee's con-
sideration of the swine flu immunization program.)

LIABILITY IN PREVENTIVE MEDlCINE

A Review and Analysis of Trends, Primarily Those Related to Vaccination
Practices I
FOREWORD

More and more frequently, questions important to the practice of public health
and preventive medicine are being brought to court. Increasing numbers of
personal Injury claims allege harm from drugs, particularly biologics, used pro-
phylactically. Some of them arise from routine or community-wide public health
programs. Generally, plaintiffs complain of negligence or specify a cause of action
in strict liability, implied warrantt-ar fati urtawarn of the inherent risks in
products being used. Many cases bear directly on contemporary patterns- of
health care.

By assigning liability and recommending remedies in these cases, courts have
extended or modified some of the traditional practices and responsibilities of
public health and preventive medicine. A good illustration of this involves the
giving of warnings of inherent risks associated with the commonly used vaouines
(e.g., paralysis following administration of oral poliovirus vaccine). Judges have
addressed themselves to such issues as the need for warnings, who should warn,
what constitutes sufficient warning, and how informed consent of participants
should be sought and documented.

Litigation of such fundamental preventive medicine practices as giving vaccines
has led to considerable discussion among health professionals. Some have ex-
pressed concern that the notoriety from court decisions could so alarm the public
that too few people would accept vaccines on a regular basis to sustain population
protection against infectious diseases now controlled through systematic
Inununization.

To analyze the issues more fully, a collaborative investigation on litigation in
public health andjpreventive medicine was carried out by the Center for Disease
Control and the Emory University School of Law. It had 3 major objectives:
1) to review the trends In such litigation with respect to its content and concepts,
using immunization-related injury as the principal example, 2) to consider the
implications of these trends for reaching traditional goals of public health and
preventive medicine, and 3) to present alternative mechanisms to case-by-case
litigation of alleged injury associated with public health Immunization.

We hope that the project report that follows will stimulate discussion. It is not
offered as an exhaustive review of the many legal, scientific, and public policy
issues involved, but as a survey of the overall subject which will make those with
interest and responsibility in public health, preventive medicine, and law more
aware of the complex and interrelated issues. H. Batucs DUOL, M.D.,

Assistant Director for Program,
Center for Disease Control, Atlanta, Ga.

Carried oat at the Emory University School of Law, Atlanta Ga under the general di-
rection of Professor Gary R. Smith in collaboration with an undr contract from the
Center for Disease Control
1 (359)
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PART I
1, INTRODUCTION

In recent years our legal system has been called upon with increasing frequency
to provide relief to individuals who have been seriously injured by prescription
drugs and vaccines. Such injuries may occur whether the product is obtained from
a physician or through a mass immunization clinic, Andmay result either from
a serious side effect or from the very disease which the drug was designed to
prevent. From a medical standpoint, this has been referred to as the 'era of
the drug' [1) or the "age of chemotherapy," [2] andj with the growing use of
prescription drup and vaccines by both the medical community, and public
health authorities, it seems clear that the number Of tort claims arising out of
the use of such products will increase.

On the appellate level, the reported decisions against drug manufacturers
have most commonly concerned "Chloromycetin," [31 "Aralen," (4] "MER/29," [5I "Quadrigen," [61 and the Sabin (7] and Salk 181 poliomyelitis vaccines.
The first portion of this paper will survey the development and current status
of the law with respect to the liability of drug manufacturers for Injuries to
consumers caused by such products. Emphasis will be placed upon those cases
in which the Individual received vaccine therapy through a mass immunization
program and then developed as an adverse response to the vaccine the very
disease which it was designed to prevent.

Products liability is that area of the law which concerns itself with the liability
of sellers of chttel to third person with whom they are not in privityy of con-
tract." (9] Used in 'this context, "privity of contract" means the relationship
which results from a direct ale from the defendant to the plaintiff. (101The origin of the law of products liability may be traced to the English case
of WinterboUom v. Wright, [11] which was misinterpreted to establish a general
rule of nonliability on the part of the seller of goods, both in contract [121 and in
tort (13] to anyone with whom he was not In prvityof contract. [14] Although
the error of this interpretation was pointed out In 1905, [151, the general rule of
nonliability to anyone with whom the seller was not in privity was established,
and, under the doctrine of stare decisis, (161 prevailed into this century. Under
this rule, the seller of any product, including a prescription drug or vaccine,
would not be liable for injuries caused by the product to anyone except the person
with whom the seller was in privity-the immediate purchaser. Thus, when
a manufacturer sells his vaccine to public health authorities who in turn dispense
it to a consumer who Is injured by the product, the common law rule would
insulate the manufacturer from liability to the consumer because of the absence
of privity-the lack of a direct sales relationship.

The development of the law of products liability since Winterbotnom v. Wright
has been largely devoted to the elimination of this requirement of privity of con-
tract. Generally, an injured party has three theories upon which he may recover
for his injuries from the seller of a product. He can predicate his claim in negli-
gence, which requires that he establish that the seller had a duty to exercise reason-
able care that the seller breached that duty, and that the breach was the cause
of his lnjIury. The plaintiff may also assert liability upon the bais of a breach of
an express or implied warranty. This theory, unlike negligence, Is not based
upon any concept of fault, but is based upon a violation of a contractual agree-
ment. The third theory upon which liability may be based is that of strict liability
in tort. Thits type of action may be viewed as a combination of some of the elements
of both negligence and warranty. [171

2. LJABILITT4BASED UPON NEGLIGENCE

The process of eliminating the requirement of privity of contract in products
liability cases began with the recognition of an exception to the rule of non-
liability in an action based upon negligence. In 1852,'a druggist sold a customer
something labelled dandelion but which was actually belladonna. The plaintiff,
&-third person who was not t party to the sale, was poisoned by the drug. The
druggist was hold liable on the basis of negligence despite the absence of privity
of contract because the court held that there must be an exception to the general
rule of nonliability when the product is "inherently dangerous to life or
health." [181

In a later case, Judge, later Mr. Justice Cardozo extended this exception to
Include anything which "is such that it is reasonably certain to place life and
limb in peril when negligently made." [19] Eventually, this "imminently danger-
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ous" exception "swallowed" the rule of nonliability and is now accepted by all
risdictions. [20) Under the modern rule, liability for physical harm may t

imposed upon the manufacturer who falls to use reasonable care in the mim.
facture of a chattel which is dangerous unless carefully made. Privity of contract
is not required because the manufacturer's liability extends not just to the imme-
diate purchaser, but also to those whom he should expect to use the chattel and
"to those whom he should expect to be endangered by its probable use." [211 The
drug manufacturer, then, clearly has the duty to exercise reasonable care in the
manufacture and testing [22] of his products.

The manufacturer has not, however, fulfilled his duty merely by exerclsing
reasonable care in the making of his products. He is also required to "adequately
wain of fore-seeable and latent dangers attendant upon the proper and intended
use of a product and to 1ive directions as to Its proper use, even though the
roductis pmade.' 23) Liability may be established in negligence for a

failure to warn of the "dangerous condition o a chattel. (24] -

Several cases in which the plaintiffs had suffered chloroquine retinopathy as a
side effect of the prescription drug "Aralen" illustrate recovery based on the
theory of negligent failure to warn of a dangerous side effect. [25) Liability wr
imposed upon the manufacturer of "Aralen' for the negligent failure to warn
the medical profession of the drug's dangerous side effect, of which the manu-
facturer knew or "should have known." [26) The drug manufacturer is required
to possess the "skill of an expert" in his business, is "bound to keep reasonably
abreast of scientific knowledge and discoveries concerning his field and is deemed
topossess whatever knowledge is thereby imparted." [27

The courts rejected the manufacturer s arguments that it had no duty to warn
"hypersensitive or idiosyncratic patients," because there was evidence that the
manufacturer "did in fact know and thus could have foreseen that some persons
would be injured by the drug's side effect." 128) The manufacturer's duty to
warn exists even though only a small percentage of those using the drug will be
affected when the manufacturer could have foreseen that some persons would be
injured by the drug's side effect. 129]

The manufacturer's duty is to warn the medical profession of the dangers
involved. (301 The physician is able to balance the risk of possible harm against
the benefits to be derived from the use of the drug for the patient, and, in making
this decision, he is entitled to have the information necessary to make an informed
choice. 131J As a "learned intermedlaiy" between the patient and manufacturer,
the physician may be able to avoid Injury to the patient if properly warned about
the possibility of a side effect and its symptom. [32) Generally, the courts have
held that the drug manufacturer has no duty to warn the lay public concerning
prescription drugs. (33]

In contrast to this general rule concerning prescription drugs, the manufacturer
of proprietary or patent drugs sold without a prescription to the public must give
warning of the dangers of the product and directions as to its proper use directly
to the consumer. 134] The manufacturer of a nonprescription chest rub has been
held liable for the negligent failure to warn of the inflammability of Its vapors when
confined, either on the package label or in the accompanying diretlons. (35] In
another case a cause of action was held to have been stated when the plaintiff
alleged that the manufacturer had failed to include adequate direction for ut.qr
warning against unsafe dosage of a suppository which had caused the death bf
plaintiff's child. [30] The court stated:

One who manufactures and distributes an article which, if improperly used,
is dangerous to human life is under a duty to apprise the purchoing public bi
labd8 or otherwime of the manner in which the article may be safely used. [37]

With respect to prescription drugs, even though the manufacturer has fulfilled
its duty of insuring that the warning reaches the prescribing physician, liability
may still be established if the patient was injured by overprescription resulting
from "overpromotion" of the product through the manufacturers advertising
and detail men. [38] Moreover, when the drug manufacturer is required to warn,
the warning given must be "adequate, timely and proper." [39] "In order fr a
warning to be valid and effective, it must be an adequate warning and warn of
known dangers and one that a general practitioner . . . could rely'upon." [40)
Precisely what constitutes an adequate warning is not always clear. [41) In one
of the I"Aralen" cases, [42] the court held that the manufacturer's failure to make
use of its detail men to warn the physicians upon whom they were calling was a
breach of its duty to make "reasonable" efforts to warn as required by Restatement
(Second) of Torts section 385(c) (1905). [43) The courts have aso been willing t
hold that the warnings actually, given by the manufacturer on its "package insert'
were inadequate. [44]
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Even If, the plaintiff establishes that the defective product or the failure to
warn was the result of the manufacturer's negligence and that his Injury was in
fact caused thereby, be still must show that the manufacturer's negligence was
the "proximate or legal cause of the injury." (45) The manufacturer may be relieved
of liability when the prescribing physician fails to follow the manufacturer's
directions or prescribes the drug despite knowledge of the danger. Such actions
are said to constitute "Intervening negligence" which "breaks the chain of causa-
tion" and absolves the manufacturer from liability. [461 The mere negligent
failure of the physician to keep up with medical literature, however, Is not an
intervening proximate cause. (471 In general, whether the intervening act of the.
physician is to be considered as an indepdent cause which breaks the chain of
causation as to the manufacturer's negligence will depend upon whether the act
would have been "foreseeable" by the manufacturer. [48 p

The negligent failure to warn of a know risk has also been the basis of recovery
against the manufacturer of trivalent oral polio vaccine which was administered
at a mass Immunization program and caused the plaintiff to contract poliomyelitis.
1491 The trial judge instructed the jury that they should find the manufacturer
liable if the vaccine would cause some persons to contract poliomyelitis and was
thereby dangerous to them, if the manufacturer knew or should have known of
the danger, and If the defendant failed to give any warning of the dangerous
potentiality of th4 vaccine. 50) The jury verdict was for the plaintiff, and the
manufacturer appealed, contending that no submissible case of failure to warn
had been stated although it admitted that before the program began It had knowl-
edge of the Report of the Special Advisory Committee on Oral Poliomyelitis
Vaccine to the Surgeon General of September 20, 1962. [511 The court held that
the manufacturer did have a duty to warn, and that such duty "may well have
arisen from the Report." [52)

This case also disclosed a favorable attitude on the part of the court toward the
plaintiff on the issue of causation. Normally, In a products liability action the
plaintiff must show actual causation or causation In fact, i.e., the product actually
caused the harm which he suffered. [53) Despite the absence of positive laboratory
identification of any typq of poliomyelitis virus in the plaintiff and the negative
results of throat swab and complement fixation tests, tho court held that evidence
offered by the plaintiff by way of expert testimony was sufficient to uphold a jury
finding that the plaintiff's illness was poliomyelitis and that It was "caused by the
ingestion of the oral polio vaccine manufactured by the defendant." [54) This
appears to be one of the cases in which the court seems to have merely assumed
that the product was defective because the injury could not have been caused in
the manner iu which it was caused in the absence of a defect. [55]

3 LIABILITY BASED UPON BREACH OF WARRANTY

The second theory upon which an injured user may base liability In an action
against a drug manufacturer is breach of express or implied warranty. The manu-
facturer's liability in negligence for failure to exercise reasonable care either in the
making of the product or In warning of the dangers attending its use Is a tort
*concept based fault. Warranty, on the other hand, is not a concept based on
f ul$ dr the fallire to exercise reasonable care. [56) Liability for breach of warranty

sewhen Injury Is caused by the failure of the product to measure up to the
express or Implied representations on the part of the manufacturer. The plaintiff,

* therefore is not required to prove negligence on the part of the manufacturer in an
action based upon breach of warranty. [57] He is, however, required to prove that
there has been * breach of the warranty. Once this has been shown, stric liability
is imposed upon the manufacturer-that is, liability i imposed without proof
of negligence. [581 - I

The common law rule concerning warranty was similar to that of negligence:
no action could be maintained for breach of warranty unless there was privity
of contract between the parties because the remedy for breach of warranty
sounded in contract. (591 But underlying the requirement of privity Is "the
erroneous idea that warranty is and always has been a contractual concept.
Originally, warranty was an action tortuous in nature." [60)
(a) Liability Based Upon Breach of Express Warranty

The leading American case holding that the injured consumer can recover for
breach of the manufacturer's express warranty of a defective product In the
absence of privity of contract is Baster v. Ford "Motor Co. (61] In disposing of the
privity requirement, the oouet emphasized the fundamental unfa[rmess hich the
common law rule causes under modern marketing conditions:
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It would be unjust to recognize a rule that would permit manufacturer' of
goods to create a demand for their products by representing that they
possess qualities which they, In fact, do not possess, and then, because there
is no privity of contract existing between the consumer and the manufacturer,
deny the consumer the right to recover If damages result from the absence
of those qualities when such absence is not really noticeable. [621

Early in the development of the doctrine of espress warranty the express consent
of the seller to be bound by his representation was necessary for the warranty to
arise [63) but later it was held that any positive affirmation or representation of
fact by the seller could constitute an express warranty. [641 Today the liability of
the seller of goods for the breach of an express warranty is governed by thq
Uniform Commercial Code (1962 version), which has been enacted into law, with
minor variations, in all states except Louisiana. (651

The essential elements of an express warranty are an affirmation of fact by the
seller with respect to the product sold, rather than a mere expression of opinion,
and a reliance by the purchaser upon such affirmation. (661 The lack of tho elements
of reliance by the consumer may defeat an action based upon' breach of express
warranty where the product is a prescription drug and It Is the physician rather
than the patient who relies upon the manufacturer s representation. [673 It may be
argued, however, that proof of reliance by the injured party should not be neces-
sary to recover for breach of express warranty. The reliance of the purchasing
physician, or of the public health authorities in the case of mass immunization
program should be sufficient to allow the nonpurchaming user to recover because, If
the urchaser "had not been induced to purchase the manufacturer's product, It
would have been incapable of causing harm to user or bystanders." [681

This argument has found acceptance in the courts. An action based in psrt
upon brettch of express warranty was succemsful against the manufacturer of"MER/ 9" (triparanol) from which the plaintiff developed cataracts and suffered
ermanent eye damage. [69] The court held that the defendant's representation

that the drug was free from side effects and completely safe was one of fact
not mere opinion, [701 and that the necessary element of reliance was provide
by the reliance of the physician who had prescribed the drug for the patitt's
use. [711

In another action based in part upon breach of express warranty, two adults,
who had received Type I oral polio vaccine at a mass Immunization program
and shortly thereafter contracted Type I poliomyelitis, recovered damages from
the manufacturer of the vaccine. [72) The court held that the statement "there
are no known contraindications to oral polio virus" could be construed as an affir-
mation of fact, and that the necessary element of reliance had been provided by
the medical societies which had purchased the vaccine from the manufacturer.
The express warranty was breached because information and studies which indi-
cated that there wa a risk of vaccine-induced poliomyelitis for adults were
available to the manufacturer prior to the program. [731
(b) Liabilitly Baud Upon Breach of Implied Warranty

Notwithstanding the two cases discussed above, in general, the concept of
implied warranty has been more important than express warranty in the imposi-
tion of liability upon drug and vaccine manufacturers for injuries caused by their
products. There are two distinct implied warranties upon which an injured person
may seek to recover: the implied warranty of merchantability and the implied
warranty of fitness for the particular purpose.

In the ordinary sale of goods a warranty of merchantability is Implied by opera.
tion of the law; the manufacturer impliedly warrants that "the thing sold is
reasonably fit for the general purpose for which it is manufactured and sold." [74
Under the Uniform Commecvial Code (1962 version), "goods to be merchantable
must be at least such as ... are fit for the ordinary purposes for which goods
are used.. .. " [75] With respect to drugs, it has been suggested that there is a
breach of the implied warranty of merchantability

if the drug properly prescribed for the particular plaintiff by the physician
on the basis of the manufacturer's descriptive literature and representations
but nevertheless causes harm, and if It is shown that the plaintiff's case Is
not an isolated one, so that the product is not "reasonably fit." [76)

The Unifrm Commercial Code (1962 version) also provides for an "implied
warranty of fitness for a particular purpose," which arises when the seller has"reason to know any particular purpose for which the goods are required and
that the buyer Is relying on the seller's skill or judgment to select or furnish such
suitable goods. [771
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Recovery for breach of implied warranty is based upon two elements:
(a) The product or article in question has been transferred from the manu-

facturer's possession while in a deective state more specifically, the product
fails either to be "reasonably fit for the particular purpose intended" or of
"merchantable quality" as these two terms, separate but often overlapping
are defined by the lw; and

(b) As a result of being "defective" the product causes personal injury or
property damage. [781

While it may be strongly argued that the historical basis of implied warranty was
in tort rather than contract [791 until recently privity of contract, or the contrac-
tual relationship between the parties, has remained a rigid re uirement for re-
Oovery for breach of warranty whether express or implied. 180j The history of liti-
gation based upon breach of implied warranty has therefore been one largely of
overcoming the necessity of privity of contract.

A major exception to the privity requirement for breach of implied warranty
was established in cases which involved food or drink sold for human consump-
tion. [811 Some courts allowed recovery for breach of implied warranty of fitness
for human consumption on the basis of various legal fictions such as finding the
plaintiff to be a "third party beneficiary" of the contract for sale made between
the seller and purehaer (821 or treating the purchaser as the plaintiff's "agent." [831
The theory most often use to overcome the privity requirement, however, is that
the implied warranty "runs with the goods" from the manufacturer to the ultimate
consumer, much as a covenant may "run with" the land. [841 "The interest in
consumer protection calls for warranties by the maker that do run with the goods,
to reach all who are likely to be hurt by the use of the unfit commodity for a pur-
pose ordinarily to be expected." [851 .

The leading case-holding that lack of privity of contract will not bar an action
based upon breach of implied warranty of merchantability is Henningsen v. Bloom-
f eld Motora, Inc. [861 The plaintiff's Wife had been injured because of a defective
steering gear in a new automobile which plaintiff had purchased from a retail
dealer, who had in turn purchased It from the manufacturer. The court noted the
exopption to the privity requirement that existed for food and drugs and said,
'[Wle see no rational doctrinal basis for differentiating between a fly in a bottle of
beverage and a defective automobile." [871 Accordingly, the court held that"under nodern marketing conditions, whan a manufacturer puts a new auto-

mobile in the stream of trade and promotes its purchase by the public, an
implied warranty that it is reasonably suitable for use as such accompanies it
into the hands of the ultimate purchaser. Absence of agency between the man-
ufacturer and the dealer who makes the ultimate sale Is immaterial. [881

The case is also significant in that the warranty was extended beyond the ulti-
mate purchaser to cover a "user," the plaintiff's wife. [891

These developments concerning privity did not go unnoticed by the courts
considering actions based upon breaches of implied warranties of the manufac-
turers of prescription drugs and vaccines. The first reported poliomyelitis vaccine
case arose out of the "Cutter Incident" in which the manufacturer released six lots
of Salk polio vaccine that supposedly consisted of attenuated virus, but which
actually contained some live polio virus. (90 An action based upon negligence and
breach of implied warranty was brought on behalf of two children who had been
innoculated with the defendant's vaccine by their physician and shortly thereafter
had contracted poliomyelitis. The jury specifically found that the manufacturer
had committed no acts of negligence but awarded damages to the plaintiffs on the
basis of breach of implied warranty. [911

On appeal, the manufacturer's principal argument was that it should not be held
liable because of the absence of privity of contract. The court recognized that the
general rule was one of nonliability in the absence of privity but took notice of the
exception to the privity requirement in cases in which the product sold is food for
human consumption. Reasoning that the same policy considerations which require
pure and wholesome food should apply to vaccines which are also Intended
for human consumption the court held that the exception to the privity require-
ment which existedfor blood would be applied to vaccines as well. (92 Moreover
the court held that the sale essential to the imposition of liability for breach oi
Implied warranty could be supplied by the initial sale from the manufacturer to the
distributor or retailer of pharmaceuticals. [931

The manufacturer also presented a public policy arg ent which has frequently
arisen in drug and vaccine cases imposing strict liability through either breach of
warranty or strict liability in tort. Public policy, it is claimed, Will be best served
by denying liability for 'new" drugs. "The argument is that the development of
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medicines will be retarded if manufacturers are held to strict liability for their
defects." [94] The court replied that such an argument had little merit in a case
where the warranty was but an assurance that the vaccine "would not actively
cause the very disease it was designed to prevent." [951 Other arguments by the
manufacturer based upon the law of warranty were rejected [96] and liability
was imposed despite the absence of privity of contract, on the basis of breach of the
implied warranties of merchantability and fitness for the particular purpose (the
court adding that there may also have been a breach of the warranty of "whole-
someness"). [971

Ability based upon breach of implied warranty In the absence of privity of
contract was also established against the manufacturer of "Quadrigen" (98] in
separate actions brought on behalf of two infants who were innoculated with the
defendant's vaccine and subsequently suffered convulsions causing paralysis and
permanent brain damage. [99] In each case the findings of fact that the vaccine
was defective and that the defect caused the plaintiffs' injuries were affirmed. (100]
Since the vaccine was defective, it was "unreasonably dangerous" [101] or "not
reasonably fit for the purpose intended" [102] and the manufacturer had thereby
breached Its implied warranty of merchantability. The absence of privity created
no difficulty:

A breach of warranty.. Is not only a violation of the sales co ntract out
of which the warranty arises but is a tortuous wrong suable by a non-
contracting party whose use of the warranted article is within the reasonable
contemplation of the vendor or manufacturer. [103]

The court's analysis of the dual nature of implied warranty is consistent with
the aj gument that the origin of warranty was in tort rather than contract.

DMpite this growing trend of dispensing with the requirement of privity of
contract, some jurisdictions may still hold that privity Is necessary for the main-
tenance of an action for breach of warranty. [104] In 1965 a Tennessee physician
administered "orimune" Sabin oral polio vaccine to an adult who contracted
poliomyelitis within eight days and was left permanently partially paralyzed. The
resulting action for damages on the bases of negligence (res ipsa loquitur) and
breach of the implied warranties of merchantability and fitness was dismissed by
the trial judge because of the lack of privity of contract. [105]

On appeal, the court recognized that in general the "trend is away from the
requirement of privity" In products -liability, particularly in cases Involving food
or drugs. Nevertheless, the court held that, under the law of Tennessee, privity
of contract was still a requirement in products liability cases and that no privity
existed under the facts of the case. The plaintiff was not, however, left without a
possible remedy. The trial court's dismissal of the rcs ipsa loquitur count was
reversed, and the case was remanded for re-evaluation by the trial court in
light of the experience available in the use of Sabin oral polio vaccine from the
mass Immunization programs. [106]

Decisions which deny liability for breach of warranty because of lack of privity
of contract are clearly subject to criticism. A rule which holds the manufacturer
liable for breach of warranty to his immediate purchaser but denies recovery
to any person other than the immediate purchaser even when the manufacturer
vends his product to the public through a middleman who acts as a mere "conduit"
has very little to recommend itself. [1071 Moreover, when privity of contract
became an element of warranty, many of the functions now undertaken by middle-
men were performed by manufacturers. "It is indeed unfortunate that when
marketing methods changed, legal theory in many states did not keep in step
with the change." [108)

In general, the theory of warranty has proved to be an unsatisfactory device
through which to impose strict liability upon the manufacturer or seller of products
which cause injury to the consumer. Despite the historical argument that the origin
of warranty was In tort rather than contract, the word "warranty" is still asso-
ciated with contract in the thinking of soame courts. [1091 Moreover, when prescrip-
tion drugs and vaccines administered In a mass immunization program are
involved the ultimate consumer rarely has any contact with the manufacturer and
can hardly be said to have relied upon his representations. [1101 The injured party
must therefore persuade the court that the necesay reliance was provided by his
physIclan or the public health authorities. [1111

The major difficulty, however, is that Article 2of the Uniform Commercial Code
(1962 version) is designed to govern the sale of goods between the seller and
buyer, and the sections relating to warranties are based upon this relationship. It is

,possible for the seller to claim exclusion or modification of the implied warranties
of merchantability and fitness through disclaimer or inconsistent express war-
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ranty. [112] The Code also requires that the buyer notify the seller within a"reasonable time" after he discovers or should have discovered the breach of
warranty. (113] In products liability cases this "sound commercial rule" became a
"booby-trap for the unwary." [114]

The Code has made a limited extension of the coverage of warranties in certain
"horizontal" privity situations. Under the theory that they are "beneficiaries" of
the contract of sale between the seller and buyer, the "family," "Household!" and
"guest" of the buyer are protected by the express or implied warranty "if it is
reasonable to expect that such person may use, consume or be affected by the
goods." [115] This section, however, does not state any rule for the vertical
relationship, which is of course involved whenever there is a resale of the goods,
[1161 and has therefore proved to be of limited usefulness in the drug and vaccine
cases. [117]

4. LIABILITY iASED UPON STRICT LIABILITY IN TORT

Problems with the theory of warranty influenced some jurists and commentators
most notably Justice Traynor [118] of the Supreme Court of California and Dean
Prosser, to suggest that the law should dispense with the word altogether and
impose strict liability In tort upon sellers without any reference to "warranty." [119]
Predictably, the Supreme Court of California, a leader in the products liability
area, wa the first to impose strict liability In tort, upon the manufacturer of a
power tool which had injured the plaintiff, holding that such strict liability in tort
was not governed by the law of contract warranties. "A manufacturer is strictly
liable in tort when an article he places on the market, knowing that it is to be used
without inspection for defects, proves to have a defect that causes Injury to a
human being." [120]

The American Law Institute adopted the concept of strict liability in tort in
1965 [121] and the rapid spread and acceptance of the concept since then can
hardly be described as anything less than a revolution in the law of products
liability. As of 1971, about two-thirds of the courts had accepted and applied the
doctrine. 1122]

Reslatement (Second) of Tort*, section 402A (1965), "Special Liability of Seller of
Product for Physical Harm to User or Consumer," states the theory of strict
liability in tort:

(1) One who sells any product in a defective condition unreasonably dan-
gerous to the user or consumer or to his property is subject to liability for
physical harm thereby caused to the ultimate user or consumer, or to his
property, if

(a) the seller is engaged in the business of selling such a product, and
- (b) it is expected to and does reach the user or consumer without

substantial change in the condition in which it is sold.
(2) The rule stated in Subsection ( ) applies although

(a) the seller has exercised all possible care in the preparation of his
product, and

(b) the user or consumer has not bought the product from or entered
into any contractual relation with the seller.

It Is to be emphasized that the liability imposed by section 402A does not rest
upon proof of negligence. [1231 The seller may be subjected to liability to the con-
sumer or user "even though he has exercised all possible care in the preparation
and sale of the product." [1241

Moreover, the comments to section 402A make It clear that the liability Imposed
does not depend on contract or upon the Intricacies of the law of sales. [1251
Although a court may treat the rule of section 402A as a matter of "warranty,"
it should be recognized that, if this is done, "the 'warranty' is a very different
kind of warranty from those usually found in the sale of goods, and, that it is not
subject to the various contract rules which have grown up to surround such sales."
[1261 Liability under section 402A does ont require privity of contract, [1271
reliance by the consumer on the reputation, skill or judgment of the seller, repre
sentation or undertaking by the seller, or notice to the seller. [128 The section is
not governed by the Uniform Commecial Code (1962 version), and is not affected
by limitations or disclaimers of warranties. [1291 Much of the significance of section
402A lies in the elimination of these contract defenses. Those courts which have
adopted the theory of strict liability in tort are at last giving effect to the statement
that the "remedies of Injured consumers ought not to be made to depend upon
the intricacies of the law of sales." [130]
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Nevertheless, the adoption of strict liability In tort is not he same thing as the
Imposition of absolute liability upon the manufacturer or seller. As one court
has stated, the doctrine of strict liability in tort is "hardly more than what exists
under implied warranty when stripped of the contract doctrines of privity, dis-
claimer, requirements of notice of defect, and limitation through inconsistencies
with express warranties." 11311

Liability Is not necessarily imposed upon the manufacturer for every injury
caused by a product. Although the injured party has been relieved of the burden
of showing either breach of warranty or negligence on the part of the manufacturer,
he still must establish that the product was "defective, that the defect caused the
injury complained of and that the defect can be traced to the defendant." [132]
In order that the product be considered "defective," it must be in a condition
not comtemplated by the ultimate consumer, which will be unreasonably dangerous
to him" at the time when the product leaves the hands of the seller. [133] In addi-
tion, the injured party must show that the 'defective condition of the product
makes it unreasonably dangerous to the user or consumer." [134]

In order for an article to be "unreasonably dangerous," it must be "dangerous
to an extent beyond that which would be contemplated by the ordinary consumer
who purchases It, with the ordinary knowledge common to the community as to
its characteristics." [1351 A product, such as "good whiskey," is not unreasonably
dangerous merely because it may become harmful through over-consumption or
contamination. [136]

Strict liability in tort is also distinguishable from absolute liability because the
manufacturer or seller has the possible defense of "assumption of risk" on the part
of the injured party. Contributory negligence by the plaintiff is a major defense in
actions based on negligence, but the Restatement specifies that, with respect to
strict liability in tort, contributoryy negligence of the plaintiff Is not a defense when
such negligence consists merely in a failure to discover the defect in the product,
or to guard against the possibility of its existence." [137] But that form of contribu-
tory negligence which is known as "assumption of risk" and consists of "volun-
tarily and unreasonably proceeding to encounter a known risk" is a defense to an
action based on strict liability in tort. [138] It is clear that the defe-.se of assump-
tion of risk is available to the drug manufacturer when the patient and phyician
are aware of the dangers involved in the use of a prescription drug and continue to
make use of the drug despite such knowledge. [139)

With respect to drugs and vaccines, comment k to section 402A contains an
important exception to the rule of strict liability in tort. "Unavoidably unsafe
produots," such as drugs and vaccines, which, "in the present state of human
knowledge, are quite incapable of being made safe for their intended and ordinary
use" are specifically exempted from the rule of strict liability. The Pasteur treat-
ment for rabies is cited as an example. "Such a product properly prepared and
accompanied by proper directions and warning, Is not defective, nor is It unreason-
ably dangerous." Also exempted are certain prescription drugs and vaccines, and
many new or experimental drugs which are not completely safe but whose market-
ing and use is justified despite a medically recognizable risk.

The seller of such products, again with the qualification that they are properly
prepared and marketed and proper warning is given, where the situation calLs for
it, is not to be held to strict liability for unfortunate consequences attending

their use merely because he has undertaken to supply the public with an
apparently useful and desirable product attended with a known but appar-
ently reasonable risk. [140]

On the basis of this exception to the rule of strict liability, several commentators
suggested that the courts would not impose strict liability in tort at all upon the
manufacturers of drugs and vaccines. (1411 Some of the decisions which were
handed down shortly after the introduction of section 402A indicated that there
was no breach of warranty when an unadulterated drug, properly prepared, tested
and labelled with appropriate warning and a pToved by the Foo and Drug Ad-
ministration caused an adverse reaction. [142] These decisions stated that such a
product was not "unreasonably dangerous" within the meaning of section 402A
and strict liability in tort would therefore ot be imposed. [1431 In an action
brought by a plaintiff who was nearly totally blind as a result of taking the de-
fendant's "Arden," the court refused to apply the theory of strict liability in tort,
fearing

the far reaching consequences that may ensue if we were to take so bold a
step as to impose the absolute [sic] liability suggested by the plaintiff.... We
can agree with the plaintiff that the price of the drugs slbould include an
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amount sufficient to create a fund to compensate those who suffer unantici- 7
pated harm from the use of a beneficial drug. But this kind of a system of
compensation is beyond the power of the court to impose. [144]

Similarly, in one of the early cases against the manufacturer of "Chloromyce-
tin," the court refused to apply the theories of implied warranty or strict liability
in tort and held that liability must be established for a negligent failure to warn.

We have already held here there is a duty to exercise reasonable care to
warn against known dangers of a product .... [There is] no sound basis to
restate these rules in terms of the law of contract or to extend them to impose
a greater degree of care. (145]

Some courts have taken another approach to the relationship of duty to warn
under negligence and under strick liability in tort. In one of the "Aralen" cases
the court stated that liability for failure to warn could be imposed under either
the theory of negligent failure to warn In Restatenwnt (Second) of Torts section 388
(1965) or the theory of strict liability in tort in Restatenent (Second) of Torts
section 402A (1965). [146] Dean Proesser has stated that, in cases involving the
failure to warn of a known risk, the "liability has been placed on the basis of
Implied warranty, or strict liability i& tort, on the ground that the product sold
without warning is unsafe or 'defective.' But since the question is one of reasonable
warning, the liability is not distinguishable from negligence." [147]

The first imposition of strict liability in tort upon a drug manufacturer for
failure to warn of the known risk of a product occurred in a California action
against the manufacturer of "MER/29." [148] The manufacturer claimed that
strict liability could not be imposed for breach of implied warranty because the
drug was "unadulterated and uncontaminated" and therefore fell within the
exception to the rule of strict liability expressed by comment k to Restatement
Second) of Torts section 402A (1965). The court held that, because the manu-

facturer had falsified its test results to the Food and Drug Administration,
MER/29 had not been "properly prepared and marketed." Moreover, the court
held that evidence was sufficient to uphold a finding that the manufacturer had
knowledge of the dangers of the drug before it was marketed and that the imposi-
tion of strict liability in tort therefore was justified.

Whether or not the vendor of a prescription drug is to be exempt from
strict liability depends upon the facts surrounding the manufacture and sale
of the product. If the vendor has properly prepared the product and has
accompanied its sale with proper direction and warnings he will not be held
to strict liability for unforeseen results. But where the facts disclose that the
drug has not been properly prepared or has been placed upon the market
and sold without adequate and proper warning, strict liability for resulting
injury may be found. [149]

In the landmark case Da4 v. Wyeth Laboratories, Inc., [150] discussed in Part
II infra, the manufacturer of Type III Sabin oral polio vaccine was also held
strictly liable in tort under the authority of comment K. "Strict liability is
avoided in these situations only where sale is accompanied by proper directions
and proper warnings." [151] The manufacturer's failure to make a "full disclosure
of the existence and extent of the risk involved" had rendered the drug "un-
reasonably dangerous" and justified the Imposition of strict liability. The manu-
facturer was held to knowledge of the risk on the basis of committee reports to
the Surgeon General of September 1962 which indicated that the risk of vaccine
Induced poliomyelitis for adults was approximately one case per million dose
and that the vaccine should be given to adults only in high risk groups. [1521
Moreover, because the vaccine was administered in a mass immunization program
and because there was no physician to whom the warning could be given, the
court held that the manufacturer must give the warning to "the consumer either
by giving warning itself or by obligating the purchaser to give warning." (153]

In a similar vaccine-induced poliomyehtis case, the court affirmed the liability
of the manufacturer on the basis of breaches of express and implied warranties,
but noted that the concept of implied warranty had been virtually superseded by
the theory of strict liability in tort in personal injury cases involving defective
products. [154] "We observe that It Is clearly the law in California that the theory
of strict liability in tort is available in cases where the vaccinated individual
contracts the disease the vaccine was designed to protect against.[155] The court
also demonstrated a favorable attitude toward the plaintiffs in finding that they
had satisfied the requirement of showing a defect in the vaccine and causation in
fact. [156]

When a prescription drug is Involved rather than a vaccine distributed through
a mass immunization program, It is clear that the manufacturer may fulfill its
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duty to warn of known side effects by an adequate warning to the prescribing
physician; even when the action is based upon strict liability in tort there is still
no duty to warn the patient directly. [1571 But, when the manufacturer has not

,ven adequate warning to the medical profession of dangerous side effects of a
gru the mere fact that a physician carelessly gives an open-ended prescription

to the patient will not relieve the manufacturer of liability as long as its failure
to warn contributed to the injury. [158)

"In the field of drug marketing, defining the outer limits of strict liability
presents us with most difficult questions of policy." [159) Those outer limits have
not yet been finally determined by the courts but at this time it may generally
be said that strict liability will not be imposed through warranty or In tort if the
possibility of an injury resulting from a "product in its intended condition and
used in its intended manner was both not known to the manufacturer and not
knowable through any means of scientific discovery." [160] The factors of "lack
of time and opportunity for sufficient medical experience" in comment k to Re-
statement (Secord) of Torts section 402A (1965) indicate that the drug manufacturer
must have knowledge of the danger before strict liability is imposed. [1611

Although few cases have specifically addressed the issue, it appears that the
drug manufacturer is not liable for injuries resulting from a supposedly safe-
product until after the manufacturer knew or should have known of the risk of

arm and failed to give adequate warning. [1621 In Davis v. Wyeth Laboratories,
Inc., [163] the court stated, "[Wjhen Type III Sabin vaccine was first manufac-
tured and sold by Wyeth, there was no known or foreseeable risk involved in
taking it. Thus, Wyeth could not Initially be expected to warn of unknown dan-
gers.' [1641 Even in California, the duty to warn has been restricted to those
situations in which the manufacturer "has knowledge, or by the application of
reasonable, developed human skill and foresight should have knowledge, of
the danger." [165]

Certainly it may be argued that drug manufacturers should be held liable for
all injuries which their products cause, even those which no "developed human
skill or foresight" could have anticipated. [1661 Because the drug manufacturer
is at least theoretically able to spread the loss through insurance, absolute liability
could be imposed making the manufacturer an insurer of the safety of its products,
even for "unknowable" defects. 11671 But under the theory of strict liability in
tort the product must be unreasonably dangerous before liability arises, even if this

_ -requirement occasionally means that the "hapless victim of an 'unavoidably
unsafe'but useful product cannot recover." [1681 Experience with the rabies and
smallpox vaccines "should make us aware that there are inevitably unsafe products
whose benefits far outweigh their dangers. Consumers for a long time have lived
with and accepted the risks inherent in their use." [1691 The courts have also been
unwilling to impose liability for defects which were unknown and were not reason-
ably foreseeable. The position of section 402A that such "unavoidably unsafe
products" do not subject the manufacturer to strict liability In tort, provided
that such drugs and vaccines are "properly prepared and marketed, and proper
warning Is given," would seem preferable to the imposition of absolute liability

PART II

A. DAvis v. WYETTH LABORATORIES, INC.[170]

1. THM DECISION

The role of public health authorities In providing medical care in the United
States today Is clearly increasing. Today the typical medical "consumer" is just
as likely to be a client at a public health clinic as he is the patient of a private
physician or the customer of a pharamacist.[171] Although they have the advant-
ages of low cost protection and extensive coverage, mass Immunization public
health clinics do involve the possibility of causing injury to the consumer through
drug or vaccine induced dsease.[172] In order to provide greater protection for
the public health service recipient from this danger, in 1968 the Court Qf Appeals
for the Ninth Circuit in the case of Davis v. Wyeth Laboratories, Inc. [173) placed
new responsibilities upon drug manufacturers who supply the clinics. 1174) In
so doing, the court may Inadvertantly have created problems as sig cant as
the ones it intended to resolve. Before discussing these problems and proposed
solutions, -the background and rationale of the Davis decision should be coxisidered.

Wyeth Labor ,tories vWas licensed by the government [1751 in May 1962 to sell
Type III Sabin oral polio vaccine. [1761 Four months later, in September 1962,
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the reports of the Advisory Committee to the Surgeon General were released, and
the Surgeon General issued special reports recognizing a danger for adults of
vaccin-induced poliomyelitis from the Type III vaccine of approximately one
case per million doses and recommending that use of the vaccine be "restricted
to preschool and school age children and to those adults in high risk groups, such
as these travelling to hyperendemic areas or in areas where a Type III epidemic
is present or impending. '[177 Another report, in December 1962, stated that
"because the need for immunization diminishes with advancing age and because
potential risks of vaccine are believed by some to exist in adults, especially abo ve
the age of 30, vaccination should be used for adults only with the full recognition
of its very small risk." [1781

Wyeth Laboratories assigned one of its salesmen to assist in setting up mass
immunization clinics and handling the sale of its Type III vaccine to the Idaho
Falls Medical Society. The salesman informed the Society of the Surgeon General's
first report, and the officials postponed their clinic scheduled for the fall of 1962.
The Society later decided to proceed in the spring of 1963 and Included adults
in the program. Wyeth Laboratories, through its employee, played an active part
in establishing the clinics and promoting the use of the vaccine by the public
in Idaho. (179]

The company did Include a printed insert with each bottle containing 100 doses
of the vaccine which contained excerpts from the Surgeon General's report but
the insert was not read by the pharmacist who dispensed the vaccine in West
Yellowstone, Montana, or by the adults who received it. Nether the medical
society nor the drug manufacturer made any effort to warn the pharmacist or the
adults who took the drug of the existence of a risk of vaccine-induced poliomyelitis.
On the contrary, the attendant advertising and news stories represented the
vaccine as being completely safe for persons of all ages. [180]

In March 1963, Glynn Richard Davis was thirty-nine years old, in good health,
and engaged in the lumber business. He received a dose of the Type III oral polio
vaccine manufactured by Wyeth Laboratories at the mass immunization clinic
in West Yellowstone, Montana. Within thirty days he manifested paralysis and
other symptoms of poliomyelitis, and became paralyzed from the waist down. [181]

Plaintiff Davis and his wife brought an action for damages against Wyeth
Laboratories in the District Court for the District of Idaho asserting jurisdiction
based on diversity of citizenship, and stated claims based upon (1) negligent
manufacture (2) failure to warn of known dangers, (3) strict liability in tort, and
(4) breach of an implied warranty of fitness. The District Court judge dismissed
all theories of liability except breach of warranty, and instructed the jury that

the implied warranty involved in this case is that the vaccine was reasonably
fit for the particular purpose for which it was manufactured.... This warranty
does not mean, however, that this vaccine could be used with absolute safety,
but means only that the vaccine must have been reasonably fit and reasonably
safe for use by the public as a whole. [182]

The jury returned a verdict for the defendant, Wyeth Laboratories. On appeal
to the United States Court of Appeals for the Ninth Circuit, Davis challenged
this instruction and contended that the warranty of the drug was that it was fit
and safe as to him rather than as to the public as a whole. [183] The court of
appeals rejected this claim but reversed the district court on different grounds.
Purporting to apply the law of Montana, [1841 the court determined that under
the circumstances, the manufacturer had a duty to warn the recipient of dhe risks
involved in taking the vaccine, and that, since he was not so warned, strict lia-
bility attached to the sale of the vaccine under either the theory of breach of
implied warranty or strict liability In tort. 1185] The case was remanded for a
new trial. (1861

2. THE WARNING REQUIREMENT AND ITS IMPLICATIONS

(a) Necessity of a Warning-Theory
The court of appeals based its decision in Davis v. Wyeth Laboratorie, Inc.

upon the "general proposition" of Restatement (Second) of Toits section 402A that
strict liability shall attach to one who sells a product "in a defective condition,
unreasonably dangerous" to the consumer. [187] Recognizing that the Sabin polio
vaccine should be regarded as an "unavoidably unsafe product" under commentof section 402 the court emphasized that "strict liability Is avoided in these
situations only where sale is accompanied by proper directions and proper warn-
ings." 1188) The basic issues for the court's determination, then, were whether a
duty to warn existed and whether the defendant Wyeth Laboratories had breached
this duty. [1891
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The purpose of the warning is, of course, to inform the consumer of the risks
involved in taking the vaccine, and to permit him to make the decision that the
personal risk is worth taking. [190] While recognizing that human experimeDta-
tion with new drugs is essential to the development of medical and scientific
knowledge, (191] the court stated that no person should ever be obliged to submit
himself to such experimentation unless it is done "by his voluntary and informed
choice or a choice made on his behalf by his physician." [192)

The manufacturer's duty to warn Is clear when the "drug's danger is directed
to a foreseeable and ascertainable class of persons, such as those prone to certain
allergies." In such cases the warning constitutes a caution that certain persons
should not take the drug; that as to them it is not "fit" although faultlessly
made. [193]

The court pointed out, however, that in many instances, particularly when
new dru are involved, the risk is known to exist but cannot be limited to a
certain class of persons because "knowledge does not yet explain the reason for
the risk or specify those to whom it applies." The risk thus exists in some degree
for all or at least a significant portion, of those who take the drug. This, the court
stated;, was the case before it: "there seems to be no certain method of isolating
those adults who may be affected adversely by taking Type III Sabin
vaccine." [1943

In these situations, the court stated, "the drug is fit and its danger is reasonable
only if the balar.ce is struck in favor of its use. [1953 When the consumer other-
wise has knowledge of the risk there is no problem because he may make the
necessary choice. But where the risk is unknown to the consumer, "the drug can
properly be marketed only in such fashion as to permit the striking of the bal-
ance; that is, by full disclosure of the existence and extent of the risk
involved." [196]

Having determined, then, that Wyeth Laboratories did have a duty to warn
of the risk inherent in its vaccine, the court dealt with two further questions in
order to determine whether the drug manufacturer had in fact breached its duty
to warn: (1) whether the duty to warn existed at the time the plaintiff received
the vaccine and i2) whether the duty to warn extended to the individual con-
sumers at the clinics or just to the sponsoring'medical societies. The court found
that the manufacturer's duty to warn did exist when Davis was immunized and
that it did extend to the recipients.

Despite the requirements which the decision in Davis v. Wyeth Laboratories,
Inc. (197) places upon drug manufacturers, the court clearly did not impose a
duty to warn of unknown or unforeseeable risks in a product. Wyeth Laboratories,
for example, had no duty to warn when the Type III Sabin vaccine was first
licensed in early 1962; since there was no known or foreseeable risk, the manu-
facturer "could not initially be expected to warn of unknown dangers." [1981
Nevertheless, the responsibility of the drug manufacturer did not end there, for"when, after further experience, the danger became apparent, the duty to warn
attached." Without fixing a precise date, the court stated that certainly by March
1963 when Davis took the vaccine, six months after the'Surgeon General's report,
it was the responsibility of Wyeth Laboratories to see that the warning was
given. [1991

Wyeth Laboratories argued that, since its only direct sale of the vaccine was
to the sponsoring medical society and the decision to proceed with the clinics
was made by the society, it had fulfilled the duty to warn by the disclosures of
its salesman to the medical society. The court recognized that, in the case of
prescription drugs, ordinarily a warning to the prescribig physician is sufficient.
"In such cases the choice involved is essentially a medical one involving an assess-

ment of medical risks in light of the physician's knowledge of his patient's needs
and susceptibilities." 12001. Moreover, because it is difficult for the manufacturer
to insure that the warning reaches the consumer, either by label or direct com-
munication, a warning to the medical profession, is the only effective means by
which the warning can help the patient. (201]

The court pointed out, however that, although the Type III Sabin vaccine
had been denominated a prescription drug, It was not distributed as such. "It
was dispensed to all comers at mass clinics without an individualized balancing
by a physician of the risks involved. In such cases (as in the case of over-the-
counter sales of nonprescription drugs) warning by the manufacturer to the
Immediate purchaser will not suffice. [2021 Although the decision (that on balance
and In the public interest the personal risk to the individual was worth takLng)
may have been that of the medical society and not the drug manufacturer, the
manufacturer can neither assume for itself not allow the immediate purchaser
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to assume the responsibility of the choice. In such cases, the court concluded, it
is the responsibility of the drug manufacturer to see that the warnings reach the
coumr. [203]

Wyeth Laboratories had actual knowledge that warnings of the risk were not
given to consumers. The manufacturer had taken an active part in establishing
the program fur the medical society and well knew that no provision for warning
had been made either in advertising before the clinics or at the clinics themselves.
"On the contrary, Wyeth attempted to assure all members of the community
that t.)ey should take the vaccine." [204]

Because Wyeth Laboratories had breached its duty to warn the consumer of
the risks in its Type III Sabin vaccine (the vaccine thereby becoming "unfit"
or "unreasonably dangerous"), the United States Court of Appeals for the Ninth
Circuit reversed the decision of the court below and remanded the case for a new
trial, holding that the drug manufacturer was subject to strict liability, either
in warranty or in tort, for the injuries suffered by plaintiff Davis provided that
the jury finds that the vaccine ensued the plaintiff to contract poliomyelitis and
that his taking of the vaccine was without knowledge of the risk. [205]
(b) The Davis Standard for Necessity of a Warning-How to Comply?

One of the arguments made by Wyeth Laboratories on appeal was that the
risk of injury from the vaccine, although existent and known, was "so trifling
In comparison with'the advantage to be gained as to be de minimis." It charac-
terized the situation from a purely statistical point of view and alleged that a
risk of less than one case of vaccine-induced poliomyelitis out of a million dosages
was simply not "unreasonable." [206] The court rejected this purely statistical
point of vie,7 and set forth a standard to determine whether a warning would be
necessary:

When, in a particular case, the risk qualitatively (e.g., of death or major
disability) as well as quantitatively, on balance with the end sought to be
achieved, is such as to call for a true choice judgment, medical or personal,
the warning must be given. [207]

It is possible that the decision may be misconstrued by other coUrts as the
first step in the process of imposing absolute liability, but it is clear that the Davis
court intended no such move. Theoretically at least, the manufacturer can avoid
liability by giving the consumer a reasonable opportunity to weigh all the risks
before taking the vaccine. [208]

Once the drug manufacturer has determined that a warning of the risk inherent
in a product should be given in order to comply with the standard set out by
the Davis court, the question of how that warning may be given in order to insure
effective compliance arises.

The court did not specify how Wyeth Laboratories could have complied with
its duty to warn. It noted that a warning by label, as in the case of drugs sold
over the counter, would not be appropriate because the Type III Sabin vaccine
had been sold In bottles which were never seen by the consumer. 1209) But the
court stated that "other means of communication such as advertisements, posters,
releases to be read and signed by recipients of the vaccine, or oral warnings were
clearly available and could easily have been undertaken or prescribed by appellee
[Wyeth Laboratories]." (2101 The court also suggested the possibility that the
drug manufacturer could obligate his immediate purchaser to assume the responsi-
bility of warning the consumer. (211]

In any event, the.alternatives indicated by the court must be regarded as mere
suggestions, None f them can be considered, with any degree of certainty, to
satisfy the warning requirement, i k a given case. The court in Davis v. Wy69h
Laboratories, In6. (212] defined the parameters of the duty to warn and gave a
standard to determine when a warning will be necessary, but It did not specify
with any certainty how this duty was ,to be satisfied. This task was left to othei
courts or to legislative bodies and, at this time, the exact steps which drug
manufacturers will have to take in order t0 ,avod liability for failure to warn
are unclear. The Davis decision invited unoertainty by apparently leaving such
separate jurisdiction the freedom to forinulate, either Judicially or legislatively
the requirements which must be met in order to satisfy the cuty to warn. [2131(c) Implications of LA Warning Req,*iremnt , _

•The court in Davis v. Wyeth Laboratories, Inc. [214] attempted to Provide
greater protection for the consumer at mass immunization clinics by finding a
duty on the part of the drug manufacturer who supplies the clinic to warn the
consumer of risks involved in the taking of the vaccine. [2151 The court apparently
failed to consider, however, the Impact of Its warning requirement upon the field



373

of public health services. More- specifically, the court apparently did not analyze'
the ramifications of its decision upon the effectiveness of mass immunization
clinics, through which society is able to gain low cost protection from disease.

As one commentator has suggested, the question of the necessity of extending
the warning to the ultimate consumer "devolves upon a balancing of potentially
contrary public policy considerations: (1) the individual's right to be informed,
and (2) the achievement of a public health objective which might be frustrated
if a warning were to deter potential consumers." [216] Any deterrent to partici-
pation by the public would necessarily diminish the efficacy of public health
programs conducted through mass immunization clinics in which the main
objective is the preservation of the public's health by the control of communica-
ble diseases. In this respect the communication of a warning by means of adver-
tisements or posters, alternatives suggested by the Davis court, are less desirable
than other methods because of their possible discouraging effect upon partipipa-
tion by the public.

The goal of a mass immunization clinic is the complete elimination of a commu-
nicable disease from the community, and, in order to accomplish this objective,
the program must immunize virtually all individuals in the given area. [217] But
the individuals sought to -e immunized are not seeking medical asistance on
their own initiative because they are ill; in contrast, the public health authorities
must take the initiative and motivate the public to obtain immunization.[218]
Messages to promote the campaign must be relatively simple, brief, and under-
standable in order to reach ali levels of the population. [219] For example, a slogan
used in several of the programs during the 1960's was "KO POLIO." 1220)
"These messages cannot distort either benefits or risks, but must be clear and
not confusing or unduly technical in content. Otherwise,. significant numbers of
people will not take the time, effort, and Inconvenience to go and be immu-
nized." [2211 Inclusion of a warning in the promotional material for a campaign,
and at the site of the immunization itself, would tend to discourage participation
by the public because of the factor of complexity alone. But, more importantly,
the inclusion of a warning of a statistically remote risk of vaccine-induced polio-
myelitis would unduly alarm many thousands of people. The warning would
undoubtedly induce at least some of them to refrain from obtaining vaccination
either for themselves or their children. Each nonimmunized individual is a threat
not only to himself but also t9 all other susceptible persons since hemay com-
municate the disease to them. (222] It is clear, then, that the necessity of direct
communication of the warning to the consumer could induce an unknown but
significant number of individuals to refuse immunization, and thereby imperil
the success of public health programs with the goal of eradication of communicable
diseases.

The Davis court also apparently failed to consider the impact of its decision
upon the drug manufacturer. The vaccines are supplied to the public clinics at a
low cost by the manufacturer, who must now bear the financial burden of informing
the consumer of the risk. Although the courts stated that "it]his duty to warn
does not impose an unreasonable burden on the manufacturer [223] the ultimate
cost of informing the _.h.ut i-of--all attendant risks is clearly unpredictable
because it is dependent upon the still uncertain method of communicating the risk
which will satisfy the duty imposed by the Davis decision. If forced to absorb this
increased cost alone, the drug manufacturer may become reluctant to participate
in future mass immunization programs.

The alternative of passing the increase in cost on to the government or local
sponsoring association does exist, but it is a burden which the ultimate consumer
probably will have to bear.,Currenty- vaccines made available through mass
immunisation clinics are dispensed with little or no charge to the consumer. [224]
An-increase in the cost of providing vaccines to mass immunization clinics due to
expense of issuing warnings could result in the necessity of charging the consumer
a fee, or increasing a existant fee, and thereby deter public participation, expe-
cially among less privileged economic groups.

Another ramification which the court failed to consider is the impact of un-
limited liability upon the drug manufacturer. The decision subjects the manufac-
turer to strict liability, in warranty or in tort, for failure to warn when a warning
should have been given. Liability extends, without the necessity of proving
negligence or an "impurity" in the vaccine, to al/ individuals whose injuries were
caused by the manufacturer's vaccine and who took it without knowledge of the
risk. (2251 Only a few, or possibly even one successful tort action could eliminate
any profits realized by a drug manufacturer from participation in a mass immu-
nization program; several such suits could force a drug manufacturer into bank-
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rupty. [2261 Moreover, If an attempt had been made to promulgate a warning by
one of the methods suggested by the court, and this warning was later held
inadequate, the manufacturer would have to absorb the cost of the Ineffective
warning and still be subjected to unlimited liability. Drug manufacturers, "as mem-
bers of the private economy accustomed to thinking in terms of sales In a competi-
tive market place," [2271 could well decide to abstain from participation in mass
immunization programs.

The refusal of drug manufacturers to provide vaccines for mass Immunization
clinics because of the potential of unlimited and unpredictable liability could of
course seriously affect the availability of necessary vaccines to the public. One
possible result would be that the federal government, which already closely regu-
Jates the production and sale of drugs, would have to undertake to manufacture the
necessary vaccines itself. This venture into a function of the private sector of the
economy may be desirable or objectionable, but this question is beyond the scope
of this paper.

The drug manufacturer could decide to restrict the sale of Its vaccines to
private physicians and, perhaps, to drugstores for sales as an over-the-counter
product. The warning would have to be conveyed directly to the patient or con-
sumer who will probably view with great suspicion any warning which a com-
mercial drug manufacturer is required by law to give him. How can he be certain
that the risk is not more serious than it is described as being? In such a situation,
the physician would be placed in the undesirable role of having to reassure his
alarmed patient. [228] Moreover, the use of over-the-counter sales of vaccines
would be incompatible with the methods of preventive medicine. Since the vaccines
would be self-administered, "public health authorities would have no direct

N knowledge of who was vaccinated and who was not. It would be a chaotic situation
situation for preventive medicine." [2291

The possible implications of the Davis court's requirement of a warning com-
municated directly to the consumer, then, include a serious adverse effect upon
the efficacy of public health programs conducted through mass immunization
clinics, both directly by discouragement of public participation and indirectly by
subjecting the manufacturer to increased costs and unlimited liability.

B. METHODS SUGGESTED BY THE DAVIS COURT TO COMMUNICATE THE WARNING
TO THE CONSUMER

I. DIRECT COMMUNICATION OF THE WARNING TO THE CONSUMER-ADVERTISEMENTS,
POSTERS, AND ORAL WARNINGS

The Davis court did not specify how the drug manufacturer could satisfy its
duty to warn the consumer of risks attendant upon taking the vaccine, but it did
suggest several possible methods: "advertisements, posters, releases to be read and
signed by recipients of the vaccine, or oral warnings." [2301 Each of these methods,
although different in form, shares the common characteristic of being a warning
cotpmunicated directly to the consumer; therefore, many of the difficulties which
apply to one apply to all.

It is submitted that the Davis court's requirement that the drug manufacturer
directly warn the consumer is essentially the same thing as a physician's respon-
sibility to obtain the "informed consent" of his patient, which is a "legal pre-
requisite to any form of medical treatment." [2311There Is a wide divergence of
opinion among the courts concerning the standard to be applied to determine
whether the consent In a given caWe actually was "Informed." [2321 One rule
which is frequently applied is that the phyician must make adequate disclosure
In order to assure that an intelligent or informed consent has been given by the
patient to a proposed form of treatment; but the duty to disclose Is usually limited
to "those disclosures which a reasonable medical practitioner would make under
the same or similar circumstances." [2331

A physician violates his duty to his patient and subjects himself to liability
if he withholds any facts which are necessary to form the basis of an Intel-
ligent consent by the patient to the proposed treatment. Likewise the phy-
stclan may not minimize the known dangers of a procedure or operation in
order to induce a patient's consent. [2341

The courts have also recognized that the physician may withhold certain infor-
mation if the disclosure would prove to be harmful to the patient, as where he is
unduly apprehensive and would refuse sttgery when the actual risk was minimal
or where the disclosure would actually result in Increasing the risk because of the
physiological effects resulting from the patient's apprehension. [2351
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It might be argued . . . that to make a complete disclosure of all facts
diagnoses, and alternatives or possibilities which may occur to the doctor
could alarm the patient so that it would, in fact, constitute bad medical
practice. There is probably a privilege, on therapeutic grounds, to withhold
the specific diagnosis where the disclosure of cancer or some other dread
disease would seriously jeopardize the recovery of an unstable, temper-
mental or severely depressed patient. [236]

It may be argued that the drug manufacturer, like the physician, should not be
required to make disclosure of all possible risks, no matter how remote, and should
be permitted to make only a reasonable disclosure to the consumer which would
not cause undue alarm and confusion. [237] But, as discussed above, the Davis
court specifically rejected the "purely statistical approach" and stated that the
risk must be weighed "qualitatively (e.g., of death or major disability) as well as
quantitatively." [2381 Because of the seriousness of the result of vaccine-Induced
poliomyelitis, it is unlikely that a court will again return to the quantitative
approach and hold that there is no duty to warn when the risk Is statistically
insignificant.

In attempting to formulate a warning, regardless of the method by which it is to
be communicated to the reci lent of the vaccine, the drug manufacturer will en-
counter serious difficulties. f the consent of the consumer is to be truly "in-
formed," the warning must convey to him not only the simple fact that there is a
chance of vaccine-induced poliomyelitis, but also the relative risks of contracting
poliomyelitis from the vaccine and from natural virus.

The difficulty lies in framing such a warning that will adequately convey to
the potential recipient the relative risks, which will be comprehensible to all
persons who must take the vaccine, and which will not unduly frighten
potential recipients so as to weaken immunization programs. [2391

Since the relative risks of vaccine-induced and naturally caused poliomyelitis
are derived from projections, epidemiologic interpretation, and statistical under-
standing, they are difficult even for the expert to quantify; "It]o describe ade-
quately the relative risks which would require a complex statement that many
persons would not understand or which might frightn away potential recipients.'
[2401 Where the vaccine is administered in a mass immunization clinic or a public
health office or is sold as an over-the-counter product, there is no one available to
adequately explain and Interpret the warning for the consumer and to weigh the
risks against the benefits to be gained as the physician has traditionally done for
his patient. Because the drug manufacturer must communicate the warning
directly to the recipient of the vaccine, impersonal methods of communication
such as advertisements, posters, and releases must be employed. The language of
such techniques simply cannot be adjusted to meet the individual's "capacity for
comnprehension or to allay his undue fears." [241)

The drug manufacturer would have to insure that the warning is given in a
language which the individual can understand if he Is unable to read the English
language. Moreover, advertisements posters, and release forms may be found to
have provided insufficient notice when the recipients of the vaccine are semi-
literate or illiterate. [2421

A related problem arises with respect to minors who may be legally incapable of
giving consent. The general rule is that the consent of the parents or guardians of a
minor must be obtained before any medical treatment can be rendered. [2431 In
mass immunization clinics, in which the Inoculation of children is often a primary
goal, the manufacturer would have to insure that tbe warning was conveyed to the
parents or guardians of any minor and that they -onsented to the immunization
with full knowledge of the risk.

The most significant problem for the druq manufacturer, however, is that,
despite efforts made to communicate the warning of isk directly to the recipient,
the court may hold that the warning given was inadequate either because the con-
tent of the warning did not sufficiently warn of the relative risks involved or because
the methods used to communicate the warning in a particular ce were deficient.
With respect to prescription drugs, the courts have not hesitated in a proper case
to hold that a warning actually given by the manufacturer to the physician was
inadequate. 1244) As Dean Keeton has observed, since the Davis decision apparently
abandoned the negligence standard for determining when an effort to communicate
a warning of risk is required, it is uncertain how a realistic standard can be estab-
lished to decide what measures should be taken. [2451 "It is not at all clear what the
[Davis] court would have done if some measures had been taken to provide notice,
such as putting up posters, and the issue before the court had been the sufficiency
of these precautions." 12461
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2. RELEASES AND EXCULPATORY PROVISIONS

In addition to advertisements, posters, and oral warnings, the Davi's court
also suggested "releases to be read and signed by recipients of the vaccine" as
it technique to communicate the warning from the manufacturer to the con-
sumer.[247J There are two basic types of releases which could be utilized by the
drug manufacturer: (1) a mere acknowledgement by the recipient that the warning
has been communicated to and understood by him; and (2) a release which oper-
ates to absolve the manufacturer from liability. The latter is called, in legal ter-
minology, an exculpatoryy clause."

A release which contains a warning from the drug manufacturer to the con-
sumer and a statement that the warning has been read and understood by the
recipient would have the advantage of providing evidence on behalf of the manu-
facturer that the warning was in fact communicated to the consumer. This release,
however, would probably not be considered by a court to be conclusive evidence
of communication of the warning; the manufacturer could still be held liable for
failure to warn if it could be shown that -the recipient did not, in fact, understand
the warning. Many of the problems discussed previously still remain. The content
of the release, the warning itself, could still be held inadequate, thereby invalida-
ting the release. The release would have to be written with sufficient clarity for
the average person to understand it, but also with full explanation of the deter-
mination of the relative risk. Releases on behalf of minors would have to be obtained
from parents or guardians. The impersonal device of a printed consent form to
be signed by the recipient of the vaccine could also have the effect of confusing
and alarming potential recipients, perhaps to a greater extent than the other
methods suggested by the Davis court, and thereby diminishing the effectiveness
of immunization programs.[248]

The drug manufacturer may desire to combine the acknowledgment release
form with an exculpatory clause and thereby simultaneously satisfy the warning
requirement and absolve itself from liability arising from its involvement in the
mass immunization clinic. "An exculpatory clause is one which excuses one party
from liability for otherwise valid claims which may be made against him by
another." [249] It is extremely doubtful, however, that any exculpatory agreement
between the manufacturer and recipient of vaccines would be held valid by the
majority of American courts.

Exculpatory agreements were valid ai common law only if confined to ordinary
negligence; [250] today they are disfavored by the law, and are strictly construed
against the party claiming protection under them. Any such agreement must
express the intent of the parties in clear, explicit, and unequivocal language in
order to protect a party from liability for his own negligence, and the language
of the agreement must be understandable to the ordinarily prudent and knowl-
ed gable man so that he will know what he has contracted away.[251)

The major Ameri1an decision concerning the use of exculpatory agreements
between hospitals and physicians, on the one hand, and patients on the other,
is Tunki v. Regents of the University of California,[252j In Tunkl the Supreme Court
of California held Invalid a contract, which was required as a condition of admis-
sion to a charitable hospital and which released the hospital from liability for
the negligent or wrongful acts or omissions of its employees, on the grounds
of a state statute declaring that all contracts whose purpose was to exempt any-
one from responsibility for his own fraud, willful injury to another, or violation
of the law, were against the public policy of the titate.[253]

The Tunkl court stated that all decisions dealing with exculpatory provisions
had been uniform in one respect: "The cases have consistently held that the
exculpatory provision may stand only if it does not involve the pubic interest."(2541
In determining whether particular contracts are within or without the category
of those affecting the public interest, the Tunkl court noted that the decisions
have "revealed a rough outline of that type of transaction In which exculpatory
provisions will be held invalid. Thus the attempted but invalid exemption involves
a transaction which exhibits some or all of the following characteristics:"

It concerns a business of a type generally thought suitable for publicregulation..The party seeking exculpation is engaged in performing a service of great

importannce to the public, which Is often a matter of practical necessity for
some members of the public.

The party holds himself out as willing to perform this service for any
member of the public who seeks it, or at least for any member coming within
certain established standards.
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As a result of the essential nature of the service, In the economic setting
of the transaction, the party seeking exculpation possesses a decisive ad-
advantage of bargaining strength against any member of the public who
seeks his services.

In exercising a superior bargaining power the party confronts the public
with a standardized adhesion contract of exculpation, and makes no pro-
vision whereby a purchaser may pay additional reasonable fees and obtain
protection against negligence.

Finally, as a result of the transaction the person or property of the pur-
chaser is placed under the control of de seller, subject to the risk of care-
lessness by the seller or his agents.J255]

The court held that the exculpatory contract between the patient and the
defendant's hospital was clearly affecting the public interest because it met all of
the tests listed above; the agreement was therefore invalid.[256] The court also
rejected a distinction proposed by the defendant between paying and nonpaying
patients. The duty of the hospital "imports no discrimination based upon economic
status."[257]

The Tunkl decision, indicating that exculpatory agreements can be valid only if
the public interest is not involved, represents the majority view in the United
States.258] The reason for this judicial hostility toward these exculpatory pro-
visions has been succinctly stated by one court: "Public policy does not favor'agreements' which shift the risk of negligence from the actor to the victim, where
the latter is not in an equal bargaining position."(259]

In view of the Tunkl decision, an exculpatory contract between a drug manu-
facturer and the recipient of the vaccine in a mass immunization clinic would
clearly fall within the category of agreements affecting the public interest, and,
under the majority rule will almost certainly be held invalid by the courts. In
order to meet the test of a contract which involves the public interest, the agree-
ment need only have some of the characteristics described above;[260] but here,
as in the Tunkl case, the proposed exculpatory provision has all of them.

The proposed agreement, involves a business the drug industry, which is
suitable for, and a subject of, public regulation. That the service offered by drug
manufacturers through mass immunization clinics, particularly during an epi-
denmic, constitutes a practical and crucial necessity is hardly open to question.
The clinics likewise hold themselves out as willing to perform their services for
those members of the public who seek them; or, when only certain classes of
individuals are to be immunized the clinics stand willing to serve those coming
within the prescribed standards. By insisting that the recipient accept the
provision of exculpation, the drug manufacturer would certainly exercise a deci-
sive advantage in bargaining; [261) there is little or no roor for the parties to
debate the terms of the contract, and during an epidemic the potential consumer
might be unable to find another source of the vaccine which did not require such
an agreement. Consequently, the exculpatory provision would manifest the
characteristics of the so-called adhesion contract, which is strongly disfavored
b the law. Finally, when the recipient signed the contract he would be placing
hmself In the control of the clinic to the extent of taking the vaccine and would
be subjecting himself to all risks of failure to exercise due care by the manfacturer
and the clinic. [262]

It appears certain, then, that if an attempt is made to insulate the drug manu-
facturer from unpredictable liability through the use of a release or exculpatory
clause, the form will be held invalidas an agreement affecting the public interest
under the Tunkl rationale. On the other hand, a release which functions merely
to communicate the warning of risk to the consumer, as suggested by the Dam
court, and which provides Tor acknowledgement of receipt and understanding
thereof, would provide evidence for the drug manufacturer that the warning was
in fact communicated received, and comprehended by the consumer. Although
the release will provide some evidence for the drug manufacturer, it cannot be
relied upon to supply conclusive proof of communication of the warning of risk
because of the possibility that the warning itself may be found to have been
inadequate or the consumer incapable of actually comprehending it.

C. ALTESNATIVE METHODS OF AMELIORATINO OR AVOIDING THE NEGATIVE
IMPLICATIONS OF DAvIs V. WYzrR LzoRAzoRz58, INC. [2631

The Davis court, as noted above, suggested advertisements, posters, releases
and oral warnings as possible methods by which the manufacturer could fuli
its duty to communicate warning of risk directly to the recipient of Its vaccine
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in a mass Immunization clinic. [2841 When viewed from the perspectives of the
practicalities of implementation and probable adverse effects upon public health
objectives, these techniques appear to be less than completely satisfactory.
More importantly, exposure to unlimited and unpredictable liability remains
a possibility for the drug manufacturer because the Davis decision did not establish
standards by which to measure the sufficiency of methods used to communicate
the warning of risk, and any particular combination of methods actually used
may be found to have been inadequate. It will be beneficial, then, to examine
several possible alternatives to avoid or at least ameliorate the negative implica-
tions of the Davis decision, namely: arbitration, which could reduce some of the
more objectionable features of the present system of recovery through litigation;
indemnification, which could relieve the drug manufacturer of the impact of
unlimited an unpredictable liability; and proposed federal legislation, which
would provide a comprehensive and uniform solution to the difficulties arising
from the Davi decision.

1. ARBITRATION

In an address before the 1971 National Medicolegal Symposium, Robert
Coulson, Executive Vice President of the American Arbitration Association,
stated:

Arbitration has deep roots in the past. Now it has become a modern
subject. It is on today's agenda because when traditional methods of re-
solving controversy fail, industry leaders begin to look for a better way.
Arbitration comes to mind because it is simple and flexible. * * * I recom-
mend to you that arbitration systems be studied by hospital administrators,
by doctors, and by lawyers, as a signpost toward the future. [265]

Arbitration will not solve the problems resulting from the Davis decision,
but it does represent a significant and preferable alternative to the traditional
form of litigation used to handle personal injury claims.

Basically, arbitration is a "mode of settling differences through the investiga-
tion and determination, by one or more unofficial persons selected for the purpose,
of some disputed matter submitted to them by the contending parties for decision
and award, in lieu of a judicial proceeding." [2661 The purpose of arbitration iq
to obtain the final disposition of disputes in a manner which is faster, less ex-
pensive, and less formal than judicial procedure. The parties select private
extraordinary judges, known as "arbitrators," who conduct an investigation
and determination of the matters in dispute in a judicial manner. The decision
of the arbitrators is called the "award." (267] The award is "binding on the parties
to the arbitration as to all matters properly submitted and properly investigated
by the arbitrators under the authority of the submission." [268] It may be en-
forced as an ordinary common law contract by a decree of specific performance
when proper or, under many state statutes, the award may be entered and en-
forced as a judgment. [269]

The settlement of disputes by arbitration is of common law origin, but many
states have enacted special statutes relating to arbitration. Some of the statutes
merely preserve the common law of arbitration, but others have replaced it by
creating specific substantive rights. (270] At common law, the general rule was that
agreements to arbitrate disputes which arose subsequent to the agreement were
contrary to public policy and unenforceable. [271] Today "modem arbitration
acts" which exist In thirty states and at the federal level have established the
irrevocability of agreements to arbitrate disputes which arise after the agreement.
They have also established a procedure to compel arbitration. Most specify that
written agreements to arbitrate any dispute, existing or prospective, are"valid, enforceable and Irrevocable." [272]

Although there appears to have been no use of arbitration in the setting of a
mass immunization clinic, arbitration has been utilized in other areas of medical
practice sufficiently related to the clinics to provide a basis for belief that arbi-
tration could be employed to significantly alleviate some of the difficulties with
suits arising from vaccine-induced injury which are common to all personal
Injury litigation. Arbitration has been used for forty years by the Ross-Loos
Medical Group of Los Angeles, [273] since 1969 by nine southern California
hospitals, [274] and since 1971 by the Kaiser Foundation Health Care Plan. [275]

One of the principal advantages of using an arbitration system to deal with the
claims arising from mass immunization clinics is that the cost and delays of litiga-
tion may be avoided. In most communities the civil courts are starved for funds
and facilities; personal injury claims often require years to reach a trial date in
some metropolitan areas. [276] Because of economic pressure upon the individual
waiting for his case to come to trial, he may be forced into a settlement which
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represents les than full Justice. If the plaintiff does persevere until the trial
date, he will find that the time required to litigate and, If necessary, appeal such
a lawsuit has greatly lengthened. 12771 In the Davis case the plaintiff received
the vaccine In March 1963, but the appeal to the United States Court of Appeals
for the Ninth Circuit, which reversed a lower court decision In favor of the de-
fendant, was not final until September 1968. There was still the further delay of a
second trial If a settlement with the manufacturer was not reached. 12781

In contrast, an arbitration hearing can generally be obtained by the party
within a few months after submission of the dispute. The average time in 1966
from submission to final award was only five months. Moreover, the time neces-
sary to conduct an arbitration hearing is measured in days, rather than the weeks
often required to litigate a complex personal injury lawsuit. [279]

Similarly, the expense of litigating a personal injury lawsuit has greatly in-
creased. Extensive depositions and other costly pretrial discovery measures are
necessary even before the case gets Into court. These preliminary steps are both
expensive and frustrating for the plaintiff as well as the defendant. [280] Arbi-
tration is a much less expensive process for the parties than litigation. The shorter
period required to conduct a hearing than a trial reduces attorney's fees where
there Is no contingent fee involved, and the administration expenses of arbitration
are much lower than litigation-a benefit to the public as well as the parties in-
volved. [2811 The rules uf evidence and procedure which apply to litigation are
considerably relaxed In arbitration; "the essence of arbitration is its freedom from
the formality of ordinary judicial procedures." 12821 The implementation of an
arbitration system to deal with claims arising from a mass immunization clinic
then, would benefit the parties by reducing the costs and delays of litigation. [283]

The arbitrators should have sufficient knowledge of the medical and public
health care areas to eliminate the necessity for detailed explanations of the mean-
ing of medical terminology and the qualifications of expert witnesses. [2841
Assuming that a manufacturer is found liable for the claimant's injuries, the
sophisticatede" arbitrators will probably reach a decision with respect to damages
different from that which a jury would produce. As one commentator has sugr-
gested, ... there is no danger of sentiment as In a jury trial." [2851 Robert
Coulson has indicated that in malpractice claims the award might be higher than a
jury determination in assessing the economic effect of the loss of a wage earner
upon the family, but that It would be lower "in relation to emotional factors
affecting the decision." [286]

Assuming that it is desirable to employ an arbitration system as a method of
dealing with claims arising out of a mass immunization program, there are two
legal difficulties which may be encountered: whether an agreement can be binding
upon a minor and whether the agreement can avoid being classified as a "contract
of adhesion" by the court.

With respect to the effect of arbitration contracts on minors, the leading case is
Doyle v. Giuliucci, [2871 a 1965 decision in which the California Supreme Court
upheld the validity of the Ross-Loos arbitration clause:

The arbitration provision in such contracts is a reasonable restriction,
for it does no more than specify a forum-for settlement of disputes. [288]

The traditional common law rule is that the infancy or mental incapacity of one
of the parties to an arbitration contract is a ground for refusing to enforce the
agreement; it may be voided at the election of the party. [2891 Faced with the
question of whether a parent could bind his child to-arbitrate claims arising under
the health care contract of which the child was a beneficiary, the court held that
a minor was bound to the arbitration agreement executed by the parent. (2901
The court reasoned that, since under the traditional rule a minor could disaffirm
his own medical contract, it was unlikely that medical groups would contract
directly with him. This would result in an effective denial of "the benefits of
arbitration," [2911 Therefore, the authority of parents to contract in behalf of
their children must be recognized if minors are to be "assured the benefits of
group medical services." [2921

"Even a grudging reading of Doyle v. Giuliucci supports the belief that sensible
medical bargains for arbitration will receive sympathetic judicial enforcement."
[293] It is submitted that the application of arbitration to mass immunization
programs would be sympathetically received by the courts. Doyle upheld the valid-
ity of arbitration as a reasonable alternative to litigation in the medical area, and
the courts should be receptive to the forceful argument it presents for recognizing
the authority of a parent to contract for arbitration on behalf of his child. Even
where a party lacks the capacity to enter into a contract because of mental illness
or defect, under the Doyle rationale the drug manufacturer could execute the
agreement with someone acting on behalf of the party. It has been suggested
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that mental illness or defect is of little importance in the case of an applicant for

ru medical service "in the absence of independent evidence of overreaching"by the service. 1294]
The second difficulty with the application of an arbitration contract to the mass

Immunization clinic is that it may be invalidated as a contract of adhesion.
Generally, the courts will not enforce arbitration agreements if one party's consent
to arbitrate is obtained by adhesion, i.e., on a "take it or leave it basis." [295]
As the Tunkl decision indicated, when one party to a contract has a decisive
advantage in bargaining and there is little opportunity of debating the terms of
the agreement and little opportunity for the other party to obtain the services
desired elsewhere, the court may classify the contract as one of adhesion and refuse
to enforce it. [296]

The "Arbitration Option" in the admission form used by the nine southern
California hospitals contains the following provision:

If patient, or undersigned, does not agree to the 'Arbitration Option,'
then ho will initial here . [2971

This clause and a provision in the agreement allowing the patient to refuse
arbitration by giving the hospital written notice within thirty days after dis-
charge were Included by attorneys in an attempt to insulate the agreement from
charges of adhesion. [298] Although there has been no decision on the issue, It
appears that their efforts have been successful. 1299]

It is evident that, in order to insure that the arbitration agreement used in a
mass immunization clinic will withstand charges of adhesion, the contract to
arbitrate must be the result of a voluntary election on the part of the recipient
He must be given the opportunity to either accept or reject the arbitration pro-
vision, and the staff of the clinic should not exercise any degree of influence upon
the individual as to whether or not he should exercise the option. 1300J -

Notwithstanding the inevitable use of a standardized form, the lack of opporA
tunity for meaningful bargaining, and the "take It or leave it" atmosphere which
would prevail in a mass immunization clinic, it may be predicted that a voluntary
agreement to arbitrate in this setting will be upheld if it contains a provision fot
the consumer to reject arbitration. [301J When determining whether a standard-
ized contract is one of adhesion, the courts have utilized a test of the extent to
which the dominant party has disappointed the reasonable expectations of the
weaker contracting party based upon his typical life situation. t3021 In applying
this test to a medical arbitration contract, it appears that the courts are primarily
interested in the extent to which the disadvantaged bargaining party, the re-
cipient at the clinic in the present setting, has been harmed or unfairly
overreached. [3031

It is not enough that standardization diminishes choice; that effect must
be brought about by unfair or illegitimate means. So unless it can be said
that a medical arbitration term operates in a coercive or oppressive manner,
it is difficult to see that the courts will regard it as exceeding the expecta-
tions of the average patient who accepts it. [3041

In light of the Doyle precedent that arbitration of medical claims is a reasonable
alternative to litigation even when a minor is bound to arbitrate by a parent and
the fact that arbitration may actually be more advantageous for the claimant in
many instances, the court may well be receptive to the use of voluntary arbitra-
tion agreements in the mass immunization clinic situation.

Assuming that an arbitration system would be desirable, how then could such
a program be implemented and operated? First, every individual who is to be
immunized in a mass immunization clinic would receive an agreement for his
signature asking that he agree to arbitrate any disputes which may arise-between
him and the program's principals, agents, sponsors, or the supplying drug manu-
facturer. The form would contain a means for the individual to refuse the arbi-
tration alternative if he so desired In order to be certain that the system will be
immune from an attack on the ground of adhesion. Parents or guardians would,
of course, have to sign for minors. It is vital that the individual have at least a
minimum awareness that he is actually agreeing to arbitrate; the provision must
not be buried inside some lengthy and complex standardised form. WO0J The
following suggested form is provided for purposes of illutton oqnly:

AGREEMENT TO SETTLE ALL CLAIMS ST AU11TAfON

In consideration of the protection against infectious disease which Is to be
gained by participation in this mass immunization cli o, I, the udrslged,
do hereby covenant and agree that each and every ose, controversy, claim,
declaration, suit, complaint, action or otherwise, whetw In contract or In
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tort, which may hereafter arise from any reason or from any cause or source,
whether from myself, my dependents assigns, heirs, and/or legal represents
tives, shall be settled only in accordance with the Rules of the Ameriean
Arbitration Association, and judgment upon the award rendered by the
Arbitrators shall be entered in a Court of Record having jurisdiction
thereof. [3061

Subsequently, If a dispute arose or a claim was Lie against the drug maut-
facturer, arbivators would be selected by one of serveal possible methods. The
claimant and the opposing party could each select an arbitrator, with the third to
be appointed by the two already selected. This approach Is used under the Ross,
Loois Medical Group plan. (3071 Alternatively, professional arbitrators could be
selected through the American Arbitration Association as is done by the California
Hospital-California, Medical Association program. [308) The latter method of
selection would seem preferable. It divorces the padres as far as poaible from the
selection procedure, and the acceptability of the procedure would be increased
through the utilization of the highly respected American Arbitration Asso-
ciation. (3091

The utilization of arbitration to handle claims arising out of a mass immuniza-
tion clinic will not resolve the problems created by the Davit decision; the possi-
bility of unlimited and unpredictable liability Is not eliminated by arbitration,
and the drug maDufacttuer may still ultimately decide to refrain from participating
in the programs. As an alternative to the present system of dealing with personal
injury claims by litigation, arbitration does possess the advantages of reduction
of cost and delay for all parties oncerned. But, despite the hope that "sophisti-
cated" arbitre.tors will not make excessively large awards based on "emotion,"
even under an arbitration system the award to a claimant who has suffered perma-
nent paralysis from a vaccine-Induced disease will be substantial. Moreover, the
number of claims that arise from a mass immunization clinic will be the samo
whether such disputes are settled through litigation or arbitration. It Is necearw,
then, to consider alternatives other than arbitration which may reduce the impact
of unlimited and unpredictable liability upon the drug marifacturer.

2. INDEMNIFICATION

Indemnification is an alternative which could have the desired effect of reducing
or eliminating the impact of unlimited and unpredictable libility upon the drug
manufacturer by shifting the burden of liabily from the manufacturer to the
sponsors of the mass immunization clinic. Moreover, because it consists merely
of a contract between the manufacturer and the sponsor or sponsors of the clinic,

inemWfloation is totally compatible with the existing system of recovery through
litigation and does not require the displacement of that system with an alternative
process such as arbitration or the compensation scheme under the proposed
federal legislation, discussed below.

Indemnification must be distinguished from exculpation. In general, the former
is subject to much less legal criticism than the latter. [310] In contrast to an
exculpatory provision which relieves one party from liability for otherwise valid
claims by another, an indemnification contract is "an agreement whereby one
party to a lease or other contract agrees to protect the other from claims for loss
or damage made against the ndemnitee by a third party." [3111 The party
providing protection is called the "indemnitor," while the party seeking protection
is known as the "indemnitee."

A distinction also exists between tlq legal effect of an exculpatory clause and
that of an indemnifloation agreement. In the former, one party signs away in
advance his right to recover amages from the other party, but Indemnification
"does not preveit recovery for the,,amages, it merly shift* the burden of
paying the dama,'e to the Indemnitor. [3121

Indemnificatioa contracts may be generally divided into two groups: those
which indemnify against loss or damage and those which Indemnify agaInt
liability. "A contract which simply Indemnifies, and nothing more, is against loss
or damage only, whereas a contract which bind the Indemnitor to pay certain
sums of money or perform pcts which will prevent harm or Injury to the Indemnitee
Is one of indemnity against liability." (313] Both types of Indemnification may be
combined into a single contract. (314

Despite some early authority to the contrary, it is now the prevailing rule that
indemnification contracts are valid and enforceable even where they provide for
the indemnification of one party, the indemntee, against liability for his own
future acts of negligence: Provded, That the agreement expresses the intention to
indemnify against negligence in clear and unequivocal terms. [3151 It should also
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be noted that indemnification agreements are strictly construed against a party
claiming indemnification against his own negligence, and agreements which
contain broad and all-inclusive language may be interpreted not to include
Indemnification for negligence. [316]

As an alternative to avoid the negative implications of the Davis decision, an
indemnification agreement offers the possibility of reducing the impact of un-
limited and unpredictable liability upon the drug manufacturer. The parties to the
proposed agreement would be the drug manufacturer, as indemnitee and the
federal, state, and local governmental or medical authorities which sponsor the
mass immuhization clinic, as indemnitor.

Since it would be desirable for the drug manufacturer to obtain idemnification
against all liability arising from an immunization program including liability for
negligence, the agreement should so specify. The following suggested provision Is
provided solely for illustrative purposes to show part of a typical indemnification
contract:

Indemnitor undertakes to indemnify indemnitee from any and all liability,
loss or damage indemnitee may suffer as a result of claims, demands, costs, or
judgments against It arising out of [the use of indemnitee's vaccine at a
designated mass Immunization clinic] whether the liability, loss, or damage is
caused by, or arises out of, the negligence of the indemnitee or of its officers,
agents, employees or otherwise. [317]

Other provisions of the agreement, if desired, could specify a maximum amount
beyond which the indemnitor would not be liable provide for notice to the indem-
nitor from the Indemnitee of claims made against it, and obligate the indemnitor to
undertake the defense of the indemnitee against any claims covered by the
contract. [3181

It is not essential that all of the potential parties participate in the indemnifica-
tion agreement; the contract could include only the drug manufacturer and any
desired combination of the federal, state and local sponsors. An agreement which
includes all of the parties and in which some portion of the liability is designated to
remain with the drug manufacturer, however, would be the most equitable be-
cause a certain degree of responsibility should be shared by all concerned parties.
The degree of responsibility to be assumed by any individual party could be pro-
portional to such factors as: (1) the extent of control and involvement in the mass

munization program; (2) the amount and nature of benefit accruing to the
party; and (3) financial resources.

The advantage of the indemnification agreement when applied to the mass
Immunization clinic is evident. No longer would the drug manufacturer be singu-
larly exposed to unlimited liability under the Davis decision, because pursuant to
the proposed agreement the feceral, state and local sponsors would share an equi-
table degree of the liability for injuries arising out of the program. Indemnification
would at least mean that the drug manufacturer would not have to consider with-
drawal from participation in mass immunization programs as the only way to
avoid the possibility of financial disaster. Mass immunization clinics would no
longer be subject to the manufacturer's possible refusal to supply the necessary
vaccines.

The indemnification agreement might not, however, completely eliminate the
problem of unlimited and unpredictable liability. Several large judgments, even
though shared by the program's various levels of sponsom-eould still leave the
drug manufacturer with diminished economic returns from participation in mass
immunization programs. Moreover, the federal, state and local agencies may be
Incapable of indemnifying the manufacturer or unwilling to place themselves in a
position of having to share financial responsibility for excessive judgments and may
limit the amount of indemnification which they may be required to pay under the
agreement. The potential of unlimited and unpredictable liability may be no more
acceptable to state ,and local public health and medical authorities than it is to
drug manufacturers. Ultimately, the federal agency involved may prodV3wbe-the
only party able to accept such responsibility.

As an alternative to the present situation, however, indemnification does appear
to be a viable method of lessening the negative effects of the Davis decision. An
indemnification agreement could eliminate the problem of unlimited and unpre-
dictable liability by shifting the burden from the manufacturer to the sponsoring
federal, state, and local governmental or medical sponsoring societies or agencies.
If the sponsors are unwilling or unable to assume the entire burden, the risk of
unlimited and unpredictable liability upon the manufacturer could still be sub-
stantially reducedby an agreement requiring the sponsors to indemnify up to a
certain limit. As mentioned above, indemnification is compatible with the existing
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system of recovery for personal injuries through litigation. Finally, in the absence
of congressional approval of federal legislation addressing the problem, indemnifi-
cation may be the only alternative available as a viable method of resolving the
problems created by the Davi8 decision.

3. FEDERAL LEGISLATION i"THE MASS IMMUNIZATION COMPENSATION ACT"

(a) Th.- Need, Philosophy and Advantages of Federal Legislation
The problems created by the Davis decision present a social dilemma involving

the medical profession, the public health goals of the United States Department
of Health, Education, and Welfare, the pharmaceutical firms, and the nation's
consumer citizens. Such a situation involves competing public policies and suggests
the appropriateness of federal legislation in order to achieve uniformity and
predictability. In order to appreciate the significance of the legislation to be
discussed, it is necessary to first understand the changes to be contemplated and
issues resolved by such legislation.

The legal issues stemming from a claim resulting from mass immunization
programs are not unique and can be found in any area of personal injury litigation.
Essentially the burden is on the consumer-claimant to prove: (1) existence of a
duty on behalf of the drug manufacturer; (2) breach of that duty; (3) a direct
causal link between the established breach of duty and any alleged injury suffered
by the claimant; and (4) damages to the claimant as a result of the injury. These
factors constitute the basic elements of what Is commonly known as the "fault-
recovery system." (319] The crux of the fault-recovery system today is the same
as it was in 1850, when it was first announced in this country. [320] The system
concentrates upon the defendant and his conduct and not upon the victim and
his situation.

The most evident and impressive factor of the fault system is the "spectacular
legal lottery into which it thrusts the plaintiff." [321] The victim's ultimate
recovery depends upon his successfully meeting and proving the aforementioned
issues-a task which involves expensive and prolonged litigation and no small
number of fortuitous circumstances. Under the fault rules several identical victims
may have suffered identical injuries, yet one may recover thousands of dollars
while an equally innocentiNictim recovers nothing. [322) Such results are contrary
to both established concepts and recent developments in legal philosophy recog-
nizing society's desire to treat victims who suffer like harm alike. [323g

Evidence of society's wish to shift the focus from the defendant and his conduct
to the victim and his plight is found in such well established legislation as work-
men's compensation. Workmen's compensation statutes existed in Germany in
1884, and were introduced in England in 1897 and in the United States for
government employees In 1908. [3241 By 1921, all but a few states had enacted
such legislation and it is now In effect in all of the states.[325] Because workmen's
compensation acts are a good example of an alternative to the fault-recovery
system and in fact provide an excellent model upon which to base a federally
legislated "mas s immunization compensation act," the major concepts of work-
men's compensation acts will be briefly discussed.

A workmen's compensation act may be defined as a plan or system for
compensating workmen injured and physically disabled as a direct result
of their employment, regardlms of the question of fault or negligence. In
the event of the employee's death, compensation or death benefits are pro-
vided for his or her dependents. This definition applies generally to all such
acts, though they vary considerably in the details of their provisions. [326]

The main purpose of the acts is to provide prompt compensation for the
employee [3271 without delay or expense,[328j to simplify all proceedings under
law [329] anid compensate injured employee claimants at rates which the law
itself directly or indirectly fixes.J330] In order to accomplish this purpose the
workmen's compensation acts did away with the issues of negligence, unavoidable
accident, assumed risk, and contributory negiigence.[3311 In essentially abolishing
the concept of fault,1332] the compensation laws constitute a statutory departure
from the common law and are, as commonly stated, in derogation of the common
law. They are not supplemental, amendatory, or declaratory of the common law,
but wholly substitutional of it.(333] It has been said that "no subject of labor
legislation ever has made such progress or received such general acceptance of
its principles in so brief a period" [334] as have the workmen's compensation acts.

Workmen's compensation acts are not the only legislative schemes which have
adopted the concept of no-fault liability. The most recent legislative extension of
the concept has been in the field of no-fault automobile insurance.[335] There is



also a strong legislative emphasis on security for victims of accident and illness
in such Measures as social security, disability insurance, unemployment Compensa-
tion, and mediate.[8361 FaUlt or negligence in the causation of harm Is Irrelevant
in all of these systems; stress is placed instead on the loss inflicted upon the
victim and his family as a result of the injury or death.[337]

The plight of the various parties involved, as a result of participation In a mass
Immunization clinic and the problems created by the fault-recovery system in
dealing with such claims, [338] would beem to suggest the desirability of a federally
legislated plan based upon a concept of no-fault liability. The advantages of such
an approach would benefit all concerned parties and certainly should be con-
sidered as a possible alternative.

A federally legislated program Would provide a systematic and uniform plan
for handling mass immunization injury claims. Suoh legislation would eliminate
the multifarious schemes of dealing with claims which result from the existence
of fifty independent state jurisdictions, and all consumer-claimants would be
afforded the same remedies regardless of geographic location. Drug manufacturers
Would not be subjected to an array of divergent and unpredictable liabilities
depending upon the Whims and sympathies of judges and juries and the laws
6f each jurisdiction in which the mass immunization program has been conducted.

In addition to establishing a more predictable liability, federal legislation could
provide a more equitable means of meeting the liability determined. Financial gain
does accrue to the drug manufacturer participating in a mass immunization pro-
gram, and he should therefore bear some degree of financial responsibility in
relation to personal Injury claims. However, the drug manufacturer's participation
also significantly contributes to the public welfare. The participation of the phar-
maceutical firm is essential to achieving the public health goal of the control and
eradication of communicable diseases. A federally legislated alternative could
Institute a means by which to involve the federa )and, if provident, the state and
local governments and agencies in the sharing of the determined liability. The
federal government is the composite representative of the nation and responsible
for the protection and perpetuation of national interests. A sound public health
program is necessarily in the nation's beat interests. There is no logic which dictates
that the drug manufacturer alone should absorb the financial liability resulting
from a program designed to effectuate national health goals. The present threat o
sole liability Is the major reason for the drug manfacturer's reticence to continue
involvement with mas immunization programs. Federal legislation could achieve
a more equitable means of meeting liability without lessening the drug manufac-
turer's responsibility for its own actions.

Furthermore, a program based upon a no-fault concept would provide an addi.
tional factor to be considered by the potential participant. The warning required
by the Davis decision raises two Wtentally contrary public policy considerations:
(1) the Individual's right to be informed, and (2) the achievement of a public health
objective which would be frustrated if a warning were to deter the participation of
a significant number of consumers. [3391 The possibility of det.,rrence would be
mItIgated by a no-fault compensation act. The existence of a warning would not
function br bn interpreted to deprive an injured person of his right to compensa-
tion, which is the case under the fault-recovery system.

In summary, legislation, based upon the no-fault concept, should be considered
as an alternative to the Davis dilemma.
(b) A model Ad 1340]

(1) Construction and operation of law:
(a) TVf.-The Mass Immunization Compensation Act.(b)-furpose.-(i) To recognize the necessity and effectivenew of mass immunization

programs In the efforts of the Department of Health, Education and
Welfare In controlling and eradicating communloable disease.

(1i) To provide for a method of compensating an individual who suffers
injury as a result of chemotherapeutic treatment received as a F articipant
in a mas immunization program.

(ii) To provide similar treatment for similarly situated persons suffer-
ing similar injuries.

(c) Defnitions.-
(I) "Mass immunization clinic": Any clinic or pro designated as

such by the Department of Health, Education and Welfare. [3411 -
(i)" Individua": Any citizen of the United States or any of Its terri-

tories or posesions.



(ii) "Injury": Any personal injury or disability resulting from the
chemotherapeuti aspect of a mass immunization program.

(lv) luredrd person": An individual who suffers injury due to his
partcipation in a mass immunization program.

(v) 'Survivors": Those entitled to bring s wrongful death action for
the death of any injured person. [342]

(vi) "Board," "Fund": These teims are collective nominatives used to
designate the .innstr .ive body and its total resources.

(d) econ ex4tinq low.-
(i) Warning: The am-fault concept of this act shall not function or

be interpreted to absolve any drug manufacturer or pharmaceutical
firm, its principas or agents, or any federal, state or loecl agency or
society, their principals or agents involved with mass immunization
programs from the duty to wren individuals of any dangers attendant
to participation in any mass Immunization clinic. The existence and
substance of a warning shall not function or be interpreted to deprive an
Injured pe solk of his right of compensation, but shall be considered by
the board in the assessing of remedial sanctions against the drug
manufacturer.

(il) Scope of act: This act shall aot relieve any drug manufacturer, or
federal, state or local agency of any penalty for failure or neglect to
perform any other duty statutory or otherwise, Imposed by law, the

epartment of Health, Education and Welfare, the Siugeon General,
or government contract except as specifically provided for within this act.
- (il) Injured person's right to collaeral action.-The remedies provided
within this act shall be considered a complete and total replacement of
an injured person's right to sue a drug manufacturer, or any principal,
agent or party involved with a mass immunization program to which an
injured person would otherwise have legal recourse. [343]

(iv) Uperation of act in epidemic conditions: This act and all attendant
pr visions shall be applicable and in full force and effect regardless of
te public health condition, situation or dilemma necessitating the
implementation of a mass immuoization program.

(2) Terms and conditions:
(a) Basis for payrnn.-The fund Is liable to pay to an injured or hisrepresentative without consideration of fault benefits for economic loss re-

suiting from chemotherapeutically induced injury received in a mass im-
munization prog-am.

(b) Economic loss. [344]
(I) Medical and hospital expense#: All medical expenses incurred by an

injured person for necessary surgical, x-ray dental, and medical expenses,
including professional nursing and hospital services and funeral services.
But reasonable expenses shall not include charges in excess of semi-
private hospital accommodations except when the injured person re-
quired special or intensive care.

(ii) Work loss: Work loss shall consist of loss of income from work an
injured person v.ould have performed had he not have been injured, and
expenses reasonably incurred in obtaining ordinary and necessary services
from others not members of the injured person's household int ieu of
services that, had the individual not have been injured he would have
performed, not for income but benefit of the household. [345]

(c) Survivor's los.-Survivor's loss benefits shall be payable to the survivor
or survivors of an injured person who dies as a result of chemotherapeutic
injury received In a mass immunization clinic. [346]

(d) Taxable significance.-Any money paid to an injured person or his sur-vivors pursuant to this act shall not be considered gross income for purposes of
federal or state taxation.

(3) Claims and notice of injury:
(a) Claimg not assignable.-No claim for compensation under this act shall

be assignable and all claims therefore shall be exempt from all claims of
creditors.

(b) Notice of injury.-Written notice of injury is required to be given as soonas possible, but mere delay of notice is not a bar to any reparations and notice
does not designate the beginning of the period for which reparations shall run,
the compensatory provisions of this act being retroactive to time of injury.

(c) Conteias of notice.-
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(1) The written notice provided for in the foregoing subsection shaH
state: the name and address of the claimant; the time, place and manner
in which the drug was administered; the name of the immediate clinio
sponsor; and shall be signed by the claimant, or in the event of his in-
ability or death, by his representative or a person in his behalf or in
behalf of the survivors.

(ii) The notice shah be accompanied by a physician's medical exami-
nation report stating: the name and address of the physician; date of
examination and nature of examination; and include a statement and
analysis of symptoms and conclusions.[347]

(d) Time of filing claim.-
(I) The right to compensation under this act shall be forever barred

unless a claim is filed within one year after the injury has been medically
diagnosed or death occurs.[3481 Failure to comply with the said time
limit results in the forfeit of all remedies provided for by this act or
remedies for which this act is substitution of.

(Hi) Exception: No limitation of time provided for within this act shall
run against any person who is mentally incompetent or a minor
dependent.

(e) Claim by guardian or trustee of minor or mentally incompetent.-If an
injured person is mentally incompetent or under the age of eighteen at the
time any right or privilege accrues to him under this act., his guardian or
trustee may claim or exercise such right or privilege in his behalf.

(4) Discovery and examination of injured persons:
(a) Financial.- ... .

. (1) Discovery of facts about an injured person from injured person's em-
ployer: Every employer shall, in a form approved by the board, furnish
a sworn statement of the earnings of an injured person since the time of
injury and for a two year period prior to the injury of the person upon
whose injury the claim against the fund is based.

(ii) Discovery of claimant: the claimant must furnish copies of his
state and federal income tax returns for the two most recent tax years
upon which his tax reports are based.1349]

(b) Medical.-
(I) General scope of medical discovery: Every physician, hospital, clinic

or other medical institution providing before or after an injury upon
claim for reparations is based, any products, services or accommodations,
including funeral services, in relation to that or any other injury, or in
relation to a condition claimed to be connected to that or any other
Injury, shall if requested to do so by the board: Furnish forthwith a-
written report of the history, condition, treatment, dated, and costs of
such treatment of the injured person; and, produce forthwith and permit
the inspection and copying of his or its records regarding such history,
condition, treatment, services or products of any type.

(ii) Privilege: No fact learned by any physician shall be privileged
before the board.

(c) Disputes as to rights of discovery.-
(I) Compelling discovery: In the event of any dispute regarding the

right to discovery of facts about the claimant's earnings or about his
medical condition, history, treatment, dates and costs of such treatment,
a judge of a United States District Court may enter an order for such
discovery.

(ii) Limited discovery: A United States District Court, in order to
- protect against annoyance, embarrassment, or oppression, as justice

requires, may enter an order refusing discovery, and may order pay-
ments of costs and expenses of the proceedings, including reasonable
fees for the appearance of attorneys at the proceedings.

(5) Amount, computation and payment of compensation:
(a) Medical expense.-

(i) Extent of compensation: An injured person shall be totally and
completely compensated for all medical expenses as defined under section
B.2.(a) of this act.

(ii) When payable: Com, msation for medical expenses is payable
periodically as thI accrue.

(b) Workloss.-
(i) Extent of compensation: Any work loss as defined in section B.2.(b)

shall be fully compensated up to five hundred dollars ($500,00) per week,
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but does not include outside help which shall be separately and fully
compensated within reasonable limits. [3501

(aI) When payable: Compensation for work loss is payab'e periodicallyag It accrues.-\ . .
(6) Finance of fund: (Guideline: Since the fund is basically a social welfare

model meant to benefit all citizens, i.e., all injured participants, at least a large
share of the funds should be obtained from tax that would reach all, or virtually
all, of the public. Whether this should be progressive income tax, a sales tax or
some other tax is beyond the scope of this study. However, the funding could be
so structured as to include a surtax or extra assessment against the drug
manufacturer.]

(7) Selection, composition and location of the board:
(a) Legal members.-[Guideline: The American Bar Association could

nominate a specified number of names, e.q. ten from variols geographical
areas such as ten from the 5th Circuit, ten from the 4th Circuit, and the
appropriate Congressional committee or the Attorney General of the United
States could select from the names nominated, e.q. four for each circuit.] 1351

(b) Medical members.-{Guideline. The same procedure suggestedfor the legal
members could be followed except that the American Medical Association
would nominate, and either the appropriate Congressional committee, or
the United States Surgeon General, or the Secretary of Health, Education,
and Welfare, would select.] (3 5 l-----

(c) Tenure.-[ Guideline: Four'from each ten would be selected, i.e., four
attorneys and four physicians for each circuit. The appointments would be
for terms of one, two, three and four years respectively, with successors
appointed for terms of two years each.]

(8) The board-powers, duties, functions, hearings, records, reports and appeals:
(a) Forms.--The Board will prepare and furnish copies of all proper forms

required by the provisions of this act.
(b) Sessions.-The Board shall meet on any date at any place within its

circuit deemed necessary and appropriate. The Board shall meet at least
twice each year to transact such business as comes before it.

(c) Notice of operation under the act; publication.--The Board shall cause
to be promulgated within its circuit the fact that all mass immunization clinics
are operated under the provisions of this act, and such notice shall be posted
permanently in public health centers and special publication shall be required
preceding all mass Immunization clinics and shall be conspicuously posted
at all clinics.

(d) Conduct of hearings; records; payment of witnesse8.-Every hearing upon
a claim shall be conducted in a summary manner. All witnesses shall testify
under oath and a record of the proceedings shall be made and kept. Such
hearings shall not be deemed necessary in every Instance but only when the
board deems it necessary; the criterion considered shall be the difficulty
in ascertaining the substantial rights of any party. A party shall pay Its own
witnesses,

(e) Assistance of counsel.-If a hearing is deemed necessary, an Indigent
claimant shall be affordd-he assistance of counsel to be appointed and
compensated by the Board.

(f) Postponement of hearings.-A hearing can be postponed due to legal or
medical necessity and when postponement will not unnecessarily interrupt
the schedule of the Board. -

(g) Consideration of evidence.-
(i) Generally: All evidence shall be heard and considered by the full

Board, and the Board shall make all conclusions of fact.
(ii) Additional evidence: The Board can-order additional evidence to

be taken, including physical examinations, and any claimant refusing
to cooperate shall be barred from recovery until such cooperation is
forthcoming.

(h) Periodic medical examinaions.-The Board shall have the authority
to require periodic medical examinations during compensation. Refusal to
submit to examination or obstruction of an examination may result in
suspension of compensation until such examination is conducted.

(i) Treatment and Therapy: The Board 13531 shall have the right to
- suggest and require a change in treatment or therapy.

(ii) Autopsy: The Board shall have the authority to require an autopsy
by a Board sanctioned physician in case of death occurring at any time.

(i) Appeal of the board's decision.-The Board's conclusions and decisions
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shall be conclusive, but In oxeeptional circumst the Board may certify
its decision for appeal. There shall be no appeal of right.

(j) R*vi*w by Vie board.-The Board can permit the review of a claim
previously decided where It is shown that there is new evidence such a
nature as would follow the common law in governing the admission of newly
discovered evidence in the applicatlon for a new trial; and-the evidence
must be of -such a nature as likely would have produced a different result
had the evidence been procurable at the first hearing.

(k) Subpoena power.-The Board shall have the powar to subpoena and
to administer the oath.

(i) Hearings without reasonable grounds.-Costs and fees shall be assessed
by the Board against a claimant for hearings which prove to be without
reasonable grounds.

(m) Amendrewn of rules.-The rules of the Board are subject to amendment
at any time.

(9) Sanctions: [Guideline: Sanctions to be imposed by the Board could include
suepebsion of a drug manufacturer's business license, fines and criminal penalties.
Proper judicial proceedings would be cofiducted where necessary.]
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The existence of circumstantial evidence in this case was helpful: there was no
polio epedimic in thc city where the plaintiff was administered the vaccine, and
there was no known contact with any polio victim.

55. 1 Frumer & Friedman, Products Liability 11.01131 (1971).
56. 2 Frumer & Friedman, Products Liability 1 16.0111 (1970).
57. Id.
58. Id.
59. See Stuart v. Wilkins, 99 Eng. Rep. 15 (1778).
60. 2 Frumer & Friedman Products Liability 1 16.0311 (1970).
61. 168 Wash. 456, 12 P.2d409 (1932), aff'd, 179 Wash. 123, 35 P.2d 1090 (1934).
62. Baxter v. Ford Motor Co., 168 Wash. 456 12 P 2d 409, 412 (1932).
63. See McFarland v. Newman, 9 Watts 55 (Pa. 1839).
64. See Hawkins v. Pemberton, 51 N.Y. 198 10 Am R. 595 (1872).
65. Uniform Commercial Code 1 2-313 (1662 version): Express Warranties

Affirmation, Promise, Description, Sample. (1) Express warranties by the seller
are created as follows: (a) Any affirmation of faft or promise by the seller to the
buyer which relates to the goods and becomes part of the basis of the bargain
creates an express warranty that the goods shall conform to the affirmation or
promise; (b) Any description of the goods which is made part of the basis of the
bargain creates an express warranty that the goods shall conform to the descrip-
tion; and (c) Any sample or model which is made part of the basis of the bargain
creates an express warranty that the whole of the goods shall conform to the
sample or model. (2) It is not necessary to the creation of an express warranty
that the seller use formal words such as "warrant" or "guarantee" or that he
have a specific intention to make a warranty, but any affirmation merely of the
value of the goods or a statement purporting to be merely the seller's opinion
or commendation of the goods does not create a warranty.

66. See Grinnell v. Charles Pfizer & Co., 274 Cal. App. 2d 424, 79 Cal. Rptr.
369, 378 (1969).

67. See Magee v. Wyeth Laboratories, Inc., 214 Cal. App. 2d 340, 29 Cal.
Rptr. 322, 329 (1963). gee generally Rheingold, Products Liability-the Ethical
Dru Manufacturers Liability, 18 Rutgers L. Rev. 947 973-80 (1964).

6. 2 Frumer & Friedman, Products Liability I 16.0414f]b] (1970).
69. Toole v. Richardson-Merrell, Inc., 251 Cal. App. 2d 689, 60 Cal. Rptr.

398 (1967).



70. The court relied upon the rule that where the party making the repre-
sentatlonA has superior knowledge concerning the subject matter, and the other
p arty is In a position such that he may reasonably rely upon such superior
knowledge, then the representations may be considered as fact and not opinion.
60 Cal. Rptr. at 411.

71. 14r
72. rnnell v. Charles Pfiser & Co., 274 Cal. App. 2d 424, 79 Cal. Rptr. 369

(1969).
73. 79 Cal. Rptr. at 378-79.
74. Henningsen v. Bloomfield Motors Inc., 32 N.J. 358, 161 A. 2d 69 (1960).

See generally, Presser, Warranty of Merchantable Quality, 27 Minn. L. Rev.117(1943).
75. Uniform Commercial Code 2-314(2)(o) (1962 version). The Code specifies

that the Implied warranty of merchantability arises in every contract for the sale
of goods in which the seller Is a "merchant" with respect to goods of that kind.
A merchant is one "who deals in goods of the kind of otherwise by his occupation
holds himself out as having knowledge or skill peculiar to the practice of goods
involved in the transaction . .. " 1Uniform Commercial Code §2--104(1) (1962
version). It is clear that the manufacturer and initial vendor of prescription drugs
and vaccines Is a "merchant" and subject to the implied warranty of merchant-
ability provision.

76. 3 Frumer & Friedman Products Liability 133.0212[d] (1970).
77. Uniform Commercial Code 12-315 (1962 version). Often the same facts that

give rise to an Implied warranty of merchantability will also give rise to an implied
warranty of fitness of a particular purpose. As Judge, later Mr. Justice Cardozo
remarked, in many instances the warranties may coexist and liability may be
based upon either. See Ryan v. Progressive Grocery Stores, 255 N. Y. 388, 175
N.E. 105 (1931). One significant difference, however, is that the Implied warranty
of merchantability does not require proof of reliance upon the seller's skill or
judgment as does the implied warranty of fitness. 2 Frumer & Friedman, Products,
Liability 116.0412[d] (10970).

78. 2 Frumer& Friedman Products Lidbilityf 16.01[l) (1970).
79. See Rogers v. Toni home Permanent Co., 167 Ohio St. 244, 147 N.E.2d

612 (1958). See generally Ames, The History of Assumpsit, 2 Harv. L. Rev. 1,
8 (1888).

80. 2 Frumer & Friedman, Products Liability 116.0351 (1970).
81. See Mazetti v. Armour & Co., 75 Wash 622, 135 P. 633 (1913). -
82. See Singer v. Zabelin, 24 N.Y.S.2d 962 (N.Y. City Ct. 1941).
83. See Ryan v. Progressive Grocery Stores, 255 N.Y. 388, 175 N.E. 105 (1931).
84. See Coca-Cola Bottling Works v. Lyons, 145 Miss. 876, I11 So. 305 (1927).
85. 2 P. Harper & F. James Torts 128.16 (1956).
86. 32 N.J. 358, 161 A.2d 69 (1960).
87. 161 A.2d at 83.
88. Id.
89. See generally, 2 Frumer & Friedman, Products Liability 116.04[2][a] (1970).
90. See Gottsdanker v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal. Rptr.

320 (1960). The manufacturer was unable to detect the live virus because of I'a
fundamental weakness in its safety tests, which seemed entirely adequate at that
time on the basis of knowledge and experience then available." Note, The Cutter
Polio Vaccine Incident: A Case Study on Manufacturer's Liability Without
Fault in Tort and Warranty. 65 Yale L.J. 262 (1955). Eventually the manu-
facturer settled a total of 54 claims against it for about $3 million. See generally
Rheingold, Products Liability, 18 Rutgers L. Rev. 947, 948 (1964).

91. See Gottsdanker v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal.
Rptr. 320, 322 (1960).

92. See Gottsdanker v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal. Rptr.
320, 323 (1960).

93. 6 Cal. Rptr. at 324. The court also rejected the manufacturer's contention
that a distinction should be made between vaccines which are introduced into the
body by injection and food which is introduced by ingestion.

94. Id. at 326.
95. Id. The public policy arguments for' and against the imposition of strict

liability (that is, liability without negligence) upon drug manufacturers, either
through the doctrine of warranty or strict liability in tort, have been frequently
discussed in the literature. See generally James, The Untoward Effects of Cigarettes
and Drugs: Some Reflections on Enterprise Liability 54 Calif. L. Rev. 1550
(1966); Keeton, Some Observations About the Strict Liability of the Maker of
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Prescription Drugs: The Aftermath of MER/29, 56 Calif. L. Rev. 149 (1969);
Wade Strict Toxt Liability of Manufacturers, 19 S.W.L.J. 5 (1965); 65 Yale L.J.
262 (1055). For a comprehensive discussion see Rheingold Products Liability-
the Ethical Drug Manufacturer's Liability, 18 Rutgers L. Rev. 947, 1014-18
(1964), summarized below.

The arguments in favor of the imposition of strict liability upon drug manu-
facturers are: (1) It will produce greater care on the part of the manufacturer and
thereby reduce the number of reactions to drugs, and (2) it may have the desirable
effect of inducing the manufacturer to spread the risk of injury, primarily by
obtaining insurance. There are arguments against the imposition of strict liability,
but these can be countered: (1) strict liability might drlve some firms into bank.
ruptcy and squeeze others out of business because of loss of profits. Cutter Labora-
tories, however survived the "Cutter Incident," and Richardson-Merrell, Inc.,
which produced MER/29 Is still in business; (2) strict liability might inhibit the
development of new drugs. Since a drug company's existence depends u pon its
search for new drugs, strict liability would not have this result. (3) strict liability
would raise the cost of drugs. The cost of obtaining insurance will undoubtedly be
passed on to the consumer, but the effect should be minimal because of the manu-
faturer's large volume of sales; (4) the Imposition of strict liability would delay
the marketing of needed drugs while further testing and experimentation are
carried out. B ut it seems difficult to say that a rule which requires more testing,
which will reduce harmful qualities, is undesirable. Finally, the strongest reason of
all for the imposition of strict liability is that: The ultimate loss should not be
borne by the individual who suffers a devastating reaction to drugs. There exists
adequate means of shifting this liability, whether it is to the public in its role as the
drug buyer or in its role as the stockholder. This is the price for engaging in a risky
business. Rheingold, Products Liability-The Ethical Drug MAnufanturer-s
Liability, 18 Rutgers L. Rev. 947, 1018 (1964).

96. See Gottsdanker v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal. Rptr.
320, 325-26 (1960). The defendant argued in this case that the printed "directions"
accompanying the boxes of vaccine constituted an express warranty which
negatived the existence of any implied warranty, that the directions contained a
disclaimer of the implied warranties, and that there was no reliance upon its skill
or judgment.

7. 6Cal. Rptr, at 326.
98. "Quadrigen" is a four-in-one vaccine developed by Parke-Davis & Co. by

adding Salk poliomyelitis vaccine to "Triogen" (pertussis vaccine, dipthheria
toxoid and tetanus toxoid).

99. Parke-Davis & Co. v. Stromsodt, 411 F. 2d 1390 (Sth Cir. 1969); Tinnerholm
v. Parke-Davis & Co., 411 F. 2d 48 (2d Cir. 1969).

100. Something about the combination of polioniyelitis vaccine with the triple
antigen product caused the pertussis vaccine to lose its potency and lnduoe con.
vulsions. See Parke-Davis & Co. v. Stromodt, 411 F. 2d 1890 (8th Cir. 1969).

101. Tinnerholm v. Parke-Davis & Co., 411 F. 2d 48, 63 (2d Cir. 1969).
102. Parke-Davis & Co. v. Stromsodt 411 F. 2d 1390 1397 (8th Cir. 1969).
103. Tinnerholm v. Parke-Davis & do., 411 F. 2d S8, 53 (2d Cir. 1969). The

amount of damages awarded in these cases is significant. Iu Tennerholm tho
udgent was $645 000 (including $400,000 for pin and suffering). In Stromsodt

0 was awarded. It should be remembered, however, that each plaintiff w"
only three months old and was disabled both mentally and physically for life.
Alarmed by the size of such judgments, one commentator has stated: It is feared
that heavy verdict In personal injury cases where satisfactory prof like the Davis
case (and more particularly disproof) of causal relatJonships difli;lt to obtain
will discourage private drug concerns from entering certain preventive medicige-
immunization fields. Curran, Immunization Programs: Further Legal Develop-
ments, 59 J.P. Health 349, 350 (1969.

104. See generally 2 Frumer & Friedman, Products Liability J 16.0311-, [51
(1970).

105. Berry v. American Cyanamid Co., 341 F. 2d 14, 16 (6th Cir. 1965). Appar-
ently the action was not brought upon the basis of neglient failure to warn
because it would not havu been possible to charge the manufacturer with knowl-
edge of the risk of vaccine-induced poliomyelitis from the Surgeon General's
Report of September 1962. The plaintiff received the vaccine on August 22, 1962.
The res ipsa loquitur count was dismissed because the trial judge could not say
"that there is any common experience or any ordinary course of events that teaches
him that a-person cannot contract polio from taking polio vaccine, except for
negligence en the part of the defendant manufacturer." Such experience would be

- necessary to sustain any action based upon res ipsa loquitur.
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106. 341 F.2d at 20.
107. 2 Frumer & Friedman, Products Liability § 16.03[2] (1970).
108. Id.
109. See Berry v. American Cyanamid Co. 341 F.2d 14 (6th Cir. 1965); Blum v.

Richardson-Merrell, Inc., 268 F. Supp. 90d (D. Md. 1965). One year after its
decision in Berry the Supreme Court of Tennessee eliminated the privity problem
by adopting Restatement (Second) of Torts §402B, "Misrepresentations by
Seller of Chattels to Consumer" and §552D, "Misrepresentation by Sellers of
Chattels to Public" (1965) to displace the cause of action for breach of express
warranty. The court also adoptedJ402A, "Special Liability of Seller of Product
for Physical Harm to User or Consumer," to replace breach of implied warranty.
See Ford Motor Co. v. Lonon, 217 Tenn. 409 398 S.W.2d 240 (1966). The Ten-
nessee court thus implicitly eliminated the requirement of privity of contract by
adopting the concept of strict liability in tort.

110. See Magee v. Wyeth Laboratories, Inc., 214 Cal. App. 2d 340, 29 Cal.
Rptr. 322 (1963).

111. See Grinnell v. Charles Pfizer & Co., 274 Cal. App. 2d 424, 79 Cal. Rptr.
369 (1969). It can be strongly argued that the reliance of the injured party's
physician should suffice because: (1) If the physician had not relied upon the
manufacturer's representations the product would not have been purchased and
administered to or prescribed for the patient; (2) the manufacturer knows that
the effect of his representations extends to the patient; and (3) although technically
the doctor Is not the agent of the patient, in reality the situation is the same as
that of agency. 3 Frumer & Friedman, Products Liability §33.02131 (1970).

112. Uniform Conimercial Code §12-316, 2-317 (1962 version). See Gottsdanker
v. Cutter Laboratories, 182 Cal. App. 2d 602, 6 Cal. Rptr. 320 (1960)
(unsuccessful).

113. Uniform Commercial Code §2-607(3) (1962 version).
114. W. Prosser, Handbook of the Law of Torts, §97 (4th ed. 1971). See generally

Prosser The Assault Upon the Citadel Vale L. J. 1099, 1127-33 (1960).
115. Uniform Commercial Code §2-518 (1962 version). This section expressly

Includes as beneficiaries within its provisions the family, household, and guests of
the purchaser. Beyond this, the section is neutral and Is not Intended to enlarge
or restrict the developing case law on whether the seller's warranties, given to
his buyer who resells, extend to other persons In the distributive chain. rd. com-
ment 3.

116. An alternative section 2-318 was proposed in 1966: A seller's warranty
whether express or Implied extends to any natural person who may reasonably be
expected to use, consume or be affected by the good and who is injured by the
breach of the warranty. A seller may not exclude or limit the operation of this
Section. A number of states adopted this "vertical" extension of the seller's
warranty, but its importance has been overshadowed by the judicial acceptance of

e concept of strict liability in tort. See 2 Frumer & Friedman, Products Liability
116A[41(c (1970); Id. (Supp. 1972).

117. See Berry v. American Cyanamid Co., 341 F.2d 14, 15 n.l (1965). The court
took notice of section 2-318, but stated that it would "not affect the rights and
liabilities of the parties under the facts of this case."

118. See Escola v. Coca-Cola Bottling Co., 24 Cal. 2d 453 150 P.2d 436, 440-44
(1944) (concurring opinion of Justice Traynor).

119. "If there is to be strict liability in tort, let there be strict liability in tort,
declared outright, without an illusory contract mask." Prosser, The Asault
Upon the Citadel, 69 Yale L. 1099 1134 (1960). See nt o Note, The Cutter Polio
Vaccine Incident: A Case Study o Manufacturer's Liability Without Fault in
Tort and-Warranty, 65 Yale L. . 262 (1955).

120. Greenman v. Yuba Power Prod., Inc. 59 Cal. 2d 57, 27 Cal. Rptr. 697,
377 P.2d 897, 900 (1983) (majority opinion of Justice Traynor).

121. Restatement (Second) of Torts § 402A (1905).
122. W. Prosser, Handbook of the Law of Torts §98 (4th ed.- 197 1).
123. Restatement (Second) of Torts § 402A comment m (1965). For a defense of

section 402A, see generally Prosser The FaO of the Citadel (Strict Liability to
the Consumer), 50 Minn. L. Rev. ()1 (1966).

124. Restatement (Second) of Torte J 402A, comment a (1965). Comment c
explains the justification for strict liability in tort: that the seller, by marketing
his product for use and consumption, has undertaken and assumed a special re-
sponsibility toward any member of the consuming public who may be injured by
it; that thepublic has the right to and does expect, in the case of products which
it needs and for which it is forced to rely on the seller, that reputable sellers will
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stand behind their goods; that public policy demands that the burden of accidental
injuries caused by products intended for consumption be placed upon those who
marketed them, and be treated as a cost of production against which liability
insurance can be obtained; and that the consumer is entitled to the maximum of
protection at the hands of someone, and the proper persons to afford it are those
who market the products. Restatement (Second) of Torte I 402A, Comment C(1965).

125. See generally 2 Frumer & Friedman Products Liabilit §16A (1970).
126. Restatement (Second) of Torts § 401A, comment m (195). See Hornung

Richardson-Merrell, Inc., 317 F. Supp. 183 (D. Mont. 1970) (The statute of
limitations of tort rather than contract will apply).

127. Restatement (Second) of Torte 1 402A(2)(d), comment 1 (1965).
128. Id., comment m.
129. Id.
130. Mazettl v. Armour & Co., 75 Wash. 622, 135 P. 633 (1913).
131. Greeno v. Clark Equip. Co., 237 F. Supp. 427, 429 (N.D. Ind. 1965).

The difference between warranty and strict liability in tort is "largely one of--
terminology." Davis v. Wyeth Laboratories, Inc., 399 F.2d 121, 126 (9th Cir.
1968).

132. 2 Frumer & Friedman, Products Liability § 16A131 n.5, 16A[4][e] (1970).
"In short, whatever form of liability is pursued, whether it be warranty, negligence
or strict liability, the appellee's injury must have been caused by some defect in
the product." E.R. Squibb & Sons, Inc. v. Jordan, 254 So. 2d 17, 20 (Ct. App.
Fla. 1971).

133. Thus the seller is "not liable when he delivers the product in a safe con-
dition, and subsequent mishandling or other causes make it harmful by the time
it is consumed." Restatement (Second) of Torts 1 402A, comment g (1965).

134. Id. comment i.
135. Id.
136. Id. Under some circumstances, defining the product as defective in terms

of whether it is "unreasonably dangerous" may be circuitous: The more difficult
problem arises with a product which was made in the way it was intended to be
made and in the condition planned and which yet proves to be dangerous. Is such
an article defective?... In cases of this general type the phrase "defective condi-
tion" has no independent meaning, and the attempt to use it is apt to prove
misleading. The only real problem is whether the product is 'unreasonably
dangerous" because 'defective condition," if it is to be applied to all, de end
on that. Wade, Strict Tort Liabilityof Manufacturers, 19 S.W.L.J. 5 14-15 (1965).

137. Restatement (Second) of Torts f 402A, comment n (195S. It has been
suggested that whenever "it is shown that the product was not fit for the ordinary
purpose for which it was manufactured, it would also be unreasonably dangerous
for purposes of a strict liability in tort action." 2 Frumer & Friedman, Products
Liability I 16A[4][eJ (1970). A similar overlapping, or confusion of the terminology
of the doctrines of implied warranty and strict liability in tort has been shown by
the court on occasion: A drug manufacturer impliedly warrants under New York
Law that its products will not prove to be unreasonably dangerous, in a manenr
not contemplated by the attending physician.... The New York Court of Appeals
has referred to this as "strict tort liability." Tinnerholm v. Parke-Davis & Co.,
411 F.2d 48, 53-54 (2d Cir. 1969).

138. Restatement (Second) of Torts I 402A, comment 1 (1965). Note that a
similar concept exists under the Uniform Commercial Code: when the buyer
before entering into the contract has examined the goods or the sample or model
as fully as he desired or has refused to examine the goods there is no imp lied
warranty as to defects which an examination ought in the circumstances to have
revealed to him. Uniform Commercial Code I 2-316(3)(c) (1962 version).

139. See Carmichael V. Reits, 17 Cal. App. 2d 958, 95 Cal. Rptr. 381 (1971).
140. Restatement (Second)-of Torte f 402A, comment k (1965) (emphasis

added).
141. See generally Kessler, Products Liability, 76 Yale L.J. 887, 927 (1967);

Rheingold, Products Liability-The Ethical Drug Manufacturer's Liability, 18
Rutgers L. Rev. 947, 1001 (1964).

142. See Cochran v. Brooke, 243 Ore. 89, 409 P.2d 904 (1966); Lewis v. Baker
243 Ore. 317 413 P.2d 400 (1966). The regulations promulgated by the Food and
Drug Admintstration set standards for drug manufacturers in the production and
marketing of their products. The mere fact that the manufacturer has complied
with the regulations will not preclude the imposition of liability because the
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standards are only minimal. See Stromsodt v. Parke-Davis & Co., 257 F. Supp.991 (D.N.D. 1966 a~ 'd, 411 F.2d 1390 (8th Cir. 1969); Yarrow v. Sterling Drug,
Inc., 263 F. Supp. 159 (D.S.D. 1967), af'd, 408 F.2d 978 (8th Cir. 109). A
violation of the regulations however, may subject the manufacturer to liabilit
See Toole v. Richardson-Merreli, Inc., 251 Cal. App. 2d 689, 60 Cal. Rptr. 3Z8
(1967).

143. See Cochran v. Brooke, 243 Ore. 89, 409 P.2d 904 (1966). The court's
comment about the fund many have been prophetic; see the proposed Federal
legislation in Part II.C.8. infra.

144. Id. at 907.
145. Love v. Wolf, 226 Cal. App. 2d 378, 38 Cal. Rptr. 183 (1964).
146. The duty to warn is to use reasonable care under the circumstances....

The gist of the action in this case, under Section 402A or Section 388, Is breach
of the duty to give proper (reasonable under the circumstances) warning ulting
in injury to the appeflee. How this duty is characterized or classified is unimportant
in this case. Sterling Drug, Ine. v. Yarrow, 408 F.2d 978, 992 (8th Cir. 1969).
But see Incollingo v. Ewing, 444 Pa. 263, 282 A.2d 206, 220 n.1 (1971). ("Since
the strict liability rule of Section 402A is not applicable, the standard of care
required is that set forth in Section 388 of the Restatement").

147. W. Prosser & J. Wade, Cases and Materials on Torts, 727 n.2 (5th ed. 1971).
The statements are somewhat misleading because contributory negligence is a
defense in an action based on negligence but not in an action based on strict
liability In tort. See generally Keeton, Products Liability-Drugs and Cosmnetics,
25 Vand. L. Rev. 131 (1972).

148. Toole v. Richardson-Merrell, Inc., 251 Cal. App. 2d 689, 60 Cal. Rptr.
398 (1967). Earlier claims against the manufacturer had been unsuccessful because
the courts held that the defendants could not reasonably have foreseen that the
drug would cause aide effects to an appreciable number of persons. See Cudmore v.
Richardson-Merrell, Inc., 398 S.W.2d 640 (Tex. Civ. App. 1964). Later, however,
recovery was allowed on the basis of the falsification of test results. See generally
Rheingold, The MER/29 Story-An Instance of Successful Mlass Disaster
Litigation, 56 Calif. L. Rev. 116 (1968); Keeton, Some Observations About the
Strict Liability of the Maker of Prescription Drugs: The Aftermath of MER/29,
56 CUlIf. L. Rev. 149 (1968).

140. Toole v. Richardson-Merrell, Inc., 251 Cal. App. 2d 689, 60 Cal. Rptr. 398,
413-14 (1067). In addition to damages for the personal injuries suffered by the
plaintiff punitive dama were also imposed upon the manufacturer.

150. Davis v. Wyeth Laboratories, Inc., 399 F.2d 121 (9th Cir. 1968).
151. Id. at 128.
152. See note 51 supra.
153. 899 F.2d at 131.
154. Grinnell v. Charles Pfiser & Co., 274 Cal. App. 2d 424, 79 Cal. Rptr. 369

(1969).
155. 79 Cal. Rptr. at 373.
156. The plaintiffs had the burden of proving that the vaccine was defective and

that the defect caused their injuries. They were not, however, required to prove
their case beyond a reasonable doubt, but were only required to introduce evidence
which affords a reasonable basis for the conclusion that it was more likely than not
that the conduct of the defendant was a substantial factor in bringing about the
polio suffered by the plaintiffs. Moreover, even though there was no direct evidence
of any impurity or "dangerous virulence" in the vaccine which the plaintiffs
ingested, 'it is apparent that If the vaccine did cause plaintiffs' illnesses, the ln-
ference is warranted that the vaccine did contain virulent particles, and, therefore,
that It was defective." 79 Cal. Rptr. at 374.

157. "If an adequate warning is received by the person to whom the law re-
quires that the warning be given, the manufacturer may assume that It will be read
and heeded." Carmichael v. Reitz, 17 Cal. App. 3d 98, 95 Cal. Rptr. 381 (1971).

158. See McCue v. Norwich Pharmacal Co., 453 F. 2d 1033 (1st Cir. 1972).
159. Kessler, Products Liability, 76 Yale L.J. 876, 930 (1967).
160. 2 Frumer & Friedman, Products Liability 16A[4][e] (1970).
"There isbno strict liability when the product is fit to be sold and reasonably

safe for use, but has inherent dangers no human skill or knowledge has yet been
able to eliminate." Prosser, The Fall of the Citadel (Strict Liability to the Con-
sumer), 50 Minn. L. Rev. 791, 812 (1966).

161. 3 Frumer & Friedman, Products Liability ' 33.02[41 (1970).
162. Keeton, Products Liability-Drugs and Cosmetics, 25 Vend. L. Rev. 131,

142 (1972).
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163. 399 F. 2d 121 (9tb Cir. 1968).
164. Id. at 129. "When chloroquine was first developed and tested, there was no

known or foreseeable risk of idiosyncratic retinal damage. Thus, defendant could
not initially be expected to warn of unknown dangers. When the risk became
apparent, however, duty to warn attached." Basko v. Sterling Drug, Inc., 416 F.
2d 417, 426 (2d Cir. 1969).

165. Christofferson v. Kaiser Foundation Hosps., 15 Cal. App. 3d 75, 92 Cal.
Rpt 825 (1971) (citing Restatement (Second) of Torts I 402A, comment J

166. Keeton, Products iUability-Drugs and Cosmetics, 25 Vand. L. Rev. 131,
142 (1972).

167. A view strongly opposing the "risk-spreading" theory has been expressed
as follows: The basic assumption, sometimes made, that it is best to allocate a
particular identifiable risk of harm inherent in the use of a product to the maker
simply because he can shift the losses from such hazard to the consuming public in
the form of higher prices is an economic assumption of dubious validity, es ecially
in light of the other methods available to members of the genera public for
securing themselves against tragic events. Keeton, Some Observations About the
Strict Liability of the Maker of Prescription Drugs: The Aftermath of MER/29,
56 CalIf. L. Rev. 149 (1968).

168. James, The Untoward Effects of Cigarettes and Drugs. Some Reflections
on Enterprise Liability, 54 Calif. L. Reb. 1550, 1558 (196).

169. Kessler, Products Liability, 76 Yale L.J. 887, 930 (1967).
1 399 F. 2d 121 (9th Cir. 1968). See generally 56 Geo L. J. 1016 (1968);

5 San Diego L. Rev. 422 (1968); 18 DePaufL. Rev. 829 (1969).
171. 56 Geo L. J. 1016 (1968).
172. See e.g., Grinnell v. Charles Pfizer & Co., 274 Cal. App. 2d 424, 79 Cal.

Rptr. 369 (1969); Stahlheber v. American Cyanamid Co., 451 S.W.2d 48 (Mo.
1970).

173. 399 F. 2d 121 (9th Cir. 1969).
174. 56 Geo. L. J. 1016-17 (1968).
115. Licensing was the responsibility of the Division of Biologic Standards

of the National Institutes of Health, a part of the Department of Health, Educa-
tion and Welfare. 399 F. 2d at 122.

16. 399 F.2d at 122.
177. Id. at 124. See note 51 supra.
178. 399 F.2d at 124.
179. Id. at 125. West Yellowstone, Montana, was Included in the Eastern

Idaho immunization program because there were no doctors there and the resi-
dents relied on medical facilities in Ashton, Idaho. In the absence of a physician,
administration of the vaccine at the West Yellowstone clinic was delegated to a
pharmacist. Id. at 123.

180. Id at 125.
181. Id. at 122.
182. Id. at 125-26.
183. One commentator has suggested that had this contention been accepted

by the court, it "would have made a manufacturer liable to anyone victimized
in the course of proper and reasonable use of his product." Keeton, Product
Liabilit -Drugs and Caometics, 25 Vand. L. R. 131, 134 (1972).

184. The court was unable to find any earlier Montana decisions on the ques-
tion, but assumed that the state would follow the majority rule that strict lia-
bility can attach to the sale of drugs either in tort or contract despite the absence
of privity of contract, and that the state woutd adopt the court's view on the
manufacturer's duty to warn of dangers In "nondefective" but potentially
dangerous products. 399 F.2d at 127.

185. Id. at 126. -
186. Id. at 131.
187. See the discussion of strict liability in tort in the text at note 228 supra.
188. 399 F.2d at 128-29. In one sense it is the absence of adequate warning

which renders the product "defective." Id. at 129 n.12.
189. 5 San Diego L. Rev. 422, 425 (1968).
190. 399 F.2d at 131. See also 5 San Diego L. Rev. 422, 425 (1968).
191. See5 San DiegoL. Rev.422, 425 (190,8).
192. 399 F.2d at 129. The court's reference to human experimentation is puss.

ling; there was no evidence that the Type III vaccine used was linked to scientific
experimentation in any way. See 5 San Diego L. Rev. 422,425 (1968).

193. 399 F.2d at 129.
76-371-7-----27
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194. Id.
195. Id.
196. Id. Accord, Restatement (Second) of Torts 402A, comment k (1965).
197. 399 F.2d 121 (9th Cir. 1968).
198. 399 F.2d at 129. Accord, Basko v. Sterling Drugs, Inc., 416 F.2d 417

(2d Cir. 1969). [Bjoth Basko and Wyeth support the proposition that a manu-
facturer is not liable for harm resulting from a good product until after the manu-
facturer knew or should have known of the risk of harm and failed to give adequate
warning. There is apparently no judicial authority to the contrary, but this could
be partially explained by the fact very few courts have discussed the question.
Keeton, Products Liability-Drugs and Cosmetics, 25 Vand. L. R. 131, 142 (1972).

199. 299 F.2d at 129.
200. See Sterling Drug, Inc. v. Cornish, 370 F.2d 82 (8th Cir. 1967); Magee v.

Wyeth Laboratories, 214 Cal. App. 2d 340, 29 Cal. Rptr. 322 (1963).
201. See Love v. Wolf, 226 Cal. App. 2d 378 394, 38 Cal. Rptr. 183, 192 (1964).
202. 399 F.2d at 131. See the discussion oI the duty to warn with respect to

proprietary drugs in the text at note 34 supra.
203. 399 F.2d at 131.
204. Id.
205. Id. On the question of causation, the court noted that thereee seems to be

no method of knowing with medical certainty whether any such attack of polio-
myelitis has been caused by external virus or by the vaccine." Davis' illness,
however, was classified by the Surgeon General's Advisory Committee on Polio-
myelitis Control In 1964 as being among the cases which were "compatible-
probable" with having been caused by the vaccine. Whether his paralysis was in
tact caused by the vaccine would have had to be determined by the jury in the
new trial because no special verdict on the issue by the jury in the first trial.
Id. at 131 n.20.

206. 399 F.2d at 129.
207. Id. at 120-30. The court noted that the purely statistical approach had

been abandoned by other recent cases which had found a duty to warn even a
small group of hypersensitive users when the side effects of a drug or cosmetic
could be serious. See Sterling Drug, Inc. v. Cornish, 370 F.2d 82 (8th Cir. 1967);
Wright v. Carter Prods. Inc., 244 F.2d 53 (2d Cir. 1957). See also 5 San Diego
L. Rev. 422, 425 (1968).

208. 56 Geo. L. J. 1016, 1022 (1968). For a discussion, of the distinctions between
absolute liability and strict liability in tort, see the text at note 31 supra.

209. 399 F.2d at 131.
210. Id. See 56 Geo. L. J. 1016 1022 (1968). See also Yarrow v. Sv rling Drug

Co., 263 F. Supp. 159, 163 (D..D. 1967), aff'd, 408 F.2d 978 (8th Cir. 1969)
suggestingg the use of the manufacturer's "detail men" to warn physicians of the
risk in the use of a prescription drug).

211. 399 F.2d at 131. This could be accomplished by a contractual agreement
between the drug manufacturer and the immediate purchaser. The manufacturer
would still be under the obligation to inform the immediate purchaser of any
relevant developments concerning the risk which arose after the sale, but this
responsibility would not impose upon the drug manufacturer the economic
burden which attends the duty of warning each ultimate consumer. Nevertheless,
the difficulties which will be discussed below concerning the warning will exist
whether it Is given by the manufacturer or the immediate purchaser.

212. 399 F. 2d 121 (9th Cir. 1968).
213. Federal jurisdiction in the Davis case was based on diversity of citizenship,

and it was stipulated in the district court that Montana law governed the case.
399 F.2d at 127.

214. 399 F.2d 121 (9th Cir. 1968).
215. See 56 Gee. L.J. 1016, 1017 (1968).
216. 5 San Diego L. Rev. 422, 430 (1968).
217. Brief by W. Curran for Conference of State and Territorial Epidemiologists

as Amicus Curiae at 13, Reyes v. Wyeth Laboratories, Inc., Civil No. 72-2251
(5th Cir. 1973).

218. Id.
219. Id.
220. See Grinnell v. Charles Pfizer & Co., 274 Cal. App. 2d 424, 79 Cal. Rptr.

369 (1969).
221. Brief by W. Curran for Conference of State and Territorial Epidemiologists

as Amicus Curiae at 13, Reyes v. Wyeth Laboratories, Inc., Civil No. 72-2251
(5th Cir. 1973).
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222. Id.
223. 399 F.2d at 131.
224. At the West Yellowstone clinic where plaintiff Davis received the vaccine,

each person was charged 25 cents although it was given free of charge if the
recipient so requested. 399 F.2d at 125.

225. See text at note 205 supra.
226. But see note 95 supra.
227.)5 San Diego L. Rev. 422 430 (1968).
228.Brief by W. Curran for Conference of State and Territorial Epidemiologists

as Amicus Curiae at 13, Reyes v. Wyeth Laboratories, Int., Civil No. 72-2251
(5th Cir. 1973).

229. Id. at 23.
230. 399 F.2d at 131.
231. W. Curran & D. Shapiro, Law, Medicine and Forensic Science, 574 (1970).
232. See Watson v. Clutts, 262 N.C. 153, -136 S.E.2d 617 (1964); 61 Am. Jur.

2d Physicians and Surgeons 1 154 (1972). See generally 55 Calif. L. Rev. 1396
(1967); 70 Wis. L. Rev. 879 (1970).

233. NatanT on v. Kline, 186 Kan. 393, 350 P.2d 1093, 1094, clarified & reh.
denied, 187 Kan. 186, 354 P.2d 670 (1960). See also Williams v. Menehan, 191
Kan. 6, 379 P.2d 292 (1963); Roberts v. Young, 369 Mich. 133, 119 N.W.2d
627 (1963); Wilson v. Scott, 412 S.W.2d 229 (Tex. 1967).

234. Sargo v. Leland Stanford, Jr., Univ. Bd. of Trustees, 154 Cal. App. 2d 560,
578, 317 P.2d 170, 181 (1957), cited in Natanson v. Kline, 186 Kan. 393, 350
P.2d 1093, 1104 (1960).

235. Sargo v. Leland Stanford, Jr., Univ. Bd. of Trustees, 154 Cal. App. 2d 560,
578, 317, P.2d 170, 181 (1957). See also Roberts v. Wood, 206 F. Supp. 579
(D. Ala. 1962); Woods v. Brumlop, 71 N.M. 221, 377 P,2d 520 (1962).

236. Natanson v. Kline, 186 Kan. 393, 350 P.2d 1093, 1103 (1960).
237. $ee Brief by W. Curran for Conference of State and Territorial Epidemi-

ologists as Amicus Curiae at 11-14, Reyes v. Wyeth Laboratories, Inc., Civil No.
72-2251 (5th Cir. 1973).

238. 399 F.2d at 129. See text at note 207 supra.
239. Brief of the American Academy of Pediatrics as Amicus Curiae at 4-5,

Reyes v. Wyeth Laboratories, Inc., Civil No. 72-2251 (5th Cir. 1973).
240. Id. at 5.
241. Id. at 6.
242. See 56 Geo. L.J. 1016, 1022 n.40 (1968).
243. See Bonner v. Moran, 126 F.2d 121 (D.C. Cir. 1941). There is some author-

ity that a minor approaching- majority may give a valid consent if he fully appre-
ciates the nature and consequences of his act. See W. Curran & D. Shapiro, Law,
Medicine and Forensic Science, 574-75 n.4 (1970). See also Am. Jur. 2d Physicians
and Surgeons 161 (1972).

244. E.g., Yarrow v. Sterling Drug Co., 263 F. Supp. 159 (D.S.D. 1967), aff'd,
408 F.2d 978 (8th Cir. 1969).

245. See Keeton, Products Liability-Drugs and Cosmetics, 25 Vand. L. Rev.
131, 139 (1972).

246. Id. Dean Keeton suggests as a standard that the "plaintiff should recover
unless it is found that he either knew or should have known about the risk from
the notices that were given," but states that there is apparently no judicial support
for such a position. Id.

247. 399 F.2d at 131.
248. Brief of the American Academy of Pediatrics as Amicus Curiae at 6,

Reyes v. Wyeth Laboratories, Inc., Civil No. 72-2251 (5th Cir. 1973).
249. Lewy, The Use of Exculpatory Clauses Affecting Real Property, Leases,

and Hold Harmless Agreements and the Insurance Implications Involved, 46
Chi. B. Record 131 (Dec. 1964).

250. Id. at 132. "Ordinary" negligence is to be distinguished from "affirmative"
negligence, but the meaning of both terms is unclear. Id.

251. 57 Am. Jur. 2d Negligpnce § 31 (1971).
252. 60 Cal. 2d 92, 383 P.2d 441, 32 Cal. Rptr 33 (1963).
253. Id.
254. 383 P.2d at 443.
255. Id. at 445-46.
256. Id. at 447.
257. Id. at 448.
258. W. Curran & D. Shapiro, Law, Medicine and Forensic Science, 656 n. 6

(1970). "Only New Hampshire, in definite opposition to the 'public interest' test,
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categorically refuses to enforce exculpatory provisions." Id. The Tunkl decision
has been cited and followed by several cases in the medical area. See Belshaw v.
Feinstein, 258 Cal. App. 2d 711, 65 Cal. Rptr. 788 (1968) (invalidating a provision
relieving physicians from "liability due to any and all untoward risks or compli-
cations resulting from stereotaxic surgical procedure"); Meiman v. Rehabilitation
Center Inc, 444 S.W.2d 78 (Ky. 1969) (invalidating an agreement that patient
would "not assert any claim against the Center, its employees or its volunteers that
results from unintentional acts or conduct on their part').

259. Belshaw v. Feinstein, 258 Cal. App. 2d 711, 65 Cal. Rptr. 788, 798 (1968).
260. See Tunkl v. Regents of the Univ. of Calif., 60 Cal. 2d 92, 383 P. 2d 441,

447, 32 Cal. Rptr. 33 (1963).
261. If the manufacturer did not insist upon the waiver as a prerequisite to

Immunization, the exculpatory agreement would be of little value because many
persons doubtlessly would refuse to sign it.

262. This discussion Is adapted from the Tunki opinion. See Tunkl v. Regents
of the Univ. of Calif., 60 Cal. 2d 92, 383 P.2d 441, 32 Cal. Rptr. 33 (1963). The
Manufacturer could attempt to preserve the validity of the agreement by not only
requiring the signed releases, but also offering additional protection to a party in
exchange for a reasonable fee. The court would probably not be impressed with
such an agreement, however, because one goal of a mass immunization clinic is
to reach persons of all economic groups, and many potential consumers would be
unable to afford to purchase the additional protection by exercising the option.
An exculpatory contract is particularly subject to close scrutiny and may be
Invalidated on the ground of inequal bargaining power whenever low income
individuals are involved. Cf. Fedor v. Mauwehu Council, Boy Scouts of Am.,
Inc., 21 Conn. Sup 88 143 A.2d 446 (1948).

263. 399 F. 2d 121 (9th Cir. 1968).
264. 399 F. 2d at 131.
265. Proceedings of the 1971 National Medicolegal Symposium, Jointly Spon-

sored by the American Medical Association and the American Bar Association 52.
(Hereinafter referred to as Proceedings).

266. 5 Am. Jur. 2d Arbitration and Award 1 1 (1962).
267. See 5 Am. Jur. 2d Arbitration and Award § 1 (1962).
268. Id.
269. Id.
270. See 5 Am. Jur. 2d Arbitration and Award 5 6 (1962).
271. See Henderson Contractual Problems in the Enforcement of Agreements

to Arbitrate Medical Malpractice, 58 Va. L. Rov. 947 948 (1972).
272. Id. at 949. The federal statute is the United States Arbitration Act, 48

Stat. 883, as amended, 9 U.S.C. if 1-14 (1970), which provides for arbitration only
for maritime transactions and contracts involving interstate or foreign commerce.
Those states which have statutes based upon the modern arbitration legislation are
Alaska, Arizona, Arkansas, California, Connecticut, Florida, Hawaii Illinois,
Indiana, Louisiana, Maine, Maryland, Massachusetts Michian, nMinnesota,
Nevada, New Hampshire, New Jersey, New Mexico, New Yprf, Ohio, Oregon,
Pennsylvania Rhode Island, South Dakota, Texas, Virginia, Washington, Wis-
consin, and Wyoming.

273. The Ross-Lqos Medical Group requires its patients in a prepaid health
care plan to sign a contract which includes the following provision: In the event of
any controversy between the subscribing group and the subscriber or dependent,
or the heirs at law or personal representative of the subscriber or dependent, as the
case nay be, and RossLoos, when involving a claim in tort, contract or otherwise
the same shall be settled by arbitration. This clause in not limited to claims baseS
,upon malpraotifoe, but would include all disputes arising between the patient and
the medical group. Lillard, Arbitration of Medical Malpractice Claims, 26 Arb. J.
(n.s.) 193, 198 (1971).

274. This program was initiated under the auspices of the California Hospital
Association and the California Medical Association in cooperation with the Ameri-
can Arbitration Association. T. - arbitration provision is a part of the Conditions
of Admission form which the patient executes when he checks into the hospital;
but the patient is not obligated to arbitrate and may delete the clause simply by
initialing the form in the appropriate location, or by writing to the hospital within
thirty days after his discharge. Henderson, Contractual Problems in the Enforce-
ment of Agreements to Arbitrate Medical Malpractice, 58 Va. L. Rev. 947, 159
(1972). This plan has been acceptable to virtually all patients; well over 100,000
have agreed to arbitration and only a few have rejected the option. Lillard, Arbi-
tration of Medical Malpractice Claims, 26 Arb. J. (n.s.) 193, 198 (1971). It has
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been suggested that most of the patients who did not exercise the arbitration
Option were either lawyers' wives or lawyers' secretaries. See Proceedings at 51.

275. The Kaiser Foundation amended its Medical and Hospital Service A~ree-
ment to require binding arbitration whenever a patient asserts "any claim arising
from the violation of a legal duty incident" to the agreement on account of
death or bodily Injury arising out of the rendition or failure to render services."
Henderson Contractual Problems in the Enforcement of Agreements to Arbitrate
Medical Malpractice, 58 Va. L. Rev. 947, 958 (1972).

276. See Proceedings at 51.
277. Id.
278. 899 F.2d at 121, 131.
279. Lillard, Arbitration of Medical Malpractice Claims, 26 Arb. J. (n.s.) 193,

209 n.9 (1971).
280. See Proceedings at 51.
281. Lillard, Arbitration of Medical Malpractice Claims, 26 Arb. J. (n.s.) 193,

209 n.9 (1971).
282. 6 Am. Jur. 2d Arbitration and Award 1110 (1962). In California, for ex-

ample, testimony concerning life and health insurance of the claimant, which
would be inadmissible in a jury trial, may be heard in arbitration and would be a
factor considered in determining the award. Medical and hospital records of a
claimant ay be introduced as a single unit without the necessity of separately
Identifying and submitting each document into evidence. Attorneys make state-
ments on behalf of the parties and conduct crow-examination of witnesseM but
witnesses may continue narrative testimony without interruption by counsel
longer than they could In litigation. The--strict requirement of establishing a
foundation for introduction Into evidence of medical treatises and other restric-
tions surrounding their use in litigation do not apply. Proceedings at 55. While
these procedural developments will aid the claimant in establishing his claim,
they will also assist the drug manufacturer in presenting a defense.

283. See Proceedings at 5.
284. Id.
285. Lillard, Arbitration of Medical Malpractice Claims, 26 Arb. J. (n.a.) 193,

209 n.9 (1971).
286. Proceedings at 55.
287. 60 Cal. 2d 606, 401 P.2d 1, 43 Cal. Rptr. 697 (1965).
288. 401 P.2d at 3. 43 Cal. Rptr. at 699.
289. See Am. Jur. 2d Arbitration and Award if 61, 62 (1962). See also 7 Win. &

Mary L. Rev. 193, 194 (1966).
290. Doyle v. Giuliucci, 60 Cal. 2d 606, 401 P.2d 1, 43 Cal. Rptr. 697, 699 (1965).
291. 401 P.2d at 3, 43 Cal. Rptr. at 698
292. Id.
293. Henderson, Contractual Problems in the Enforcement of Agreements to

Arbitrate Medical Malpractice, 58 Va. L. Rev. 947, 962 (1972).
294. Id. at 963.
290. Lillard, Arbitration of Medical Malpractice Claims, 26 Arb. J. (n.e.) 193,

208 n.3 (1971).
296. Cf. Tunkl v. Regents of the Univ. of Calif., 60 Cal. 2d 92, 383 P.2d 441.

447, 32 Cal. Rptr. 33 (1963).
297. Lillard Arbitration of Medical Malpractice Claims, 26 Arb. J. (n.s.) 193,

214 n.47 (1971).
2Q. See Proceedings at 54.
299. See Lillard, Arbitration of Medical Malpractice Claims, 26 Arb. J. (n.s.)

193, 215 n. 47 (1971).
300. Ultimately, the degree of freedom of contract allowed to medical entities

with respect to arbitration clauses will be affected by marketing techniques that
either fortify or disclaim the "take it or leave it" appearance of a particular trans-
action. Reasonable disclosure or explana4otn, coupled with some opportunity to
read the term, will go far to minimize claims of bargaining disadvantages. Hender-
Son, Contractual Problems In the Enforcement of Agreements to Arbitrate Medical
Malpractice, 58 Va. L. Rev. 947, 995 (1972). The author has devoted a carefully
developed section to "The Adhesion Question in the Medical Setting." Id. at
993-97.

301. Id. at 994.
302. Id. at 992.303. Id. at 994.
304. Id.
305. Id. at 986.
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306. This form was adapted from a suggested physician-patient contract.
Lillard, Arbitration of Medical Malpractice Claims, 26Arb. J. (a.s.) 193, 212 n. 4
(1971).

307. See Proceedings at 54.
308. Id. at 55.
309. Id. It should be noted that a major difficulty with the use of arbitration in

the mass immunization clinic situation results from the fact that arbitration agree-
ments and procedure are governed by the arbitration statutes of the individual
states. ks mentioned above, only about thirty states have enacted a modern arbi-
tration statute based upon the Uniform Arbitration Act of 1955. In some states
which have older statutes recognizing only commercial arbitration, and in states
such as Oklahoma and Vermont which have no commercial arbitration legislation,
the common law rule of revocability of agreements to submit future disputes to ar-
bitration would prevail. Henderson Contractual Problems in the Enforcement of
Agreements to Axbitrate Medical Malpractice, 58 Va. L. Rev. 947, 949 n. 1 (1972).
In a state such as Montana, which has no modern arbitration statute, any agree-
ment between plaintiff Davis and defendant Wyeth Laboratories executed before
the claim arose could have been revoked because It would have been an executory
agreement for the submission of a subsequent dispute to arbitration.

310. A few indemnification agreements have been Invalidated as contrary to
the-present situation. See generally 42 Am. Jur. 2d Indemnity 110 (1968).

311. Lewy, The Use of Exculpatory Clauses Affecting Real Property, Leases,
and Hold Harmless Agreements and the Insurance Implications Involved, 46
Chi B. Record 131 (Dec. 1964).

312. Collins & Dugan, Indemnification Contracts-Some Suggested Problems
and Possible Solutions, 50 Marq. L. Rev. 77, 82 (1966).

313. 42 Am. Jur. 2d Indemnity 1 1 (1968).
314. Id.
315. See e.g. James JF. O'Neil Co. v. United States Fidelity & Guar. Co. 381

F.2d 783 (5th Cir. 1967); Kansas City Power & Light Co. v. Federal Const. dorp.,
351 S.W.2d 741 (Mo. 1961). See generally 42 Am. Jur. 2d Indemnity-I 9 (1968).

316. See Collins & Dugan, Indemnification Contracts-Some Suggested Prob-
lems and Possible Solutions, 50 Marq. L. Rev. 77, 78-9 (1968). An agreement
executed between the spouse of a patient and a sanitarium covering any loss
resulting from injury to, or injury or damage caused by, the patient was held not
to express an Intent to indemnify the sanitarium for loss incurred as a result of
malpractice by its physicians in treating the patient. Brown v. Moore, 247 F.2d
711 (3d Cir.), cert. denied 355 U.S. 882 (1957).

317. 9 Am. Jur. Legal Forms Indemnity 1 142 (2d ed. 1972).
318. For illustrations, see 9 Am. Jur. Legal Forms Indemnity 1 142 (2d ed. 1972).
319. See Franklin, Replacing the Negligence Lottery: Compensation and Selec-

tive Reimbursement, 53 Va. L. Rev. 774, 778 (1907).
320. See Brown v. Kendall 60 Mass. (6 Cash.) 292, 295-96 (1850).
321. Franklin, supra note 319, at 785.
322. Id.
323. Id.
324. W. Prosser, Handbook of the Law of Torts, ; 80 at 530-37 (4th ed. 1971).

The Federal Employers' Liability Act, 45 U.S.C. J 51 et. seq. (1970), was enacted
in 1908. New York was the first state to enact Workmen's Compensation legis-
lation In 1910.

325. W. Prosser, Handbook of the Law of Torts, 1 80 at 530 (4th ed. 1971).
326. W. Schneider, 1 Workmen's Compensation Text §1 (1941).
327. State Compensation Ins. Fund v. Pillsbury, 27 F. Supp. 852 (S.D. Cal.

1939); Thompson v. Virginia & C.S.R., 216 N.C. 554, 6 S.E. 28 (1939).
328. E.g., Texas Employers' Ins. Ass'n v. Peppers, 133 S.W. 165 (Tex. Div.

App. 1939).
329. See Streng's-Piece Dye Works v. Glasso, 14 N.J. Misc. 801, 187 A. 566

(1936).
330. See Szcsuuki v. Cadillac Motor Car Co., 294 Mich. 271, 293 N.W. 645

(1940).
331. W. Schneider, I Workmen's Compensation Text J 4 (1941).
332. The concept of fault is not entirely abolished in that many acts do not

allow recovery for intentionally Inflicted injury or injury received while intoxi-
cated, etc.

333. W. Schneider I Workmen's Compensation Text 1 6 (1941).
334. W. Prosser, Handbook of the Law of Torts 530 (4th ed. 1971).
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335. Franklin, supra note 319, at 785. Also, such a plan has been adopted in
some states (e.g. Massachusetts and Florida) and is currently being studied in
other states.

336. Id.
337. Id.
338. E.g., Davis v. Wyeth Laboratories, Inc., 399 F. 2d 121 (9th Cir. 1968).

Note also the general difficulties regrading fault recovery previously discussed.
339. 5 San Diego L. Rev. 422, 430 (1968). \
340. This act is not suggested as the optimum or most viable model. It is

merely offered as an example of such legislation. The model is generally based
upon workmen's compensation acts, specifically the Georgia Workmen's Coin-
pensation Statute, Ga. Code §§ 114-101 et. seq. (1933).

341. It is not necessary that any specific geographic area be involved.
342. This would be controlled by the law of deceased person's residence at the

time of death. Franklin, supra note 319.
343. Total replacement of the claimant's right to sue, when replaced with a

mandatory compensation scheme, is not in derogation of any con qtitutional right
or standard. E.g., New York Central R.R. v. White, 243 U.S. 188 (1917).

344. This section is patterned after Georgia' proposed no-fault insurance act.
See House Bill No. 1908 (LC 4C689) 1972 by Mr. Levitus of the 77th District.

345. "Economic loss," by definition, does not include recovery for noneconomic
items such as pain, suffering, and punitive damages. By not allowing recovery of
these items, the economic impact of the Davis decision is mitigated. injured
persons forfeit the right of recovery regarding pain and suffering and punitive
damages in return for the benefit of rapid and equitable guaranteed compensation.
Commentators have argued that recovery for pain and suffering is only productive
of serious valuation disputes. See Franklin, supra note 319. Even within the
context of the fault-recovery system there have been proposals to abolish recovery
for pain and suffering. Morris, Liability for Pain and Suffering, 59 Colum. L. Rev.
476 (1959); or to sharply limit recovery for pain and suffering, Plant, Damages for
Pain and Suffering, 19 Ohio St. L. J. 210-11 (1958). Even though punitive damage
are thought of as a means of punishment, there is no reason why treatment of the
transgressors should be tied inexorably to treatment of the victim. Conduct can
be regulated by criminal or quasi-criminal sanctions or other means without being
tied to punitive damages and without undermining deterrent goals.

346. This benefit could be (I) limited to a lump sum benefit based on a percentage
of expected earnings, plus out-of-pocket medical expenses, or (ii) periodic payment
of same. All survivor's benefits would be distributed according to the inheritance
laws of the deceased's resident state.

347. The board could supply fQrms for notice and medical reports.
348. The time could be limited to a period to run from the date the drug was

administered.
349. See Franklin, supra note 319.
350. Id. Undoubtedly, any ceiling, if imposed should be fairly generous. The

maximum figure on the income payment should be high enough to aid victims
generally-not just the very poor-and still be economically feasible. The plan
could allow 100 percent compensation of work loss, with no ceiling, to be paid
periodically. It can be argued that because an injured person's recourse is limited
to this act, he should be fully compensated for such los. The plan could limit
compensation, however, to a percentage of work loss (e.g. 85 percent), or a limited
percentage with an actual dollar ceiling (e.g. 85 percent up to 500 per week).
Proponents of a limited percentage or a limited percentage with a maximum
ceiling argue that such measures are necessary in order to prevent leisure from
being as appealing as work, or to deter spurious claims. Receipts of compensation
for work loss could also be limited to retirement age or a specific period of weeks
or months as is done with workmen's compensation, but the philosophy and con-
cepts of the act would dictate that as long as chemotherapy produced an injury,
and as long as that injury results in a work loss, it should becompensated for the
duration of its disabling imposition. -

351. The attorneys appointed should be primarily specialists in tort litigation
and accident litigation, with both plaintiff's and defendant's lawyers represented.

352. The physicians should be specialists In appropriate fields (e.g. internal
medicine neurology, etc.).

353. This function could be delegated to some special committee.
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FINAL REPORT PURSUANT TO CONTRACT No. 200-75-0413, CzNvzz von Disuen
CONmor.

I. INTRODUCTION-THE NATURE OF THE PROBLEMA. General

Vaccines are one of the most significant weapons that p ubHc health authorities
and practitioners of preventive medicine possess In their battle to control and
eradicate a wide variety of communicable diseases, many of which are frequently
disabling and sometimes fatal. The production and efficient distribution of such
vaccines to large segments of the population (particularly in cases of epidemics
of a particular disease) is therefore a valuable and Integral aspect of virtually
every country's communicable disease program. Involved in this process are a
wide variety of governmental and health care personnel-the federal government
(particularly the Bureau of Biologics of the Food and Drug Administration);
state and local health departments and state laboratories; physicians nurses, and
their professional societies and associations; drug manufacturers and their Insur-
ance companies; and the consumers/patients themselves-to mention only the
most visible of such groups.

In recent years the intervention of the legal process into this area of preventive
medicine, particularly through litigation, has increased substantially. This is
primarily due to the fact that, like all biologies and drugs, vaccines carry a certain
inherent risk of adverse reaction. When a patient is injured or dies from a disease
(such as poliomyelitis) that allegedly was induced by or associated with ingestion
of the vaccine, numerous legal questions arise. Frequently, such questions are
resolved by the courts In litigation whereby the injured person or his legal repre-
sentative Is seeking com sensation in the form of damages from the manufacturer of
the vaccine, the federal government, or other participants in the immunization
program. Such litigation has proved, to say the least, extremely disruptive to
the government agencies and providers charged with monitoring, and protecting
the public against the spread of, communicable disease. At this juncture, there
is in fact serious danger that the entire program for providing vaccines in mas
I mmunizatiorr clinics will break down. Many of the drug manufacturers that supply
vaccines for the federal government have indicated thut they do not wish to be
involved any longer in such endeavors; and state and local health departments
are faced with dilemmas that justifiably have them extremely alarmed.

In order to fully understand the nature of the problems which generated thisproject, it Is important to understand some of the legal issues that the courts
ave attempted to deal with. We shall therefore briefly outline the important

legal background at this time.'
B. Legal Background

With respect to vaccines and other drugs, plaintiffs have attempted to recover
from drug manufacturers for "adverse reactions" on a wide variety of legal
theories. These include: negligence,2 breach of express warranty,$ breach of
implied warranty,4 and strict liability in tort."

The most recent major litigation in this area, and*by far the most alarming to
the public health community, is the case of Royee v. Wye. Laboratories,' which
touched upon many of the important legal issues that come within the scope of
this project.T

In essence, Rey". resulted in an affirmation of an earlier decision, Davie v.
Wyeth Laboratories,' in which the Court stated that there was a duty upon the

2 A thorough study of the legal background of vacelne-related litigation. Including the
development of the law of products liability and the various theories upon which such
liability has been predicated, may be found In an unpublished Progress Report entitled"Llability In Preventive Medicine-A Review and Analysis of Treids Primarily Those
Related to Vaccination Practices." carried out at the Emory University School of Law,
Atlanta, Georgia, under the general direction of Professor Gary R. Smith In collaboration
with and under contract from the Center for Disease Control (Contract No. 49115). June1973, which Report served as a useful source of much information for this Final Report
and our interim progress report.

'Smith. supra, note 1, p. 4.
* Smith, supra, note 1, p. 11.
'Smith, supra, note 1, p. 14.
'Smith supra, note, p. 28e. Restatement (Second) of Torts. section 402A (1965),

"Speclal Llability of Seller of product for Physical Harm to User or Consumer."
'498 S. 2d 1264 (5th Cir. 1974)." cert. den.
T Re# Curran, for a full description of the facts of this case -and Its significance for the

public health community. a copy of which Is annexed hereto as "Appendix A".
9 399 F. 2d 121 (9th Cir. 1968).
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manufacturer of poliowyelltiJ vaccine to warn each patient at a mass immunia-
io4 clinic of -the risks attendant to ingestion of the vaccine. The Reyes court

held that the failure of the drug manufacturer to either itself provide such warnings
or to see that they were given by the State Department of Health rendered the
vaccine "unreasonably dangerous as marketed" and therefore "defective" within
the meaning of Section 402A of the Restatement (Second) of Torts.

The plaintiff (an eight month old infant) thus recovered a judgment for
$ 200," against the drug manufacturer, which was not alleged by the plaintiff
to hwfe been "negligent" in producing the vaccine (which vaccine had been
certified by the Bureau of Biologies of the Food and Drug Administration *).

In reaching its conclusions, the court disregarded overwhelming expert testi-
Mony by ttaned ideniologiot to the effect, that the poliomyelitis was not
vaccine-associated, but rather resulted from a wild virus in the community, in
addition, the court found the necessary camution by fashioning a "test"-
namely, by eating a rebuttable presumption that the consumer would have
read any warning that might have been given, and would have acted so as to
minimize the risks.10

The implications of the Davis and Reyes decisions for the public health commu-
nity have been alarming. It became apparent, in particular, that drug meanuI -
turers might simply stop providing vaccines unless they were assured that they
would not be faced with costly, time-consuming, and reputation-damaging
litigation alleging that Injuries were "vaccine-induced" and recoveries based upon
a "duty to warn" theory that could prove burdensome and expensive to the
manufacturer. At the same time, it was recognized that the person whose injury
or death that truly is vaccine-associated may be deserving of compensation; and
the question then becomes that of whether it would be desirable to deprive such
an individual of his or her traditional legal remedies in tort by providing a com-
peation mechanism that would be substituted for such remedies by legislative
mandate. In this study, we explored these issues in an attempt to come up with a
solution to the problem that would be equitable, workable and politically feasible.
C. 8 cope of ProjecS-Meahodology
* Progress Report No. 1 (a copy of which is annexed as "Appendix B") outlines
and discusses in detail most of the various tasks performed in attempting to
achieve the foregoing objective. In essence, the methodology consisted of the
following:

I. Reviewing and analyzing the Project Report referred to above, entitled"Liability in Preventive Medicine" and subtitled, "A Review and Analysis of
Trends, Primarily Those Related to Vaccination Practices."

2. Reviewing and analysing the leading court decisions referred to in that
Report, particularly concerning the nature of the liability of the manufacturer of
vaccines for failure to comply with a "duty to warn."

3. Reviewing and analysing the proposed compensation system outlined by
Professor Smith in the aforesaid Report.

4. Assembling and analyzing statutes an "or regulations (to the extent relevant
materials could be made available to us) existing in the six foreign countries
(Japan, Hungary, Monaco, Switzerland, Denmark, and West Germany) that now
have mechanisms for compensating or otherwise supporting persons injured by
vaccines recommended by official government agencies for disease prevention.

5. Reviewing and analysing the principles and practices of Workmen's Corm-
pensation statutes and regulations with regard to conceptual bases and the
mechanics of filing claims, reviewing claims, paying claims, eto., particularly with
regard to determining elements that may be applicable to a proposed "Compre-
hensive Immunization Support Program" of the type we are concerned with
(hereafter abbreviated as CISP).

* Nee GrivIn v. United , 881 F. Supp. 10 (Ul.D. Pa. 1972), 853 F. Rupp. 824, 500
F. 2d 1059 (Ord C r. 1974), where the United States was held liable for negligently
certifying a batch of vaccine that was defective In terms of neurovirulence exceeding the
reference strain, thereby causing the laiutff to be injured

16 In fact, the risk of the plaintlff's contracting poliomyelitis from a wild virus in the
community at that time wa found to be I inc .000, compared to a risk of 1 in 5.88 millionof contraction the disease from the vaccine. Compare O(uwnnghasm v. Charles PA)erd o
1"e., 532 P. 2d 1877 (Oklahoma Supreme Court November, 174) In which the court said
it was for the Jury to decide whether in fact tie plaintff would not have taken the vae-eine If told of the risks, sine* the existence of an epidemic of polio was sumclnt to rebut
the presumption that the Reps. court allowed to stand.



406

6. Reviewing and analyzing the concepts and procedures in The Longshoremen's
and Harbor Worker's Compensation Act (33 U.S.C. 1f 901 et seq.).

7. Reviewing and analyzing the concepts and procedures in "No-Fault"
Automobile Insurance, of both the " pure" and "modified" type.

8. Reviewing and analyzing the health benefits which exist under Veterans'
Administration statutes and regulations ("Veterans' Benefits").

9. Reviewing and analyzing the variously proposed legislative elements of
National Health Insurance particularly the catastrophic insurance components,
and of proposals for Health Insurance for the Unemployed, regarding concepts
and mechanisms applicable or adaptable to vaccine-associated disability
compensation.

10. Reviewing and analyzing the structure and function of the Social Security
program, and Its implications for CISP.

In addition, to considering the merits of a proposed compensation system
(CISP) an attempt was made to determine whether the problems referred to above
might not lend themselves to a solution that was speedier administratively
simpler, and ultimately more effective. Such a scheme was thought to be best
exemplified byi atIndemnification System, statutorily created, which would pre-
vent the exit of drug manufacturers from the business of producing vaccines, while
simultaneously.allowing injured claimants to obtain compensation in justifiable
cases (with some control exercised by the federal agencies having the greatest
expertise in such matters). Accordingly, the following activities were also con-
ducted in this project:

11. Examinatioain detail of the legislative history, enactment and operation
after passage of P.L1 88-433, "Indemnification of Research Contractors," enacted
in 1964 at the beheat of the Veterans' Administration.

12. Examination and analysis of H.R. 15323, the 1974 Amendment to the
Atomic Energy Aot"vf 1954 and the Committee documents (Joint Committee
on Atomic Energy) concerning the Act.

Finally, a propo"e4 legislative solution was developed, and is set forth in this
Final Report, together with a section-by-section analysis.

I. SUMMARY OF COMPARATII ANALYSIS OF COMPENSATION STATUTES AND SUPPORT'"flCHANIBMS IN OTHER COUNTRIES

In Progress Report No. 2 (annexed hereto as "Appendix C") and Progress
Report No. 3 (annexed as "Appendix D") we described and analysed relevant
aspects of legislatively adoptcdcompcnsation mechanisms for Japan, Denmark,
Switzerland and Hungary, based upon our examination of documents that were
made available for our review. For the purposes of this Final Report, it may be
useful to briefly summarize some of the more important points (Progress Reports
No .2 and No. 3 may be consulted for full discussion), to serve as a framework
on which to base a discussion of our proposed solution:

We first reviewed several detailed memoranda and reports with respect to the
compensation scheme enacted by Japan. Two particularly useful points emerged:
1) In considering CISP of any type, It will be very important to specify clearly
who will be eligible to receive benefits, in light of constitutional rights that certain
relatives (such as parents) of an in1urvwl or deceased victim may have to bring
legal action against the drug manuacturer; and 2) there may be reason to con-
sider basing compensation on "need" (even if in a crude fashion) rather than on
the basis of economic loss (as Professor Smith's suggested statute would do).

In discussing the Denmark legislation, we focused mainly on the Statute (Act of
7 June 1972). A significant feature of that Act concerns the question of causation
in that the Injury or death need be linked to the vaccine only "with reasonable
probability". Such a flexible standard for CISP would go far toward alleviating
much the time-consuming, costly, frustrating and often self-defeating adversary
determinations as to "causation" that seemi to have been assumed (both by policy-
makers and the courts) &s necessary In a CJSP program. Such an assumption may
stem, In part, from our common law traditions and notions that liability should be
based only on proof of "fault"' by a culpable party. Thought therefore should be
given to considering alternatives to systems that require such adversary hearings
on the Issue of causation.

Another aspect of the Denmark statute that might be useful to bear in mind is
the discretion on the part of the Minister of the Interior to provide for various
types of vaccinations to be covered by the Act, thus circumventing the need for
statutory amendment. In designing CISP, such discretion in the Secretary of
HEW might be a desirable feature to include.
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Finally, the Denmark legislation exemplifies a system in which mechanisms-
which already exist in the social structure for providing compensation and support
are utilized. Similarly, it would seem most sensible that any CISP program in the
United States utilize the machinery (legislative and administrative) of one or more
already existing programs (such as Social Security or Workmen's Compensation)
to the greatest extent possible, rather than attempt to set up complex new bureau-
cratic operations for a program that will probably involve a comparatively very
small number of cases per year."

The legislation of Switzerland also was examined, and several features were
noted. The first is that the Ianguage seemed to make the payment of compen-
sation mandatory for injuries following vaccinations that were compulsory or
recommended by the authorities. Presumably, in such cases no proof of causation
would be required. Secondly, the legislation provides for the "granting" of the
payments by the cantons,. but does not appear-to spell out how responsibilit
for fnancing the payments is to be allocated. Finally, the Switzerland statute Ks
very ambiguous in defining the kind of conduct by a recipient that would bar him
from obtaining compensation.

An examination of the compensation scheme of Hungary also proved instructive,
primarily by pointing out that what may be a very workable and desirable
system for one country (Hungary) may not be readily transferrable to another
nation (the United States) which has entirely different laws, traditions, political
constraints and ideas as to what an optimum system of human or social service
should encompass.

In particular, the fact that in the United States many decisions (for example,
those concerning which vaccinations should be compulsory) would be properly
made by state and local governments might limit the usefulness of legislation
that attempts to be national in scope.

111. GUMMAZY OF PROPOSED ALTERNATIVE MECHANISMS FOR CISP

One of the major efforts of this study involved an attempt to review and analyze
various compensatory mechanisms that have developed in the United States and
to identify those aspects of such systems that might be adaptaLle to or serve as a
basis of comparison for a CISP that might be developed. The effort was also
made to determine whether any existing social program (or combination of features
in more than 'one program) might provide a framework on which to strengthen
CISP, or on which a program such as CISP might suitably be "grafted.' The
following salient points and features emerged.
A. Workmen's Compensation and Related Laws Is

A detailed review and analysis of the workmen's compensation program (as well
as certain relatc4 disability programs such as the Railroad Retirement System and
the Longshoremen's and Harbor Worker's Compensation Act) revealed mainly
that these systems simply lacked the comprehensive coverage and benefits that
enable them to be useful models or frameworks for CISP. Except for variations
from state-to-state in both coverage and benefit amounts, and the fact that
injuries must be work-connected, compound such difficulties (it must be noted
that many of the victims of vaccine-related injuries are infants and children who
would not be covered under such programs).

The complex benefit patterns bear little consistent relationship to wage loss,
impaired working capacity, or ability to participate in ani contribute to com-
munity or family. Benefits are almost unanimously regarded as inadequate. The
lack of uniformity and cumbersomeness of the program with respect to the
burdens on the injured person and the administrative procedures (concerning
notice and claim periods rules of evidence judicial review, reopening of awards,
and mechanisms for settling cases) make the program unwieldy and Ill-suited for
CISP. Although a proposed system of National Workmen's Compensation may
become a reality, the system probably would be fraught with enormous practical
policy and operational problems that would have to be ironed out; it would not
seem feasible to attempt to fit CISP into such a legislative framework.

Even regarding the Longshoremen's and Harbor Worker's Compensation Act,
which contains some sections that might be useful in drafting CISP legislation,"

II Inl 19T4. only four cases of diagnosed paraljytic polio 'were reported to CMC, of which
three were determined to be vaccine-assoctated (Ini e w with H. Bruce Doll, M.D., Center
for Disease Control. May 9. 1975).

Is Ree Progress Report No 2 (Appendix D), p &-22.
Is See Progress Report No. 31 (Appendli) ,. 21.
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i must be remembered that the Act, like the State workmen's compensation laws,
In designed for a different kind of proceeding than that likely to be lnvolve4
inCISP.

In particular, for claims brought under the former laws, there is an employer
in the picture, who is required to secure the compensation by insurance and who
has a financial interest in seeing the claim rejected. Thus, it mutd be concluded
that the workmen's compensation and related laws will be of little utility in at-
tempting to develop a program such as CISP.
B. No-FauU Automobile Insurance 1

Our study traced the development of no-fault automobile Insurance, stemming
as it did from a variety of problems with the fault (or "*tort" system). Under"pure" no-fault proposals, loss not fault, is the criterion for compensation In less
severe accidents; however, suc compensation- does not include an accounting for
pain and suffering (which can be claimed only for severe injdiries by the tradi-
tional tort system).

We also discussed so-called "modified" no-fault plans, which differ from the
"pure" plans In that they do not try to substitute automobile insurance com-
pensation for the tort system, but rather only provide extension of medical,
disability, accidental death benefits, etc., without altering the basic tort liability
system.

Particular attention was devoted to a proposed modified no-fault propoal
by Alfred Conrad, which was particularly relevant to CISP.U Conard's plan
Is well-conceived ar.i Interesting, proceeding on the premise -that the best ap-
proach may be not through a single plan, but through keeping alive the plurality
of existing program--from social security to tort damages--with certain ex-
tensions, additions and correlations. Conard's discussion of extending subsistence
through the social security system is one example of a feature that could be
relevant for CISP.

We concluded, however, that no-fault automobile Insurance in any of its
present forms would not be a desirable model on which to base CISP. The fact
that it Is designed to compensate mainly non-serious injuries of a frequently.
occurring nature (whereas vaccine-related cases are generally precisely the
reverse); the lack of any uniform plan or structural framework of no-fault auto.
mobile insurance that s widely accepted and capable of supporting CISP ad-
ministrative machinery; and the underlying philosophical differences o no-fault
automobile insurance that precipitated its enactment (nuisance claims, court
congestion, delay, etc.) which are not present in the rationale for CISP; all mitigate
against basing CISP on a no-fault automobile insurance model.

Nevertheless, the concepts that economic recovery should be allowed in certain
cein which "fault" Is not the criterion for such recovery is a uswul one that
any ISP program should embrace in working out a mechanfam for compensating
injury or death incurred by patients who participate in mass Immunisation
programs. Protracted adversary hearings over issues of negligence or contrlbutory
negligence would serve little purpose, rejardlees of the form any proposed CISV
program might take.
0.M Veterase BeSf 0

Review and analysis in depth of the broad variety of benefits provided to
persons who served in the military during wartime and their families led to several
conclusions from the standpoint of developing and implementing CISP.

Veterans' Benefits were seen to have some aspects that were analogous to, and
possibly useful for, a CISP model. The program is relatively comprehensive in
scope; related to disability caused through no willful act or fault of the injured
person; financed without the need-to resort to a tax on employers or an insurance
premium collected from a pre-selected population at risk; and provides com-
pensation to people who (as may also correctly be said concerning those who
subject themselves to Immunization against communicable disease) Incurred
the disability as a result of participating in a program or activity intended to
benefit the public at large.

However, tho problems ad obstacles to modeling CISP on Veterans' Benefits,
or to "graft" CISP onto the program Itself are extremely serious. It would be a
monumental challenge to work a mechanism for compensating victims of vaccine-

S.. Pr Rept No. 8 (Appendix D) pp 22-29.
SSee duiseusion in Prozess Report No. ) (Appendix D) pp. 27-29 -e. Alfred Conard,

"The Economic Treatment of Automobile Injuries" 68 Mickfil Law review 279 (1964).
14 See Progress Deport No. 4 (annexed hereto es Appendix By, pp. 1-.
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associated injury into a system of complex and voluminous laws and regulations
geared to veterans and "service-connected" injuries-just as was true in the case
of workmen's compensation with respect to "employment-connected" injuries.
The lack of a suitable administrative structure for handling non-military types
of claims and the very minimal benefit structure also are Important factors
that tend to ruile out any recommendations for using the Veterans' Benefit pro-
gram as a framwork on which to build a program such as CISP.
D. National Health Insurance (NHI) 17

Various proposals for NHI that were considered by the 93d Congress 2d
Session were reviewed and analyzed with regard to their implications for (ISP.
In addition, recently-proposed legislation to provide emergency health benefits
for the unemployed were similarly reviewed and considered. The proposals for
NHI illustrated the numerous ways in which existing governmental agencies
and programs (such as Medicare and Medicaid) might be utilized in developing
a comparatively simple and uncomplicated compensation program such as CISP.

However the limitations inherent in all of the alternative NIhI proposals
(and the pillosophy of NHI) indicate that probably no mechanism for CISP
could appropriately be formulated on the basis of such proposals. The major
limitation Is that NHI will only compensate injured people for their medical
care costs; it will not provide compensation for lost wages or general income sup-
port to disabled people or to the families of victims who die from their vaccine-
acsociated injuries.

Moreover it would be difficult to deprive such victims of their right to sue in
tort when the benefits they would receive in exchange are no greater than those
to which other citizens could recover for any medical injury. Finally, NHI pre-
supposes a mechanism devoid of adversary proceedings concerning such Issues
as "causation". Although as a policy matter, it may or may not be desirable to
require such hearings as a prerequisite to recovery, the fact remains that N1tI
would not provide a structure for easily or Inexpensively conducting such
proceedings.
E. Social Security I

Of all the federal programs that were considered as potentially suitable to
serve either as a source of guidelines, a model, or an actual framework for CISP,
the OASDHI (Social Seurity) program came closest to providing useful informs-
tion and a potential structure for ISP.

The scope of coverage cf Social Security is extremely broad; the extension of
Medicare (a part of Social Security) to disabled persons in 1972; the concept of
compensation based primarily on 'need"; and the existence of a comprehensive
and generally efficient administrative network Involving federal and state agencies
throughout the country all contribute to the desirability of utilisin the existing
Social Security system as a framework on which to base CISP.

Nevertheless, there are certain disadvantages to such a course In the first place,
the level of benefits is not high (and frequently other sources f public or private
assistance are needed to bring the Income level of people to a point where they
perceive the benefits to be at least minimally adequate). In addition, the Social
Security program is designed to support a large number of people for a variety
of reasons, whereas CISP would be needed to support a very smaU number of
people for a very specific reason-one that would no doubt require significantly
larger compensation for lost income and medical expenses than even the maximum
Social Security benefits would cover.

Thus, it would seem that the Social Security structure (or perhaps a combina-
tion of programs, with the Social Security program as the foundation) would be
the most logical program for attempting to "graft on" a CISP program to the
existing administrative structure. It would seen to provide the most appropriate
way to keep additional bureaucratic agencies, personnel, procedures and guide-
lines to a minimum.

. Conlusion
The above summary discloses that there appears to be no entirely satisfactory

program or mechanism that would allow a program such as CISP to be ctpated
easily, efficiently, and with a minimum of expense and bureaucratic confusion.

"I See Progress report No. 4 (Appeaixto See Progress Report No. 4 (&pp~ouR mo. 115.
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Moreover, there may reasonably be expected to be considerable opposition at the
political (as distinguished from the policy) level to the introduction of a system
that eliminates the right of an aggrieved person to bring a traditional lawsuit in
tort without simultaneously providing a benefit payment package that is suffi-
ciently large and certain as to engender satisfaction and support of a majority
of the people when they are informed of such a proposal.

IV. INDEMNIFICATION AS AN ALTERNATIVE TO CISP

A. The Advantages of an Indemnification Mechanism
The problems associated with developing and implementing CISP focus on

only one aspect of the situation-namely, support of the injured recipient or his
family. If fact, however, a whole host of other problems exist that CISP not only
probably would not solve, but might even aggravate.

One of the biggest of such problems concerns the trend in recent court deci-
sions to impose a duty on the drug manufacturer to warn the patient of the risk
of adverse reactions. 1'

Enactment of a compensation program such as CISP probably would not
release the manufacturer from such a duty. In fact, it may even create a new
obligation for the manufacturer, namely, to inform the patient that if he or she
(or their child) develops a disease such as paralytic polio from the vaccine, there
will be no legal recourse other than to make a claim pursuant to CISP.

Such a spectre might justifiably alarm public health professionals at all levels,
as well as public and private providers of health care. Even assuming that a
balanced appraisal of the risks of contracting the disease with and without
taking the vaccine is provided, the very existence of an Intricate administrative
mechanism for compensating injuries (which undoubtedly would also have to
be disclosed to the patient) might tip the balance for many people to foregoing
the immunization altogether, even If such a decision Is irrational from the medical
and statistical standpoints.

Furthermore, the fact that the duty to warn would still exist will not enable
CISP to relieve the anxiety of drug manufacturers with respect to expensive,
annoying and time-consuming lawsuits being instituted against them. What they
may well desire (if not require, as a precondition to remaining in the business of
producing vaccines) is legislative assistance that will provide them with relief
from what they feel are unfair and harassing lawsuits (perhaps this is understand-
able because the manufacturers in these cases really haven't been "negligent"
in any way).

In this regard, a mechanism that might be more appropriate (particularly given
the extremely small number of cases of vaccine-associated injury that can be
expected to develop annually) is one whereby the drug manufacturer is indemni-
fied by the federal government against any loss and liability it may sustain as a
result of supplying vaccines purchased for immunization programs and licensed
by the federal government. The Secretary of HEW or his designee could then be
given: 1) the right to have timely notice of actions that may be brought (which
would also help the Center for Disease Control woultor cases of communicable
disease); 2) the right to make certain that fair and appropriate warnings be
given, in a manner consistent with both the mandate of the courts, and the needs
of the public health community; and 3) the right to assist in or control the defense
of such actions as may be brought against the drug manufacturer, including the
right to settle or compromise such actions.

The power to settle or compromise actions would be extremely valuable, in
that cases found by CDC to be meritorious (i.e., vaccine-associated) could be
quickly and expeditiously settled, without the need for lengthy hearings and
unwieldy bureaucratic procedures and regulations. The injured patient would
thus have the opportunity to receive many of the advantages that CISP would
provide (such as an impartial and expert assessment of a vaccine-association, with
compensation given in meritorious cases).

However, the amounts of such compensation would not have to be restricted
to the absurdly low amounts that characterize the benefit schedules of virtually
every existing federal support or compensation system, and which undoubtedly
would also characterize any program of CISP. Any victim who did not wish to
accept such a settlement proposal, or whose case the government felt was not

It See. e.g.. Davis v. Wyeth Labortorfu 899 r. 2d 121 (9t. Ci. 1968): Reyes v. Weth
La bo ratories 498 F. 2d 1264 (5th Cir. 1674); Vassingho v Chls Pfizer d Co..$ Ino.,
532 P. 24 181? (Okla. 1974).
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meritorious, would be free to pursue his legal rights and remedies in accordance
with traditional legal methods (but in any event the drug manufacturer would
not be liable or otherwise affected by such legal proceedings). The federal govern-
ment would have the option of protecting itself against loss through insurance
with commercial insurance carriers.

Although legislation for indemnification of one segment of private industry
by the federal government may seem like an unusual policy, it is not unprecedented
when such indemnification legislation protects a strong public purpose and is
thereby deemed to be in the public interest. There are several instances in which
similar legislation was proposed by an agency of the federal government and
enacted by Congress. One significant example is P.L. 88-433 (approved August 14,
1964), which provided for indemnification against liability to certain contractors
and suppliers engaged in medical research and development experiments andprojects for the Veterans Administration. More recently, to cite another example
of such legislation, certain provisions for indemnification and limitation of liability
for accidents involving nuclear materials were made part of H.R. 15323 (July,
1974 concerning the 1974 Amendments to the Atomic Energy Act of 1957)
which we reviewed and in which we found several provisions that proved useful
In drafting a suggested form of an indemnification statute that follows below.

Before turning to a section-by-section analysis of the form of indemnification
statute we suggest it would seem appropriate to conclude this section by briefly
summarizing what we believe wouldbe the major advantages and disadvantages
of enacting such a statute, as compared to a program such as CISP:

1. An indemnification mechanism would be easy and inexpensive to implement.
Very few additional personnel, if any, would be required. No new administrative
agencies or complex procedures would be needed.

2. The very small number of cases that would arise each year could be reviewed
and handled by the Secretary's designee. If thought to be meritorious, they could
be settled quickly for an amount mutually agreeable to the claimant and the
Secretary; otherwise, they would be litigated fully, and the government would
have the option to use private insurance carriers and outside counsel to defend
such cases.

3. Whereas a system such as CISP would have the advantage of providing
certain relief and support in meritorious cases, unless the need to prove "causa-
tion"-i.e., that the injury was caused by the vaccine-is abolished, an adversary
hearing would still be needed. If tort litigation through the regular legal process
occurs, such a claimant would have the opportunity of obtaining a much larger
recovery than under any compensation system.

4. Under any CISP program we con envision, benefits would not be adequate-
to cover the needs of most seriously-injured recipients of vaccines.

5. The existence of CISP would have to be fully disclosed to people, and many
peopi3 are likely to become confused or frightened about the consequences of
takingor refusing the vaccination.

6. Under an indemnification schenle, only those who bring suit will recover
damages. Although it is possible that unsophisticated victims may not do so, thesame possibility would exist with respect to such people filing claims under CISP.

7. An indemnification mechanism would enable injured people to attempt to
recover what they felt was fair compensation-including for pain and suffering.
(In no-fault automobile insurance, it should be noted, this right is reserved to
people in the case of serious claims, generally those over $500.)

8. Under an indemnification mechanism, the Secretary would have some
input as to the warning given to patients at mass Immunization clinics, and can
thus ensure that a balanced appraisal of the risks is given. -

9. Under an indemnification mechanism, children and others who are not able
to be classified as part of a mili-,ry or wage-earning group could bring an action
for compensation based upon their Individual needs and extent of their injuries.

10. CISP would have the advantage of being able to stop benefits at such time
as the injured person became able to return to work or otherwise not in need of
benefits. However, there would be the concomitant disadvantage that cases -
would continually be reviewed, creating additional hearings and expense for
everyone. Under an indemnification mechanism, the besL prognosis would be
made and the compensation issue resolved, once and for all.

11. There may be serious constitutional objections raised to proposed CISP
legislation. Although it is probable that properly drafted legislation could with-
stand such challenge,' 0 the threat or bringing of such litigation could, cause
additional delay and expense for the government.
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12. Attack on constitutional or other grounds of an indemnification statute is
far less likely. Groups whose interests are likely to be affected (such as trial
lawyers, insurance companies and drug manufacturers) are apt to oppose CISP,
but not an indemnification statute that more or less preserves the status quo,

Thus, on balance, the advantages of an indemnification mechanism- would
seem apparent. Given the urgency of the situation facing the state and local
health departments, federal public health agencies, providers of medical services
the manufacturers of the vaccines and the people who need to be immunized
against serious disabling and fataI communicable disease, It would also seem
that some type of legislation is needed at this tlme. We will therefore turn at
this time to the form of indemnification statute which we believe may be ap.
propriate to help solve the knotty problems in this area.
B. Suggested Form of an Indetmnification Statute-Setion-By-Section Analysis

For the convenience and ready reference of the reader, the complete draft of the
suggested staLute is annexed to this report as Exhibit 1, with individual sections
reproduced below, in the body of this report, immediately preceding analysis of
that particular section.

It should be noted, at the outset, that the suggested draft is designed to serve
primarily as guidance to legislative draftsmen and policy-makers. It addresses
the major issues which were the subject of this project and within the scope of
our reports. It is therefore the case that the indemnification statute, or some other
statute, might properly provide for contingencies or lay down rules with respect
to Issues that were not within the scope of this study. For example, it may be
desirable to provide for exclusive federal court jurisdiction over litigation Involv-
ing vaccine-associated claims (perhaps based upon the fact that such vaccines
arc federally licensed). Also, or alternatively, it might be provided that the
United States shall have the right to Intervene as a party defendant in such
litigation, and to remove state court proceedings to an appropriate federal court.
It might even be provided that there be compulsory binding arbitration of these
kinds or cases as a pre-condition to bringing suit-although the permissibility
and desirability-of such provisions is certainly debatable and worthy of further
study.

1. Preamble and Subsection I.-An act to amend the Public Health Service Act
to extend the program of assistance under that Act for the control and prevention
of communicable diseases.

Be it enacted by the Senate and the House of Representatives of the United States
of America in Congress assembled, That the Public Health Service Act (42 U.S.C.
201 et seq.) is amended by adding at the end of section 247d thereof a new section
247e as follows:

I 47e. Indemnification of Suppliers of Vaccine.
(1) For purposes of this section the terms "communicable and other disease

control program" and "State" shall have the meaning given to those terms In
sections 247b(h) (1) and 247b(h) (2), respectively, of this title.

Analysis.-We eeained in depth the text and legislative history of many
significant bills and statutes that had the same essential goals and purpose as the
proposed Indemnification legislation. Most significant among these are the
following:

1. Vaccination Assistanoe Act of 1962
2. Community Health Services Extension Amendments of 1965
3. Communicable Disease Control Amendments of 1970 (P.L. 91-464)
4. The Communicable Disease Control and Vaccination Assistance Amendments

of 1972
The above legislation was enacted through amendments to the Public Health

Service Act (42 U.S.C. H 201 et seq.). The legislative history of these Acts Is
rich with statistical and other informal/on, and arguments Justifying the enact.
ment of communicable disease control legislation.

The Committees' Reports point to such factors as: the need to eliminate serious
gaps in levels of immunization for children; the need for national legislation in
this area due to the fact that our population is mobile and since local control
efforts are futile in the absence of a nationally coordinated effort; and the need
for increased funding of communicable disease prevention programs (including not

There has been a great deal of controversy sad litigation with respect to state no.fault
automobile Insurance statutes. Federal support program have generally been held to Jbe con.
StItutional (0e e.g., with respect, to the-uahoremna s and Harbor Worker's Compbensa.
tion Act, Obredt.-Lyno OorporaHee V. Olsb, -0 F. 2d 144(D.C. Md. 1929) and-Opri/to v.
Reading (Jo 117 F Sapp. 603 (D.C N.J. 19 ). See als .7 Oentral R.R. v. WVfte. 248
U.S. 188 (i617).
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only poliomyelitis, but measles, mumps, whooping cough and others). The success
of previous Acts in helping to reduce the incidence of such diseases is well
documented.

Accordingly, we believe that there would be practical and strategic reasons for
attempting to introdu e an indemnification statute in similar fashion, namely, as
an amendment to the present legislation that deals with the control of communi-
cable disease through vaccination assistance and other programs. We suggested
adding a new § 247e because that appeared to be the most logical place for inser-
tion of this legislation at the present time. However, the existing legislation may
have been amended, or for other reasons it may be deemed advisable to insert the
proposed legislation elsewhere, and this possibility should be given further
consideration.

Subsection (1) ties in the proposed indemnification to the existing legislation
by defining the key terms "communicable disease and other disease control
program" and "State", as they are defined in sections 247b(h) (1) and 247b(h) (2)
of the existing legislation (a copy of which Is amended to this report as "Exhibit 2").

2. Subsection (2).-Subject to the provisions of this section, any supplier of a
vaccine for use in a communicable and other disease control program to be con-
ducted within a State shall be indemnified by the United States against loss and
liability due to claims or actions, whether existing prior or subsequent to the date
of enactment of this section, brought by third persons for death or bodily injury
induced or otherwise caused by such vaccine, including any amounts paid in
settlement or compromise of such claims or actions and reasonable expenses of
litigation or settlement. Expenses of litigation shall include costs incurred in
successful defense of such claims or actions.

Analysis.-This subsection is one of the most important parts of the proposed
statute, in that it sets forth the basic right of a supplier (as that term is defined in
subsection (3)) to be indemnified by the United States in certain cases, subject to
the other provisions of the statute. It should be noted that the statute will
indemnify claims existing before (as well as after) the enactment of the statute.
Proof of "causation" (or "vaccine-association") of the injury by the vaccine is
to be required. Indemnification may be made for claims and lawsuits that are
settled (which settlements will be controlled by the United States, pursuant to
subsection 4(b)), and expenses of the drug manufacturer will be Indemnified regard-
less of the outcome of litigation or negotiation of claims.

3. Subsection (3).--(a) As used in this section the term "supplier" means an
establishment propagating or manufacturing and preparing a vaccine, which
establishment holds an unsuspended and unrevoked license issued by the Secre-
tary (which term as used herein, shall include this designee) in accordance with
42 U.S.C. 5 262, as amended, and which otherwise is in compliance with the pro-
visions of that section. With the approval of the Secretary, the term "supplier"
also may include an agent, subsidiary, parent, affiliate, successor and assignee of
such and establishment.

(b) As used in this section the term "vaccine" means a vaccine that may here-
after be designated as such by the Secretary and which has been propagated or
manufactured and prepared in accordance with and pursuant to provisions of
42 U.S.C. J 262.

Ainalyis.--Subsection 3(a) defines "supplier", tying the meaning of that term
into the federal statute that deals with the regulation of biological products through
licensure (42 U.S.C. 5 262, a copy of which is annexed to this Report as "Exhibit
3"). This is to ensure that only drug manufacturers that have been properly
licensed are eligible for indemnification under the proposed legislation. In addition
(since many manufacturers who contract with the government as the legal entities
for providing vaccines are likely to be corporations with subsidiaries or affiliates
who actually manufacture or test the vaccines) the definition may be expanded to
include other entities related to the licensed establishment. This expansion of who
is a "supplier" may only be allowed, however, with the approval of the Secretary,
and hence can be accomplished on a case-by-case basis, perhaps as part of the con-
tracting process. Subsection 3(b) ties the definition with the provisions of 42
U.S.C. I 262(a).

4. Subsecion (4).-In the event of any claim or action for death or bodily injury
for which indemnification is sought pursuant to this Section, the supplier shall:

(a) provide immediate and timely notice to the Secretary of any such claim or
action;

(b) allow the United States, at its election, to assist in or control the defense
(including any settlement or compromise) of such claim or action and to join or be
joined as a party In any litigation pertaining to such claim or action.

76-371-76----28
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Analysis.-This subsection is almost identical to language contained in P.L.
88-433, concerning indemnification to certain contractors with the Veterans Ad-
ministration. It would require the drug manufacturer (or "supplier") who wishes
to be indemnified to give the United States "immediate and timely" notice that a
claim or action has been brought against it. In addition, the government will be
able to step in and defend the claim, of it so chooses, with or without becoming
a party to any litigation. Presumably, if .the government desires, it could elect
instead to allow the drug company, or any insurance company that may be in-
volved, to handle the case on its own.

Most important of all, this section will allow the federal government (pre-
sumably the Secretary of IIEW, acting with expert advice from appropriate
agencies) to compromise and settle cases that appear to be meritorious. Thus, in
such instances protracted litigation and adversary hearings may be dispensed
with and compensation awarded to the claimant that is satisfactory to both the
claimant and the government (it should be pointed out in this regard that to the
extent a private Insurance company is to be involved in the indemnification
process, in the absence of other agreements any settlement would almost cer-
tainly require the consent of such insurance company's counsel).

5. Subsection (5).-As a condition for any payment to a supplier for indemnifi-
cation pursuant to this section, such supplier shall have given adequate warning
of potential dangers of the vaccine only to appropriate health officials, physicians,
and other health personnel as designated by the Secretary and in such manner
as the Secretary may by Regulations provide.

Analyeis.-This section represents an effort to enable HEW to have some say
as to the nature of the warning that the supplier will have to give. By providing
that such warning shall be given "only to appropriate health officials, physicians
and other health personnel," the language may be interpreted as an attempt to
legislatively overrule the thrust of the recent court decisions that impose a duty
to warn each patient of adverse risks at immunization clinics.21

If this interpretation should prevail, there may be some serious legal questions
as to whether Congress can legislate in such a fashion, particularly for juri-;dic-
tions where the state law has beep interpreted as requiring other types of warnings.
However, this language does not say that warnings need not be given to the
patients (or otherwise conform to state legislative or common law requirements)
and thus would probably survive any constitutional attacks based upon an
argument to that effect.* Furthermore the said court decisions only concern
warning to the patient or "consumer". N!o cases that we are aware of attempt to
mandate whether or how warnings are to be given to health officials, physicians
or other health personnel.

We believe this subsection could serve a valuable purpose both in stemming
the tide of unduly burdensome requirements being thrust on the drug manu-
facturers, and in asserting a federal right in an area of strong concern to federal
public health agencies. Since federal licensing and indemnification will be involved,
such concern (and hence this pi-ovision) would not seem to be unreasonable.

6. Subsection (6).-Payment may be made by the United States for indemnifi-
cation under this section only when the Secretary certifies that the amount of
the payment Is in accordance with subsection (2) and any expenses of litigation
or settlement are reasonable and justified.

Analyis.-The purpose of this subsection is simply to ensure that no funds will
be paid out by the government without the knowledge of the Secretary (or his
designee), and unless the Secretary is satisfied that the purpose of this legislation
as provided in subsection (2) are fulfilled by such payments. It will also protect
against any unreasonable expenses being claimed by (for example) Insurance
companies, outside counsel and settlements made by uniformed, unauthorized
or mistaken personnel who may become involved in the settlement process. It
appears to be a useful safeguard, and was also part of the Veterans Administration
indemnification statute (P.L. 88-433).

7. Subsection (7).-Upon approval by the Secretary, payments for indemni-
fication may be made from-

(a) funds obligated for the performance of any contract lawfully entered into
by an agency of the United States with a supplier of such vaccine.

(b) funds appropriated for such payments.
Analysis.-This subsection provides Congressional authorization of funding for

payments made under the Act, and contemplates a mechanism for obligating funds
for the performance of contracts entered into pursuant to subsection (2).

m see en Mod in footnote 19, UMa
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8. Subsedion (8).-In administering the provisions of this section, the Secre-
tary shall receive the advice and assistance of the Center for Disease Control of
the United States Department of Health, Education and Welfare and such other
agencies of the federal government as the Secretary may determine, whose tech-
nical expertise shall be utilized in order to accomplish the purposes of this legisla-
tion to the maximum extent feasible. The Center for Disease Control or such other
agencies, as the Secretary may designate, shall have authority to administer the
provisions of this Section fpd-t&-ormate and propose Regula',ions called for
hereunder, subject to such conditions as may be specified by the Secretary.

Anal a "'.One of the primary goals of this legislation is to compensate people
who suffer vaccine-induced injuries or their survivors in the case of death. As the
Reyes decision well illustrates, courts and juries are not well-suited for making
such determinations, since often they are inclined to ignore the technical realities
of the situation, and award (or deny) compensation on the basis of sympathy for
the plaintiff and other extraneous factors.

The Center for Disease Control (CDC) is one agency that Is eminently well-
equipped to provide the Secretary with the kind of technical guidance and advice
that will be necessary if proper determinations are to be made. Setting criteria
for vaccine-association, monitoring and evaluating cases of poliomyelities and
other communicable diseases, and maintaining close liaison with state and local
health departments, providers and 'Wt ociations are all functions that
traditionally have been performedby that agency.

It is likely that the Secretary will deem CD C's contribution to providing
guidance, administering the program, and helping to formulate the Regulations
to be a needed and desirable one, and this subsection would provide Congressional
approval and authorization for such functions to be conducted. This could be
very valuable to stave off potential litigation concerning the appropriate author-
ity of the Secretary to regulate in these areas. However, it should be emphasized
that a great many federal agencies other than CDC are apt to provide valuable
advice and assistance to the Secretary, and the proposed statute clearly allows
and encourages the use by the Secretary of whatever agencies he may deem
appropriate for a particular purpose.

9. Subs.dion (9).-In administering the provisions of this section, the Secre-
tary may use the facilities and services of private insurance organizations and/or
other professional persons or organizations and he may contract to pay a reason-
able compensation therefor. Any contract made under the provisions of this
subsection may be made without regard to the provisions of section 3709 of the
Revised Statutes (41 U.S.C. 5), upon a showing by the Secretary that adver-
tising is not reasonably practicable, and advance paymerits may be made.

Analyis.-This subsection will give the Secretary the option of having the
government "self-Insure" against claims made for Indemnification or of utilizing
private insurance carriers for suck-aputposes-The language Is similar to that
found in P.L. 88-433, except that Ig also allows the Secretary to utilize the serv-

ices of other professional persons or organizations (which might include, for
example, attorneys physicians, laboratory technicians and analysts, epidemi-
ologists) where he deems it appropriate to do so. 41 U.S.C. 5 (see copy annexed
to this Report as "Exhibit 4") is the statute that requires advertising for certain
government contracts; as in P.L. 88-433, the provisions of that statute would
not seem appropriate or necessary for the kinds of contracts contemplated in
this statute. This subsection thus serves a very practical purpose, and also will
no doubt make the legislation politically much more acceptable to many Important
private interest groups.

10. Subsetion (10).-The authority to Indemnify suppliers under this act does
not create any rights in third persons which would not otherwise exist by law.

Analyis.-This subsection is intended to make clear the fact that there is no
legislative intent to expand any duties or obligations to patients (consumers) who
receive vaccines, or to provide any additional rights or remedies to such persons
(or others, such as health providers, for example) that do not already exist
pursuant to the statutory or common law of each jurisdiction. It thus clarifies and
underscores the fact that the scope of this legislation encompasses only the
indemnification of drug manufacturers who otherwise would be forced to bear the
losses they may sustain as a result of providing vaccines for federal licensure and
distribution for use in communicable and other disease control programs.

11. Subsedion (l1).-In the litigation of any claim or action against a supplier
in any court of the United States, which is or may be subject to the provisions of
this section, facts concerning the existence or provisions of this section or other-
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wise pertaining to indemnification of a supplier by the United States shall not be
admissible as evidence without the consent of the Secretary or counsel representing
the United States In such proceedings.

Analyis.-This section is intended in the first place, to prevent the very
practical problem of awards being made against a supplier of vaccines by juries
on the theory that "it's really the government who will be supporting this poor
victim-and the government ought to do so", regardless of the merits of the
claim. Although most drug companies are not thought to be financially less able
to bear such a loss, it may be easier for a jury to impose the loss on "society" than
on either the non-negligent drug manufacturer or the equally Innocent injured
recipient. Therefore, it would seem advisable to keep facts concerning the existence
of this legislation out of evidence in any litigation. (The statute does not purport
to apply, however, to state court proceedings; it therefore would probably be
desirable for the government to remove such cases to the appropriate federal
court-and consideration should be given to providing authority for such removal
in the Indemnification legislation itself.)

12. Subsedion (JB).-There Is hereby authorized to be appropriated such sums
as may be necessary to carry out the purposes of this section.

Analysi.-This subsection simply authorizes the appropriation of funds
necessary to indemnify the supplier against claims and actions brought against
them, pursuant to the provisions of this indemnification statute. It perhaps should
be noted again that Included in the "purposes" of this statute is a mechanism
whereby the Secretary, acting with expert technical advice, can settle appropriate
cases for reasonable and adequate amounts, thereby embodying this legisation
with perhaps the primary advantage of a complex statutorily-created compensa-
tion mechanism (CISP) without the numerous disadvantages that would be
inherent in any such system, as set forth above.

EXHIBIT I-SUGGESTED FORM OF IDEMNIFICATION STATUTE

An act to amend the Public Health Service Act to extend the program of as-
sistance under that Act for the control and prevention of communicable diseases.

Be it enacted by the Senate and the House of Representatives of the United
States of America in Congress assembled, That the Public Health Service Act
(42 U.S.C. 261 et seq.) bi amended by adding at the end of section 247d thereof
a new section 247e, as follows:
§ 247e. lmdemnification of Suppliers of Vaccine

(1) For purposes of this section the terms "communicable and other disease
control program" and "State" shall have the meaning given to those terms in
sections 247b(h)(1) and 247b(h)(2), respectively, of this title.

(2) Subject to the provisions of this section, any supplier of a vaccine for use
in a communicable and other disease control program to be conducted within a
State shall be indemnified by the United States against loss and liability duo to
claims or actions, whether existing prior or subsequent to the date of enactment
of this section, brought by third persons for death or bodily injury induced or
otherwise caused by such vaccine, including any amounts paid in settlement or
compromise of such claims or actions and reasonable expenses of litigation or
settlement. Expenses of litigation shall include costs incurred in successful de-
fense of such claims or actions.

(3) (a) As used in this section the term "supplier" means an establishment
propagating or manufacturing and preparing a vaccine, which establishment
olds an unsuspended and unrevoked license Issued by the Secretary (which

term as used herein, shall include his designee) in accordance with 42 U.S.A.
1 262, as amended, and which otherwise is in compliance with the provisions of
that section. With the approval of the Secretary, the term. "supplier" also-may
include an agent, subsidiary, parent, affiliate, successor and assignee of such an
establishment.

(b) As used in this section the term "vaccine" means a vaccine that may
hereafter be designated as such by the Secretary and which has been propagated
or manufactured and prepared in accordance with and pursuant to the provisions
of 42 U.S.C. § 262.

(4) In the event of any claim or action for death or bodily injury for which
indemnification is sought pursuant to this Section, the supplier shall:

(a) provide Immediate and timely notice to the Secretary of any such claim or
action;
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(b) allow the United States, at Its election, to assist in or control the defense
(including any settlement or compromise) of such claim or action and to join
or be joined as a party in any litigation pertaining to such claim or action.

(5) As a condition for any payment to a supplier for indemnification pursuant
to this section, such supplier shall have given adequate warning of potential
dangers of the vaccine only to appropriate health officials, physicians, and other
health personnel as designated by the Secretary and in such manner as the
Secretary may by Regulations provide.

(6) Payment may be made by the United States for indemnification under this
section only when the Secretary certifies that the amount of the payment is in
accordance with subsection (2) and any expenses of litigation or settlement are
reasonable and justified.

(7) Upon approval by the Secretary, payments for indemnification may be
made from-

(a) funds obligated for the performance of any contract lawfully entered into
by an agency of the United States with a supplier of such vaccine.

(b) funds appropriated for such payments.
(8) In administering the provisions of this section the Secretary shall receive

the advice and assistance of the Center for Disease c ontrol of the United States
Department of Health, Education and Welfare and such other agencies of the
federal government as the Secretary may determine, whose technical expertise
shall be utilized in order to accomplish the purposes of this legislation to the
maximum extent feasible. The Center for Disoase Control or such other agencies,
as the Secretary may designate, shall have authority to administer the provisions
of this section and to formulate and propose Regulations called for hereunder,
subject to such conditions as may be specified by the Secretary.

(9) In administering the provisions of this section, the Secretary may use the
facilities and services of private insurance organizations and/or other professional
persons or organizations and he may contract to pay a reasonable compensation
therefor. Any contract made under the provisions of this subsection may be made
without regard to the provisions of section 3709 of the Revised Statutes (41
U.S.C. 5), upon a showing by the Secretary that advertising is not reasonably
practicable, and advance payments may be made.

(10) The authority to indemnify suppliers under this act does not create any
rights in third persons which would not otherwise exist by law.

(11) In the litigation of any claim or action against a supplier in any court of
the United States which is or may be subject to the provisions of this section,
facts concerning dhe existence or provisions of this section or otherwise pertaining
to indemnifcation of a supplier by the United States shall not be admissible as
evidence without the consent of the Secretary or counsel representing the United
States in such proceedings. .

(12) There is hereby authorized to be appropriated such sums as may be
necessary to carry out the purposes of this section.

[Exhibits 2, 3, and 4 and appendixes not printed.]

LEGAL AND REGULATORT PERSPECTIVES ON BIOLOGICAL RESEARCH IN HUMAN

POPULATIONS

THU SETTING

"The Flu: Sure Nuisance, and Possible Disaster" appeared in the January 11,
1976 issue of the New York Times Magazine, an influential periodical known for
its essays on subjects of current concern and controversy. The article, on the
cyclical strategy of the myriad influenza virus strains which fairly regularly
attack us by epidemic and otherwise around the world, leaves us with two im-
portant lessons: The first, somewhat obvious, is that science has not licked all
Infections which trouble mankind because they can change, adapt and somehow
outwit or evade our best medical technology. The secondlesson, far more signifi-
cant for our purposes, is that law, not scientific medical capability, has added a
constraint that may well impede progress not alone in applying vaccines against
influenza but for a wide spectrum of disease.
The legal obstacle

As the author, science writer Paul Ferris, succinctly notes:
"Live flu vaccine is used in the Soviet Union, in programs that cover 40 million

people or more in a year. Other countries are more hesitant, although after years
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of cautious scrutiny, the live product is slowly becoming available. In the U.S.
fears of costly litigation, should a live vaccine cause or be blamed for deaths from
pneumonia, are deterring manufacturers. (1)

This account is sad and disturbing. Producers distributors and users of vaccines,
are holding back, to the obvious detriment to all and increasing danger for special
populations, mainly children and the defenseless in many nations. The reluctance
to proceed is based on the realization, now widely recognized, that many vaccine-
related injuries are essentially unavoidable. Yet liability Is Imposed.

It is ironic that now, with greater scientific and epidemiologic ability to pro-
ceed successfully the fear of legal liability has hobbled a cause which should call
forth supreme efforts In science, social responsibility and public action. Although
this situation has been clear to the profession (the "Insiders") for over a decade,
as court cases have multiplied against pharmaceutical manufacturers and even
the U.S. Government, such knowledge was not widely shared with the public.
The concern has on!y lately been seeping through via editorals in specialty journals
and reviews in medical and trade magazines. But there has been no public atten-
tion and thus no general demand for a legislative or other answer, although there
has been growing disquite in public health circles.(R) A good example is the plea
of Dr. Richard Krugman in August 1976, through the lead editorial In Pediatrics,
calling for "no fault insurance" to take care of what he calls immunization "dys-
practice"-not malpractice. More direct involvement has been registered through
amicus curiae briefs prepared by the American Academy of Pediatrics the Ameri-
can Medical Association and the Conference of State and Territorial Epidemio-
logists. Arguments from these distinguished groups were filed in a recent case on
behalf of a polio vaccine manufacturer held liable for the paralysis of a vaccinated
child, despite a finding of no negligence or fault In product preparation, distribu-
tion or notice to the professionals.(3)
Ths Con flid

Occasional lawsuits In the United States do not usually provoke doctors to
public complaint or induce professional organizations to legal action. Why now?
As expressed by Dr. Krugman,

"We are on a collision course in many areas of the United States. A number of
States have passed compulsory Immunization laws for school children, yet the
majority of the vaccines required In fulfillment of these laws have a specific inci-
dence of adverse reactions. These range from mild fever to irritabiity to encephali-
tis or paralysis. True, the incidence is small, but it is real . . .

Yet what recourse does the one person in tens of thousands suffering an adverse
reaction have? . . .(4)

Krugman answers: The drug company Is not at fault when producing and
offering an approved product, with proper instructions; the physician is not at
fault in administering or directing the Immunization in accordance with instruc-
tions. The patient is not at fault when accepting the vaccine required by thA
government-" No shot, no school."

Of course, if there has been malpractice in improper manufacture or distribu-
tion, there is a justifiable suit and probably a substantial verdict. But, Krugman
notes "in the majority of cases, there is no one at fault, and dspractice, not
malpractice, has occurred." He continues:

"If society is to benefit from immunization practices, as It obviously does-
witness the dramatic decline In poliomyelitis, measles, diphtheria, and other
diseases-then society, through its government, should logically be responsible
for immunization dyspractice. Society-not the manufacturers, the physician,
or the patient-hould support those who suffer the adverse consequences of our
laws. Other countries have done so. Denmark, Germany and Japan have enacted
legislation to reimburse those who are victims of the immunization laws."

Krugman roposes "no-fault" insurance coverage, similar to workmen's com-
pensation to be supported by a small surcharge on each dose of vaccine. He urges
that we not "wait for a series of expensive legal suits before acting . . ." He
concludes that if we can immunize against disease, we should immunize with
preventive legislation.
The Pfiblic Vieopoint

The request by Dr. Krugman for a no-fault system and the legal briefs by the
professional societies, noted above, to absolve the companies from liability comes
at a time, in the United States, when there is some distrust of professionalism and
authority. View of certain spokesmen for consumers concerning safety clearly
suggest that any consideration for the producers and the regulators will have to
be accompanied by primary concern to those who may be hurt.
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For example, attorney James Turner, founder of Consumer Action for Improved
Food and Drugs and an associate of Ralph Nader, emphasized the public role in
decisions on drug safety. At a forum sponsored by the National Academy of
Sciences, he declared that a safe chemical is one that has passed objective, scientific
determination-a scientific decision; that risks and benefits have been assessed
to the general satisfaction of society-ultimately a public decision, made through
technical, professional representatives- and, third, that agreed benefits from
permitted use of the chemical exceed the risks--a public decision, made openly,
with laymen and scientists as equals.

Safety, so defined has not met public expectations, not only because some
manufacturers have been found untrustworthy and self-serving, but also because
government regulation has been Inadequate or poor and, to some, subservient to
private pharmaceutical firms-the primary initiators, developers, producers and
distributors of drugs and biologicals. Turner points specifically to questionable
regulatory action by the U.S. Division of Biologic Standards In premature ap-
proval of Salk polio vaccine, resulting in some 260 cases of vaccine-associated
polio, including ten deaths. And, in 1963, he noted the Division approved for use
in a mass immunization campaign certain lots of Sabin Type III live polio vaccine,
held as the cause of paralytic polio contracted by an adult woman. She is now
a quadriplegic. The subsequent suits concluded with a settlement by the producing
firm and a judgment affirmed on appeal, some ten years after the Incident of
over a million dollars against the Government based on its faulty, mistaken
and negligent application of Its own regulations and the implication of a conces-
sion to the manufacturer regarding the warning for use of this vaccine by adults.(6)

Fortunately, the example cited by Mr. Turner is most exceptional in the United
States and elsewhere, because the utmost care Is given to the control of drugs
and to biologics, in particular, at all stages from initial research and development
through production, distribution and use. But, his comments are sobering and
remind us that there are few solely scientific judgments. Public policy and indi-
vidual determination, based on knowledge effectively given, as well as economic
and political considerations, play a part.

Science, medicine and health services are well accustomed to cope with both
professional and public distrust and even open opposition drawn from misunder-
standing, and the reluctance to abandon long-held beliefs and practices. As
doctors bore the burden of proof even in times of distress which entreated their
aid. A recent article on smallpox in the Scientific American reports that inocula-
tion (variolatlon) with smallpox Itself preceded the cowpox method developed
by Jenner and was reasonably successful. Yet, immunization campaigns in
England and in the American colonies were violently opposed by the majority-
iublic and professional-despite many outbreaks including the severe epi-
demic of 1721 in Boston where almost half ot ehe 12,000 inhabitants contracted
the disease. (6)

Generally, today, scientific advances and health measures are well accepted.
Even the greater public sensitivity and awareness of risk have not measurably
affected basic health practices involving drug use and resort to medical care.
But, there is a sharply rising demand for restitution for Injury or adverse effect,
usually without regard to particular fault. Recongizing that there is no absolute
safety, sympathies appear to favor the unsuspecting, guiltless victims of the
inherent relationship between person/or and product or professional when some
mishap occurs. The problem then is not where to place blame but how to dis-
tribute justice fairly and promptly.

This then Is the stage for action. Confronted by two significant societal demands
in evident conflict--virual mandatory immunization for the public good and unfair
victimization of vaccinee, professional or producer In the event of a recognized
but rate, uncertain and practically unavoidable consequence--what remedy can
we fashion?

THEORIES OF LIADLITY

There are two main theories of liability, essentially those based on (1) the
performance or f.onduct of the activity and (2) the product or agency presumed
to have caused the Injury. These are not mutually exclusive.
Activity

Performance of immunizations, generally on a mass basis, would be examined
as a basis for imposing liability under tort law followed in the jurisdiction where-
the activity took place or perhaps where the injury, if recognized later, became
manifest.
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The law of torts remains today almost entirely within the purview of the com-
mon law. Its principles are grounded in judicial decisions rather than legislation
and applicable law may vary from one jurisidetion to another. But general doc-
trines can be identified.

Except for intentlaonal infliction of injury, there are two main standards at
common law for determining liability in tort: (a) negligence and (b) strict liability.

Under a negligence standard, a person (including a company) will be found
liable if he falls to act with the care expected of a reasonable person under the
circumstances.

Under strict liability, sometimes called "liability without fault," there may be
liability imposed without regard to the degree of care exercised. Strict liability
has traditionally been carefully limited, but the range of application has been
steadily expanded by the courts; It is most likely to be imposed in the case of an"abnormally dan erous" or "ultrahasardous" activity Criteria for determining
whether an activity is dangerous are not clear well 6 -fined nor easy to apply
Professional service and administration of medication, as such would probably
not be dAngerous but, linked with a dangerous or defective product (as discussed
below), legal danger might be found.

In the event of an injury following mass immunization, for example, the victim
would be likely to look to those conducting the program and to those who have
organized it for compensation. A suit could be filed either on the theory that the
conduct was negligent or on strict liability. The latter standard is more advan-
tageous, since it reduces burden of proof. It can be utilized where the gravity of
the harm which may result is likely to be great even through the risk of incurring
harm is slight.

As a matter of proof it is possible that the evidentiary rule of res ipsa loquitur
could help the plaintiff. This rule creates a rebuttable presumption of negligence
on the part of the defendant where it can be established that the injury would
not have occurred but for negligence on the part of the defendant who is in ex-
clusive control of the processor material. In the customary immunization programs,
there is small, if any, active involvement on the part of recipients. The health
teams effectively control the operation; thus the rule of inferred negligence might
well apply.
Product

The main thrust in vaccine-charged cases, however, has been premised on defect
in or surrounding the product. Product liability theory in essence would not be
concerned with negligence but with determination of a material defect in the
pharmaceutical, its significance in respect to risk of injury, and the casual
relationship.

An early obstacle in product liability cases, that there be a certain relationship,
usually contractual, between the plaintiff and defendant, ha largely disappeared.
This doctrine of "privity" which might have limited responsibility to seller-buyer
relationships has not been applied where it has been generally recognized that a
vaccine dose would be used, without change, on a patient. The misuse or improper
handling of such products is still very much a basis for also imposing liability
on professionals and others involved. And, as will be noted, the legal and profes-
sional practice of providin ex lanatory and cautionary data for prescription
drugs solely to prescribes, irrelevant in the chain of considering the linkage to
the manufacturer. It may not be sufficient to break the chain between producer
and patient if there is no actual or expected physician-patient relationship.

As in actions brought in connection with engg in an activity the doctrine
of strict liability for injuries resulting from defective products offers the best
potential theory of recovery. Under this approach to product liability, which wai
adopted in section 402A of the Second Restatement of Torts and is now widely
accepted, the seller or manufacturer of a product will be hied liable without
fault if he has sold the product "in a defective condition unreasonably dangerous
to the user or consumer or to his property . . . if It is expected to and does reach
the user or consumer without substantial change in the condition in which it is
sold."

There are some limitations: a manufacturer will generally not be held liable if
his product has been substantially changed through processing or otherwise before
it reaches the user or consumer; and, there is a requirement of proximate cause,
that is, proof that the defect caused the injury.

Another theory of recovery which does not require an allegation of negligence
bases product liability on warranty. Originally based on tort, the warranty ran
directly from the manufacturer to the consumer. Use of the term warranty,
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however, generally associated contracts, led courts to apply the rules of contract
law to product cases brought on a warranty theory. Defenses involving concepts
of privity, failure of the plaintiff to comply with requirements of notice, and dis-
claimers by the seller, came to constitute bars to recovery in cases brought under
the warranty theory. The concept of strict liability in tort set forth in section
402A of 2nd Restatement of Torts, however, avoids these complications and is
therefore more easily invoked.

Of course, the manufacturer could be held for negligence in the production,
inspection or other processingeby his own employees or by others. Or, equally
important in fragile drugs, there could be liability for negligence in packaging,
instructions for use; or even the expected use, beyond the stipulated Instructions.
Summary

Thus, liability may arise because of activity Ir. production or because of some
inherent or surrounding defect of the product. Liability may be predicated on
negligence or on strict (non-negligence or non-fault) liability provided there are
established relationships between the defect and the injury. And, liability may
attach to the producer, the professional and other staff involved in administration.
AL'o, as In the case of governmental licensed or approved products, the negligent
release of vaccine in violation or ignorance of regulations, may impose liability on
the government.

It is submitted, however, that the task is not so much to select a theory of
liability but to develop a means to provide substantial justice which will serve a
societal interest and respond to individual needs and rights.

LEGAL BACKGROUND OF VACCINE CASES
Rationale

Immunization, especially through public health programs for the benefit of
communities and large or specially vulnerable populations, represents one of the
most potent measures offered by governments to protect the health of thel?
people and residents of other countries. National and International cooperation
in this area is essential for the advancement of the health and welfare of man-
kind. Individuals who are vaccinated thus serve on behalf of others as well as
themselves. They deserve maximum personal consideration and a dignified
response in the event of injury related to their participation.

In the research, production and application of vaccines and biologic products
for general use, the prevention of unfavorable consequences and the protection of
all participants must be an integral part of the process and a prime condition for
approval. In addition to measures to minimize human adverse reactions, consistent
with scientific requirements, and other means to limit risk and hazard, there
must be positive provision for appropriate restoration and fair compensation for
any person affected adversely by association with vaccination.

This concern applies to all aspects of vaccine development and use whether
directed to scientific exploration, testing, clinical treatment of Individuals or
prevention and control of-disease; and to all individuals who may be involved.
The urgency of this concern comes from Increasing litigation and resulting doubt
in the public mind regarding the safety of biologic and other medical products.
These companion trends may lead to a decline in production of biologics for maN
immunization and a decline In community participation. Since it is now known
that vaccines carry a certain inherent risk of adverse reaction (including some
serious injuries and deaths) which may be distributed evenly, although minimally,
throughout the population, affirmative protection must be devised in advance to
meet such contingencies.

Although it is impossible to determine the frequency of severe adverse reactions
or assess the ultimate impact of injury claims and awards or immunization pro-
grams, it is clear that there is an atmosphere of caution. The decline in immuni-
zation levels in the population may reflect some of this concern. The fact that
more stringent requirements have been imposed in some respects because of this
publicity and its implications, has not resulted in fool-proof products or fail-safe
procedures. Epidemiologio reports indicate that occurrences of some severely
debilitating reactions to nationally recommended vaccines have continued and
will probably persist indefinitely.

Litigation trends indicate that the public concerns over the inherent risk of
vaccines will likewise persist. Thus, legal rather than medical issues may influence
vaccine supply, distribution, and use. As manufacturers are repeatedly found
liable for vaccine-associated disability, they will demand some relief or respond in
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other ways. The series of cases involving live oral polio vaccine alone has already
contributed to a reduction in the number of such vaccine manufacturers. Their
efforts to avoid liability could range from direct warnings to the ultimate vaccine
consumers; requiring that vaccines be administered only by physicians; or to
further limiting vaccine production. None of these solves any problem for the
public or the producers.

Since mass immunization programs benefit those vaccinated, their communities
and the general population, it is reasonable that the public should participate in
remedying adverse reactions to vaccines. Established as a right, under appropriate
administration, there would generally be no need to sue for redress. The need to
sue imposes a difficult and discriminatory burden on the few who may be affected
by products licensed by government. That burden might be lifted or certainly
lessened.

In many countries relying on vaccines as the principal basis for their preventive
medical programs, the inherent risk of general-use antigens is recognized as ap public issue and a basis for national policy and action. Six countries have enacted
aws or Issued regulations to compensate patients who experience vaccine-as-

sociated disability: Denmark, Hungary, Japan, Monaco, Switzerland and West
Germany. The compensation plans cover not only medical costs associated with
adverse reactions to vaccines approved for public programs but also provide
income maintenance or financial support to those found Injured by such vaccines.
An equally significant result of these programs has been to quiet fears over the
intrinsic risks of Important vaccines. Public participation and continued accepta-
bility of the vaccines is thus reasonably assured on the same basis as other com-
munity health programs.
LiUigaion

In the United States, knowledge of vaccine-associated reactions including serious
injury in some cases has come largely from several significant legal actions. These
began with the Salk polio vaccine when Cutter, the manufacturer, was success-
fully sued by a vaccinee who contracted the disease. The vaccine was found"defective" (some live virus was inadvertently present in the "killed" virus pro.
duct) and capable of causing injury liability was imposed, even though the manu-
facturer complied with regulations of the Division of Biologics Control then
applicable. (Gottsdanker v. CuUer Lb'oratqries, Cal. App. 1960, 182 Cal. App 2d
602,6 Cal. Rptr. 320). Legal critics saw the decision as attempting to distribute
risk rather than establish fault and thus contrary to public policy. (7) From the
point of view of products liability, the decision appeared to impose strict lia-
bility, in the face of established contract and warranty principles. (8) But public
health authorities following the decision were gravely concerned that communities
might refuse to approve immunization programs.

Te Cuuer case was followed by a number of suits and settlements against other
manufacturers of both Salk and Sabin polio vaccines, moving rapidly toward
liability without fault in the classic sense.

Prescription Drugs: During this period, litigation against pharmaceutical firms
for prescription drug reactions increased rapidly and established or strengthened
concepts of strict liability, warranty and merchantability, all based on tort
without negligence; and contractual deficiencies based on deviations from design,
failure to warn and defects in labeling or other information. Prescribing and treat-
ing physicians were also sued, with increasin success, for failure to follow labeling
instructions, despite community practice; failure to seek and obtain informed
consent; for other misuse, without classic negligence or substandard practice.
And suits against the government for its role in drug approval or failure to sanc-
tion drug use were considered, but none succeeded until 1972 when the negligence
of the Public Health Service was asserted for certifying a batch of defective polio
vaccine (Griffin v. United Sates, 361 F. Supp. 10 (E.D. Pa. 1972; aff d. 500 F.
2d 1059 (3rd Cir. 1974)).

Analyzing the cases, trends and public implications during this period, Richard
Merrill, now General Counsel for the U.S. Food and Drug Administration, con-
cluded that courts were moving away from consumer liability, (that is, permitting
the burden of injury to remain, on users) to manufacturer and physician liability.
(9) Merrill proposes this approach--essentially manufacturer liability:

"The following role of liability should govern the disposition of suits for re-
covery of damages for reactions to prescription drugs. The manufacturer of a
drug should be liable for all reactions that are not the result of the physician's
negligence, measured primarily by his deviation from the manufacturer s warn-
ings and instructions, or the patient's negligence, which could be limited to
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ignoring elemental Instructions for administration. Under this rule manufacturers,
and indirectly all drug consumers, would bear the cost of reactions that could not
better be prevented by either physicians or the victims."

This proposal is predicated on the fact that "the drug manufacturer is In the
best position to asses the risks of his products and better able than any party,
save perhaps the government to spread the cost of accidents broadly among those
who benefit from their use."

Thus, although Merrill would not automatically impale the manufacturer on
the stake of absolute liability, he would impose or impute such responsibility that
virtually any reaction that could be attributed to the product would place
liability on the manufacturer. He theorizes that this burden would stimulate
manufacturers to be far more careful and scrupulous In their testing, their claims
and their surveillance.

Vaccines and Preventive Drugs: Merrill points out that different drugs might
dictate different solutions depending on the benefits they confer and the relative
abilities of the parties to avoid their hazards.

For Instance, persons not vaccinated against smallpox are protected because
the great majority of others are vaccinated. Thus, for the few cases of encephalitis
that occur no part of the costa would be borne directly or indirectly by those not
vaccinate, the "free riders." "This result suggests that it would be fairer to assign
liability to the government, so that the cost would be distributed among all
taxpayers." (10)

CRITICAL CASES

In the long run of litigation, the most recent case Reyes v. Wyeth Laboratories
(498 F. 2d 1264 (5th Cir. 1974; cert. den. Sup. et. 74-501) has proved most
troublesome to the pharmaceutical and public health communities and, by obvious
implication, to the public: In Reyies, a child brought to a clinic for mass polio
immunization received $200,000 against a drug manufacturer, not charged with
negligence in producing the vaccine which had been properly approved by the
Bureau of Biologics Control. Although experts testified that the injury was not
clearly associated with the ingestion of the vaccine, but likely came from a wild
virus in the community, the jury's finding of causation was upheld.

The principal holding of the Reyes case was the court's statement that the
manufacturer was obligated to issue warning concerning risks of immunization.
Discarding the arguments that the vaccine was a prescriptive drug and that
labeling had to be provided solely to professionals and that the administering
nurse had proper instructions, the court maintained that, with knowledge of the
way such immunizations were given, the manufacturer had the responsibility to
insure that each candidate was appropriately informed. The failure of the drug
company to warn, or to see that the Health Department which ran the program
did so, rendered the product unreasonably dangerous "as marketed" (if not as
developed or produced) and therefore "defective' .within the intent and sense of
section 402A of the Restatement of Torts, cited above.(11).

Also, the court construed a causal relationship by devising a rebuttable pre-
sumption that the user or consumer would have heeded a warning had it been
given. The fact that the parents were not knowledgeable and admittedly followed
instructions was not deemed a fact issue for the jury to consider. The appeals
court did not regard this reversible error.

In the absence of evidence that the parents would not have acted to minimize
the risk to their infant, the trial judge did not have to ask the jury to consider
whether there was proximate cause in such a product liability action. Although
another court placed this question before a jury (Cunningham v. Chat. Pfizer, 532
P. 2d 1377, Okla. Sup. Ct. Nov. 1974), it is likely that essential outcomes will
be the same.

In its general comment the appeal court In Reyea suggested that, in products
liability cases especially where drugs are involved, there is no significant distinction
between the tort theory of strict liability and warranty. The conclusion does not
appear to be dependent on which theory is used.

Davis v. Wyeth (399 F. 2d 121, 9th Cir., 1068) which preceded Reyes, developed
the concept of manufacturer liability which has prevailed. In that case, Davis,
an adult, received his vaccination from a pharmacist in a mass Immunization
program in which the company was actively engaged (Anita Reyes was vaccinated
In a county health station at her parents request). Under these circumstances,
it was known and expected that there would be no individualized medical judg-
ment; therefore the company was held obligated to provide to the ultimate con-
sumer sufficient information concerning the risk inherent in this unavoidably
dangerous vaccine.
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Implications -
Both cases announced that there is a duty to warn the final consumer. In view

of the way general immunizations are conducted, the manufacturer may have not
only an expensive but complex administrative burden. The customary leadership
of medical societies in an immunization campaign as in the Davis situation, or
local health departments as in Raye., would not appear to relieve the manufacturer
of assuring competent, effective disclosures. These efforts may produce non-
acceptance by some consumers and consequent hazard to the community, where
high levels of immunization are essential, rather than informed participation.
And, where injury occurs following knowledgeable assumption of risk, ethical
if not legal principles would call for fair recompense.

Whether one wishes to place the burden of liability for vaccine reactions on all
of us via the government because public good and public mandate imply public
responsibility; because risk distribution theory places liability there in the absence
of fault; or because assumption of liability by the government can provide a
basis for better control, the net result appears to be the same. The public interest
includes public liability when fault or intrinsic responsibility cannot be reasonably
placed elsewhere. (But, as noted before In Griffin v. U.S., 361 F. Supp 10 1972
the Government was held liable for its own negligence under the Federal Tort
Claims Act in permitting release of faulty vaccine. There was no "discretion"
involved in applying a regulation regarding testing and certification which would
exempt the Government under the "discretionary function" exception of the
FTCA).

PROPOSED REMEDY

In view of the general agreement that injured subjects of vaccine research and
application deserve compensation and other consideration based on participation
largely mandated by law, social pressure or public heath concern and under
circumstances which cannot reasonably provide individual professional-patient
explanation of risks or personal prescription, a remedy should be premised on
relationship, rather than fault.
Condition for Compention

As now well established under worker compensation laws, the employee may
seek compensation if injured in the course of regular duties, irrespective of the
employer s negligence or other fault. Here, the vaccine would be entitled to seek
recovery on showin, that the agent was introduced into the body and that the
injury was related directly or circumstantially to the product or application so as
to permit a reasonable assumption that participation by the individual gave rise
to the injury. Although the burden of proving fault or defect would thus be
removed, compensation would not be automatic. An association sufficient in law
and science would have to be demonstrated.

The Center for Disease Control proposes that certain conditions exist or be
determined eligibility for compensation. These would be (1) that a permanent or
Yrotracted disability is present or will exist; (2) that the disability can be ob-
ectively related, by epidemiological, clinical and laboratory grounds to the

vaccination and not to some more likely explanation; (3) that the vaccine asso-
ciated with the disability has been recommended for general or particular use for
classes of individuals of whom the patient is one; (4) that the vaccine was licensed
or otherwise approved for use; (5) that the vaccine was properly produced,
handled and administered.

The proposed working definition of vaccine associated disability, summarizing
these factors, might be: A permanent medical disability which, on epidemiological
clinical and laboratory grounds can be reasonably related to a vaccine recommended
for general or particular use and properly administered in the United States to a
suitable recipient. (19)

An individual claiming recompense based on such vaccine-associated disability,
meeting the conditions set forth, would be entitled to the compensation o)r benefits
to be provided under a comprehensive immunization program, without need for
litigation, A claimant allegedly injured by association withvaccine who does not
meet the conditions would still have recourse to the courts or to some resolution
process, but in such case, recovery would depend on establishing liability on the
part of one or more of the following: the manufacturer; distributor administering
agency, such as the physician or health professional; the res onsible supervising
body; the government agency charged with control or surveilance. The patient-
plantiff would have to show, under applicable law, negligence or other fault or
dereliction of duty, based on the product or its application or surrounding
circumstances.
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Essentials of Proposal
The plan is based on four elements:
1. Remedy for vaccine-associated disability in accordance with conditions for

compensation, without regard to legal negligence or fault.
2. Compensation based on an agreeement developed by vaccine manufacturers

and government composed of (a) schedule payments for injuries and (b) other relief.
Such compensation would be obtainable by claim of injured person to manufacturer
or administrative agency without litigation. Injured party would retain option
to sue or Arbitrate, based on malpractice or product liability grounds.

3. Participation by all licensed vaccine manufacturers in comprehensive im-
munization system, including compensationplan, as a condition of ensure under
regulations available under current statutes.

4. Indemnification for loss and liability from industry-created fund to defendant
manufacturer or intermediaries for payemtns under agreement; also for payments
in litigation or arbitration to the extent of recovery for vaccine-associated dis-
ability, as defined. Initial indemnification from industry-supported fund estab-
lishedby pool of insurers; possible Federal financial participation later, if needed,
under special legislation.

SUGGESTED CRITERIA

1. Responsiveness to Individual Need and Social Expectations
The plan should reflect both society's and the participants' expectations of and

need for a suitable remedy following any adverse effect. The following elements
are su gested:

a. Fairness: Recompense must equitably meet the needs, present and future,
of the participants and family or dependents; be reasonably related to the risks or
dangers; and accord with the reparation of payment for similar injuries in com-
parable contexts, such as medical professional liability, insured health and acci-
dent recoveries, workers' compensation or special-hazard provisions.

A composite award should be provided, including not only monetary compensa-
tion but health care, rehabilitation and periodic payments when conducive to
recovery and the best interest of the subject and family. Also, the benefits should
provide for coverage in case of death as well as disablement and for injury in the
broadest sense-emotional and even social-with appropriate restoration.

b. Dignity: The remedy should be available as an accepted part of the agree-
ment for voluntary participation and should be clearly known at entry. It should
not be necessary to sue for redress; but the right to sue should be available under
applicable law. The entire process should be seen by the community as appropriate
to the purposes of immunization, not as an inducement to file unwarranted claims.
Privacy and confidentiality should be guaranteed.

c. Access: Use of the system to gain a fair remedy should be administratively
simple and include proper notice of the provisions, possibilities of informal ad-
justment and prompt consideration at all levels, immediately after any indication
or injury or adversity. Due process without technicalities should be provided.
2. Ethical and Legal Acceptability

The plan should promote full scope of personal rights and respect for the.
participant as an expression of ethical responsibility as well as legal liability.
In the absence of specific legislation, the mode of settlement, award or judgment
and appeal, should be available and enforceable under local general law or com-
pensation statutes, if applicable. There should be mechanisms for offering and
fulfilling any just and equitable remedy.

3. General Applicability
The plan should be applicable to all anticipated conditions. There is a wide

range of participatory action, auspices, and sponsors; and candidates--adults,
children and infants, dependent and normal persons in the general community
and in special groups. Thus, it is reasonable to require consistency but also choice
of options for compensation which meet appropriate standards.
4. Financial Stability

The plan should have the assurance of financial guarantees and fiscal capability
on the part of manufacturers through some form of insurance coverage.
6. Proportionate Responsibility

Primarily, the compensation plan should assure that participfiting provider&-
manufacturers, intermediaries, government-should share liability proportion-
ately. Such allocation would encourage efficient and effective production and
administration and also provide public support where appropriate.
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RECOMMENDED PLAN FOR COMPENSATION

The following program for compensating is proposed as (1) an initiative for
voluntary action on the part of manufacturers or distributors private and public,
and intermediaries and (2) an Indemnification for specified loss and liability. It
would be based on regulations to be issued under existing Federal and State
statutes, and subsequent legislation.
Regulalion

As part of the comprehensive regulatory system applicable to vaccine develop-
ment, use and surveillance, a plan or system of compensation should be required
as a condition of licensing a vaccine.

Plan ,lemens.-A plan for compensation should consist of:
1. An agreement (subject to approval by the regulatory authority charged with

vaccine control and licensing) to provide schedule amounts or negotiated com-
pensation and other remedies, such as medical care, rehabilitation, periodic and
lump sum payments based on injury (including death) arising from or due directly
to participation in an approved vaccine program, provided thaf uch total award
and recovery shall be not less than the benefits available under the worker com-
pensation law of the appropriate jurisdiction, or

2. If such option is not selected by the injured person or representative
litigation based on (a) medical malpractice laws, (b) personal injury or wrongful
death, (c) contract, (d) product liability w- warranty, or (e) any combination
thereof; but, if litigation is used, the respective rules and doctrines shall apply.

3. Arbitrationi shall be offered to the injured person or representative and used
in lieu of litigation upon mutual assent of the parties given prior to or following
the injury or death; and, also, to settle any difference or dispute arising under
terms of any agreement (Sec. 1, above). Arbitration shall be in accordance with
any rules jointly accepted by the parties or the laws of the jurisdiction.

4. Fiscal Responsibility: The licensed vaccine manufacturers shall maintain
(1) professional and general liability insurance (third-party coverage) with
appropriate limits, providing coverage for risks under both no-fault and fault
principles or (2) self-insurance, providing coverage for risks under both no-fault
and fault principles or (3) any combination of above or additional features,
sufficient to assure a fair, equitable and prompt recovery under no-fault and fault
principles.
Agreemang

The principal method for providing a settled or adjudicated recovery for
injured persons under the proposed compensation plan would be the agreement,
offered by the manufacturer to Injured persons, based on non-adversary claims
adjustment without regard to fault. Such agreements would be developed by all
manufacturers and the government, with the aid and approval of the government.
The agreement would establish a schedule or formula for monetary payment and
inedical care not less than worker compensation benefits, (health injury damages
and income loss) and could include pain and suffering allowances, coordination
with other compensation sources, and other elements.

The provision of (a) a special' program to specified classes of persons, i.e.,
persons injured through general vaccination programs and (b) use of contract
format to cover contingencies due to personal injury, would seem to present no
significant legal issues.
Indemnificaion

To encourage early, equitable settlement and compensation for the injured
person, there should be automatic indemnification to the manufacturer, dis-
tributor physician, administrator or other person in proportion to the contribution
of each In payments under an approved agreement. If the payment is made by an
insurer, the indemnification shall be the cost of insurance (premiums and related
costs).

Similarly there should be indemnification for payments under a litigation judg-
ment or arbitration award (or settlement associated with either determination)
to the extent that such payments meet the conditions for a vaccine-associated
disability, that is, objectively related to a vaccine recommended for general or
particular use for certain classes and properly administered to a suitable recipient.

In effect, any supplier of a vaccine for use in a communicable or other disease
control program would be indemnified against loss and liability due to claims or
actions (before or after this program) brought by injured persons or their repre-
sentatives or other parties in interest for injury or death caused by such vaccine.
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The indemnification would cover amounts recovered through settlement, judg-
ment, award or compromise and reasonable expenses incurred in defense, including
successful defense.

The procedure, outlined would emphasize speed, fair settlement and privacy
under contractual agreements to provide compensation as approved by the
government regulatory authority. This would permit government recommenda-
tions for negotiation and settlement but would, not without legislation, provide
for legal standing on the part of the government. Litigation would not be fore-
closedbut the advantage of non-adversary, swift settlement would tend to limit
court suits and delays, and the almost inevitable appeals.

Indemnification in this field will not call for large sums, as in the case of cata-
strophic accidents under nuclear disaster reimbursement programs. Accordingly,
it is proposed that the fund available for this purpose be established as a reinsur-
ance fund supported by premiums proportionate to vaccine sales by manufacturers,
suppliers and other providers, under supervision of a representative council of
much firms and government representatives, with authority to determine annually
the coverage limits and premiums and proportionate shares of participants.
MReinsurance shall be obtained from a poolof insurance-carriers by competitive
bidding.

Payments required beyond the capacity of the fund shall be made up by direct
contributions of participants and adjusted In future year under the premium
structure and contribution through governmental appropriation.

A governmental appropriation would be required solely for administration
under this plan and for underwriting any unanticipated payments over the
estimated insurance limits.
Insurance Formal

The insurance format for indemnification would allow immediate institution of
a compensation plan under existing regulatory authority, without legislation or
appropriation until needed. In the interim, the experience (injury occurrence,
payments) through settlement under agreement or otherwise and administrative
factors, can contribute to the framing of appropriate legislation which would
establish the extent of government participation, control and supervision in
this field.

This approach is modeled on the indemnification act for research and develop-
ment contractors for the Veterans Administration (P.L. 88-433.1964) and the
1975 amendment of the Atomic Energy Act of 1954, modifying its Price-Anderson
Act of 1957, which provided for indemnification by th' U.S. Government for
catastrophic nuclear accidents beyond the insurance required of licensees. The
1975 law seeks to phase out governmental indemnity as a source of funds for
public remuneration in the event of a nuclear incident and provides for a payment
pool of all licensees, through retroactive payments .where the amounts needed
exceed the insurance available. (14)

The vaccine-injury estimates and potential payments do not require an initial
governmental financial contribution as much as coordination, supervision and a
reinsurance guarantee. Thus, the arrangement of required joint participation by
vaccine suppliers should be sufficient.

PREVENTIVE EFFORTS

It is not enough to have compensation and other remedies. More important,
there must be a careful delineation of research, development, application and other
practice, with legal sanctions, to prevent and limit the possibilities of adverse
consequences. Biologicals deserve special consideration because of their importance
and difference from prescription drugs.

Biologicals are essentially prophylactic or preventive agents rather than
curative. Thus, they are. used in mass, widespread fashion on well, rather than ill,
individuals. So administered, the individual doctor-patient relationship which can
review personal aspects must give way to a generalized approach under remote
medical supervision. The vaccine itself is a preparation which bears an unavoidable
risk with potential for side effects and occasional serious injury.

The essential difference, however, is that'biologicals are intrinsically public as
well as personal health measures. Their use benefits communities as much as
individuals. The need for acceptance and participation is therefore greater.

Although biologicals are subjected to the strictest control in research and
production, testing by batch, and batch certifications, careful surveillance and
rigid conditions for approval by public authorities, further measures are Indicatedi.
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At a recent public policy seminar, Dr. Richard Crout, Director ot the Bureau of
Drugs of the U.S. Food and Drug Administration, proposed licensing of each
manufacturer on a drug-by-drug basis (13). Borrowing in part from the current
antibiotic certification system (which required checking of batches), Crout would
establish a Public Standard Manufacturer's License System whereby each manu-
facturer would have to get government approval or a license before it could make
a specific drug. The key element of the plan would be the Drug Monograph which,
if approved, would be adopted by regulations as the public standard, until modi-
fied. Although there are relatively few manufacturers and producers of biologicals,
and the development of such products in the United States represents a close
collaboration with Government scientists as consultants, regulators and monitors,
there is perhaps need for stricter and more careful review of manufacturing plac-
tice without undue interference or violation of confidence.

Adoption of such a system would permit classification of producers. laboratories,
personnel in terms of qualification and capability. Based on criteria of available

facilities, experience and competence of staff, these could be classified or accredited,
for example, as able to perform (a) complex or special research, development or
production or (b) testing in laboratory of field sites or (c) standard supervised
distribution and application of products. An applicant could then request approval
for the classification desired for each product.

Classification or categorization of researchers, institutions and producers is not
novel. It is an aspect of well-accepted medical/surgical specialization. And, it
effectively occurs in the marketplace of ideas and services. This proposal would
formally recognize competence and capability and, by regulation, seek to assure a
more rational allocation of resources and responsibility.

From a legal point of view, indemnification by the Government or any other
assistance requested, In the event of any claim based on a product or action of a
manufacturer, institution or researcher, would be conditioned on proper perform-
ance within the approved classification.

As a further preventive, field inspections at frequent intervals are emential to
improve and review scientific aspects of research, testing and evaluation; pro-
duction and manufacturing; storage and distribution aspects; and to oversee
application, use and community understanding and acceptance; and, finally, to
assure prompt and accurate reporting of all phases.

An additional preventive factor is needed where health care is provided on a
community level involving (a) instruction of large groups of individuals, essen-
tially well not sick patients; (b) mass immunization techniques; (c) follow-up and
(d) evaluation through epidemiologic methods. Since the 1ogistlcs of laige-sacle
efforts will generally preclude individual physician service to Individual patients
(even this would not prevent an awakening of virulence in a vaccine preparation
or injury due to contamination, but might prevent administration to unsuitable
persons), public health mechanics must be taught and employed. For example, a
clear mandate of the Davis and Reyes cases is direct information to the individual
and family to achieve reasonable understanding and acceptance. Consent rightly
includes agreement based on assessment of potential benefits, risks and discom-
forts. But, here, it is also appropriate to consider community implications-what
may happen if the level of participation is too low.

The enter for Disease Control of the Public Health Service has therefore
prepared brief explanations for the most commonly used vaccines-polio, mumps,
measles, rubella, DTP (for diphtheria, tetanus and pertussis) on clearly identi-
fiable colored cards for mass distribution. Also provided is a brief summary
of benefits and risks, sources of further information and a consent form.

In sum, a preventive or risk-management program must be an integral part
of the biologic endeavor. This program should include, in addition to the current
requirements, (a) licensing or accreditation for each biologic product before
research or production (b) classification based on capability and performance with-
in such classification as a condition for governmental assistance in vaccine-
associated claims, and (c) frequent inspections of all phases of work, and (d)
instruction in community health practice.

A WORLD-WIDE PROTECTION POOL

Although the elimination of infectious diseases, those attacking communities
and countries, is a world-wide problem and the issues of legal regulation among
others are appropriately under study by the World Health Organization, legisla-
tion and programs for compensating persons injured by vaccine-related have so
far been national, not international. Yet vaccines developed in one country are
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used in others; essential approv-f16-r research, development and use are multi-
national. Just as the agents causing disease evidently have international citizen-
ship, so too much their opponents-medical, legal, administrative-have credit In
all countries.

It is proposed therefore that the principle of compensation of injured subjects
be included as an intrinsic element of international biologic activity. Under such a
proposal, any nation participating with others, as through WHO, in vaccine
development, use and surveillance would be required, as a condition of member-
ship, to have a suitable personal protection program as part of its biological
regulatory system.

This requirement would encourage national legislatures to enact or recognize
systems for compensating injured parties and would equalize the status of manu-
facturers, distributors and government agencies in this respect. Since there is no
significant financial burden, whether assumed by government, by an insurance pool
in the private sectors or a combination, there should be no serious fiscal
impediment.

The more difficult problem would be adoption of this concept of social respon-
sibility in nations where other legal or social precepts are dominant such as requir-
ing fault or dereliction as the sole basis for recovery. External influences, such as
recommended here, should go far to ease this difficulty. Moreover, in the rare
instances, where claims may involve'partles of two countries, for example, there
will be some basis for recompense.

The collaborative effort provides other advantages: comparison of systems;
joint preventive efforts; world-wide reporting of i-cidents, cta-ims and outcomes;
immediate worldwide notification of potential problems; and, primarily, inter-
national acknowledgement of the problem and a consistent (not necessarily uni-
form) solution, in accordance with each nation's legal and regulatory approach.

CONCLYSWQX::WREA

If law and regulation are intended to meet the needs of our people, it is appro-
priate to conclude by referring to a recent commercial advertisement, admittedly
trading on this well-known plea to children. "Why do I have to get vaccinated?"

Vaccinations help keep you from getting some bad diseases that can make you
very sick. Some vaccinations you swallow like candy. The doctor gives you others
in your arm-so fast you hardly feel them. If everybody in the world got all their
vaccinations, hardly anybody would ever get things like measles and polio and
mumps and whooping cough ever again."

Help therefore comes from all sources-from purveyors to children as well as
reventive health specialists. The law must support all these efforts not alone
y authorizing and mandating vaccinations but providing some measure of

assurance that the benefits will not be threatened by legal uncertainties and imped-
ments. And, in doing so, here must be even-handedness and considerate applica-
tion of the principle of social justice and fair protection for all, to gain their appro-
priate participation.
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A PROPOSAL PREPARED FOR THE HEW SECRETARY's TASK FORCE ON COMPEN-

SATION OF INJURED RESEARCH SUBJECTS

(By Eli P. Bernzwelg)

A. INTRODUCTION

This paper is an amplification of the proposal presented to the members of
the Secretary's Task Force on Compensation of Injured Research Subjects at
its June 5th meeting. It reflects the author's firm belief that the Task Force
should not recommend to the Secretary any course of action requiring legislation
for the following reasons: (1) the absence of data on the type, frequency, and
severity of Injuries which result from research studies makes it impossible to
estimate the potential costs of a statutorily-created compensation program; (2) -
no one has yet determined the optimal characteristics of a compensation scheme
for Injured research subjects; (3) there are no external pressures for the estab-
lishment of such a compensation mechanism, guaranteeing little Congressional
support for whatever legislation Is recommended; and (4) it is a virtual certainty
that legislation recommending the creation of a new Federal spending program
will riot receive Administration support at this time, regardless of any social
merit it may have.

In view of the foregoing, It is clear that any legislation introduced at this
time would be ill-conceived and premature. The outlined proposal not only
would not require legislation, but would utilize funds available under existing
funding authority, could be implemented promptly by administrative fiat, and
would assure the acquisition of vital information and statistics on this novel
compensation program before committing the Department to any specific course
of action on a long-term basis.

31. RUCOMMENIDED PROGRAM

It is recommended that the Department sponsor and fund several experimental
compensation programs for injured research subjects, In order to evaluate their
relative merits and to provide a proper basis for possible later legislative action.

All the experiments would have certain common elements, e.g. a monetary
benefit structure based on the occurrence of a research-related injury, but not
predicated on a finding of fault; I an administrative mechanism for processing
claims; a data-gathering component to assure the accumulation of data about

I The writer believes very strongly that no research Injury compensation program should
require proof of negligent conduct as a basis for recovery. If an injured research subject
ha. not given valid consent, or If he has been injured through provable negligence on the
i)art of the research Investigator, he has a perfect right to sue for damages under existing
law. A compensation scheme which forces the Injured research subject to prove fault, there-
fore. would add nothing to his existing legal rights, and in fact would probably diintss
such rights (e.g., by limiting the amount of his recovery). The problem, as seen by the
writer. is not bow or whether to compensate for negligent conduct, but how or whether to
compensate for a research Injury which occurs despite the exercise of reasonable care.
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injuries, claims, benefits paid, and overall program costs; a built-in evaluation
component; and a common time frame. They would differ, however, with respect
to a number of parameters, Including: the research populations and settings
selected for participation in the respective experiments; the methods of funding
the experiments; the benefit levels established; the elements of loss compensable;
the consideration of collateral sources of compensation; the methods for initiating
claims; the methods of claims administration, including the criteria set for deter-
mining compensability of claimants; and the procedures for handling appeals of
denied claims.

The enormous flexibility permissible in setting up experimental programs, as
opposed to the "locked-in" features of statutory benefits programs, makes the
recommended course of action, in the opinion of the writer, the most desirable
option from the Department's point of view.

The evaluation effort would focus primarily on sucb issues as relative program
efficiency, costs, fairness and acceptability. In addition to these factors, the evalu-
ation would attempt to measure and relate differences between experimental
programs due to geographic location, the malpractice litigation environment
of the jurisdiction, the type of publicity given to the respective programs, and
other collateral factors.

There is little doubt that the results of these research injury compensation
experiments would give clues to the potential workability of no-fault medical
injury compensation schemes in the non-research context. This is of course, a
subject of increasing interest to all who are seriously concerned with the broader
problems of medical malpractice. While many such persons have expressed interest
in applying the no-fault concept to injuries arising out of ordinary medical and
hospital treatment?' others have expressed doubts about the practicality of this
approach for a variety of reasons.'

Existing P-18 Act research and demonstration authority would undoubtedly be
broad enough to encompass experiments of the nature recommended herein, since
the importance of the underlying issue to ongoing HEW-funded biomedical
research Is beyond question. A two-year experimental period should be the mini-
mum time frame considered. To enhance the quality of experimental program
designs, it is recommended that an RFP be Issued on the design phase alone.
Some contractors are far better suited to this activity than to carrying out the
operational phases of major experiments of this nature.

It does not appear that any unusual legal problem is presented by the fact that
the proposed experiments involve the making of financial payments only to
selected classes of persons. Analagous Federal research programs currently
underway provide adequate legal precedent, e.g., income maintenance experi-
ments at 11EW and housing allowance experiments at HUI).

Certainly, one of the major benefits of the experimental compensation programs
would be the gathering of statistics with respect to the type, frequency and severity
of injuries arising out of specific research efforts. At present, no one maintains
such data on a centralized basis and, as noted earlier, the lack of such data makes
It impossible to assess the costs of any proposed research Injury compensation
program.

Another potential by-product of these experiments could be the exchange of
information between researchers regarding preventable adverse results of their
research. At present, no coordinated research Injury prevention system exists,
attributable primarily to the lack of data.

C. CONCLUSION

In the absence of data and program cost information, it would make more sense
for the Task Force to recommend a series of compensation experiments than to

2 See, for example, O'ConneU. J., uNzpandlng No-Fault Beyond Auto Insurance: Some
Proposals." 59 Vlrg4nia Law Review 740 (May 1978) Havlghurst, C., and Tancredl, L,
'Medical Adversity Inaurance--A No-Pault Approach io Medical Malpractice and Quality
Assurance." Milbank Memorial Fund Quarterly, 51: 125-168 (Spring, 1073).

8 H. 215 (Inouye/Kennedy) would establish a Federal no-fault meal injury compensa.
tion system as a companion to the existing fault-based system. In commenting on this
aspect of S. 215 before the senato Health Subeomltte&, Andre Malsonpierre of the
American Mutual Insurance Alliance stated: "Although our present experience with "no-
fault" auto Insurance tends to be favorable, we do not believe that Its utilization can be
extended to medical malpractice Insurance. We are not alone In this Judgment. Some of the
strongest proponents of no-fault auto Insurance have stressed that the differences between
automobile insurance and malpractice insurance are so vast that applying a no-fault
concept to medical malpractice would not only substantially Increase the cost of medical
malpractice insurance, but would also create administrative nightmares."
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plunge ahead with a definitive (but poorly-conceived) legislative recommendation.
Funding authority already exists, and there is ample precedent for initiating
monetary compensation experiments at the Federal level. If, as many informed
observers believe, amelioration of the Nation's medical malpractice woes requires
the existence of an alternative injury compensation mechanism to the malpractice
suit, then the proposed experiments would provide much of the data necessary
for developing that compensvtion mechanism. Utilization of HEW research
funds for this purpose was cne of the key recommendations of the Secretary's
Commission on Medical Malpractice, and it is clear that the Department's
leadership in this area would be consonant with its continuing interest in contain-
ing the costs of all Government-financed health care programs.

(NoWS re1M from the State Medicl Society of Wlsconsin, june 24, 19761
Wiscoxsn LEGISLATURE PROVIDES LIABILITY COVERAGE FOR A NEW JERSEY

FLU IMMUNIZATION PROGRAM
MADISON, Ws.-The Wisconsin Legislature, In special session June 15-17,

enacted legislation to permit state participation in a nationwide A/New Jersey
influenza immunization program; Goy. Patrick J. Lucey signed the bill today.

A major provision of the bill protects persons participating in the program
from liability from claims. Physicians particularly had sought this protection.
The State Medical Society of 1, isconsin, through its Physicians Alliance Division,
negotiated with the Executive Office and the Wisconsin Department of Health
and Social Services in writing the liability language of the bill (see attached
background information).

The liability provision states that physicians and others who partcipate in the
program without charging a fee will (I) be fully protected under the state self-
insurance program as If they were state employees, (2) fall under the 90-day"statute of limitations" enjoyed by state employees, and (3) be eligible for legil
defense provided by the State of 1isconsin in the event a suit is filed as a result
of the program.

Other provisions of the bill include an appropriation of $800,000 in general
tax dollars for state aids to local communities to implement the program, an
emergency funding mechanism in the event the program faces financial diffi-
culties, and a requirement that guidelines developed by the State Department
of Health and Social Services be submitted to legislative committees.

The State Medical Society of Wisconsin earlier had recommended voluntary
miws immunization of both the nonovalent and bivalent flu vaccines at public
clinics at no charge. The Society also had recommended special immunity legislation
to protect good faith participants from liability. A Society ad hoc committee
on A/New Jersey flu Immunization actively worked with the State Division of
Health in developing plans for a voluntary mass immunization program. Mem-
bers of the committee are: MiDs Richard Shrophshire, Madison; George
Behnke, Kaukauna; Donn D'Alessio, Madison; and Michael Rytel, Elm Grove.

Local implementation plans will be developed by county health agencies in
cooperation with county medical societies and Individual physicians.

The \iiconsin medical society's president, Dr. Charles Picard, Superior, cited
passage of this legislation as clearing a major h rdle in the Society's concerns
for full and effective administration of the A/New Jersey influenza immunization
program.

iDr. Picard further emphasized the significant role of the State Medical S8ociety
of Wisconsin in working with sate government agencies and legislators In develop-
Ing an acceptable bill. In a letter to Gov. Lucey. lDr, Picard said, "I hope that this
legislation signals the beginning of a new working relationship between your
office, the Department of Health and Social Services, and the State Mkedical
Society."

BACKiIROUND INFORMATION ON NEGOTIATIONS BETWEEN THE PHYSICIANS ALLIANCE
DIVISION OF THE STATE MEDICAL SOCIETY or WISCONSIN AND THE GOVERNOR'S
OFFICE AND DEPARTMENT OF HEALTH AND SOCIAL SERVICES

In conjunction with a call for a special legislative session, Gov. Patrick J.
Lucey and the Department of Health and Social Services felt it necessary for the
Legislature to resolve several questions regarding Wisconsin's participation in
a nationwide A/New Jersey Influenza immunization program.



433

Initial concerns of the Governor's staff rested in two areas: (1) the level of
cost-sharing by the State with local units of government, and (2) identification
and classification of the population in order to maximize the effectiveness of the
vaccinations. The first of these concerns existed because of the apparent need for
the State to provide additional general tax dollars to the federal appropriation
to the State which was approximately $500,000.

The position of the State Medical Soceity of Wisconsin is generally that In
addition to whatever legislative action might be necessary, the following must
be considered as well: (a) aspects of a "public clinic" approach to mass immuniza-
tion, (b) resolution of the liability problems faced not only by physicians but also
others who may participate, (c) identification of the hign-risk population, and
(d) a determination of fes and charges for immunizations provided other than
in the public clinics.

Because of a moderate amount of publicity surrounding requests by a number
of individuals and organizations to limit fees, It became clear that physicians'
fees were not the critical issue. Rather, liability protection for those participating
and using vaccine and equipment provided by "Ohe State and Federal Governments
seemed a more appropriate point over which to negotiate. Physicians generally
were willing to provide their time and efforts without charge, as long as they were
protected from claims resulting from equipment and working conditions over
which they had no control.

Initial discussions between the Physicians Alliance and officials of the Depart-
ment of Health and Social Services indicated a willingem on the part of the
State to protect physicians working without fee. While a number of alternatives
were explored, such as using the Patients Compensation Fund as a monetary
reserve for claims and the classificat'on of all participatin physicians as "agents'
of the State, these were rejected because they either (1)shifted the ultimate
burden of financial responsibility back to the physician, or (2) would have set
legal precedents which both the State of Wisconsin and the State Medical Soceity
of Wisconsin would prefer to avoid.

The final language of the bill classifies participating physicians "as though they
were state employees," for the single purpose of this program. Hence, physicians
agreeing to a written contract under which they agree not to charge a fee will be
protected under the State's self-insurance program for employees, with (1)
complete liability coverage when acting under the scope of employment (i.e.,
written agreement), (2) a 90-day statute of limitations for claims, and (3) are
eligible for legal defense in the event of a suit against them while participating
in the program.

In addition to the legislative actions, county implementation plans must be
approved by the State Department of Health and Social Services. in an exchange
of letters with the Medical Society, the Secretary of the Department of Health
and Social Services agreed to require local plans to have input from county medical
societies and Individual physicians.

SWINE FLU VACCINATION CAMPAIGN: THE SCIENTIFIC CONTROVERSY MOUNTS

By Philip M. Boffey
The national campaign to vaccinate some 200 million Americans against "swine

flu," announced with presidential fanfare last March, has run into a tingle of
controversies. As this article is being written, the government, the vaccine manu-
facturers, and the insurance companies are still haggling over who will provide
insurance for the program, and at what -cost. If that practical, financial issue Is not
resolved, the ambitious program may have to be modified or even scuttled-a
victim of forces peripheral to the core of the campaign.,

But while most recent attention has been focused on the insurance squabble, a
dispute over more fundamental issues is simmering in scientific and medical circles.
A handful of scientists and physicians has challenged both the rationale for the
program and the likelihood that the vaccine will work well-two imues that go to
the very heart of the immunization effort and bear relevance for future mass
vaccination campaigns as well, whatever the fate of the current effort.

The tenor of the debate could change markedly if a further outbreak of swine
flu occurs In this country or abroad. At this writing, health officials are investigat-
Ing the mysterious deaths of some 18 persons who developed lung ailments after
attending a state American Legion convention in Philadelphia last month. There
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has been press speculation that swine flu might be the culprit, but investigators
have not yet identified the cause. An earlier televised report that hundreds of
people had succumbed to swine flu in Australia proved to be Inaccurate. Reports
of possible cases in the Philippines and Taiwan are also being investigated by
American health authorities, but no conclusions have yet been announced. Thus,
at this writing, a worldwide surveillance network has failed to detect any out-
break of the disease since the episode at Fort Dix In January that triggered the
national campaign. If a lethal outbreak should occur, then the efficacy of the
vaccine wouldbe a matter of crucial Importance.

A few American scientists have questioned the desirability of the program from
the start. They think the likelihood of a swine flu pandemic this season is too re-
mote to justify a mass vaccination effort that will drain public health resources
and inevitably produce adverse side effects in at least a small percentage of vac-
cinees, however mild the vaccine.

In recent months, foreign health specialists have added their voices to the
criticism as well. Press reports indicate that a number of European health officials
and scientists doubt the wisdom of the American campaign. The most developed
of these foreign critiques was presented in three articles in The Lancet, a British
medical journal, on 3 July. The articles weighed the pros and cons of the swine flu
issue and seemed, on balance, to come down against the vaccination campaign.
They noted thMt six British volunteers who were deliberately exposed to the swine
flu virus developed only mild illness, that the virus did not seem predisposed to
spread among people, and that the outbreak at Fort Dix might wellhave been an
isolated event. One article called it "highly questionable whether the amount of
vaccine required for all those between 20 and 50 years of age should be prepared
at the present time for any country, including even the United States, until the
shape of things to come can be seen more clearly."

However, public health officials in this country discount most of the foreign
criticism-particularly that made by public health officials-as a mere rational-
ization for the fact that few, if any, other countries could readily produce enough
vaccine for a mass immunization campaign even if they wanted to launch one.
W. Delano Meriwether, a key coordinator for the American campaign, says flatly,
"No other country has the technical capacity to produce enough doses to meet its
needs. We're the only ones able to do it." Meriwether says that even the United
States could not readily bring additional manufacturing capacity on line in time
to prepare vaccine for this season-an option that was explored when some of the
existing manufacturers hinted that they might halt production.

None of the questions raised recently against the program is really new; they
-were all considered and rejtcted back in March, when the campaign was launched.
It %vas known then that the form of the virus detected at Fort Dlix was mild and
that nc other cases had been found elsewhere. It was even acknowledged that no
further cases might be found before the vaccination campaign was scheduled to
take place in the fall. Nevertheless, public health offilais pugqhed ahead on the
grounds that there is some possibility, however small, of a swine flu pandemic
this fall or winter, and that such a pandemic would cause substantial illness and
death. Such Illness typically occurs on large scale whenever a major new strain
of Influenza appears on the scene because few Individuals have antibodies against
the new strain.

Two of the government's expert advisory committees on Influenza matters met
to review the campaign on 22 June. With only one dissenting vote, they urged
proceeding with the campaign as planned. 'the one dissenter urged that the
vaccine be stockpiled but not administered until additional swine flu cases are
detected-a position which his colleagues rejected as impractical because the
flu, they felt, would spread faster than the health system could distribute the
vaccine. Concern was also expressed that any "backing and filling" at this point
might Jeopardize the shaky program.

Although most of the controversy in scientific circles has focused on whether
or not the program Is needed, a less publcied but equally crucial debate has de-
veloped over how well the vaccines are apt to perform if the program is carried out.

Estimates of the value of Influenza vaccine have varied widely. To hear some
advocates of the program tell it, Influenza vaccines, when well constituted and
prepared, can protect some 70 or 80 percent of the recipients from contracting the
disease. One of the highest such estimates emanates from Theodore Cooper
assistant secretary for health in the Department of Health, Education, and
Welfare, who says government experts "agree that, in recent years, flu vaccine
has been up to 90 percent effective when the Infecting virus matches the virus
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used in the vaccine. They anticipate similar performance from the swine flu
vaccine." Cooper also says the vaccine will be mild and safe.

But critics of the program scoff at such claims. Sidney M. Wolfe, the head of
Ralph Nader's Health Research Group, considers influenza vaccines "clearly
less effective than other vaccines," with efficacies ranging anywhere from 20 per-
cent to 70 percent or more in past tests. And Richard M. Restak, a Washington,
D.C. neurologist, has charged In a long article in the Washington Pose that the
campaign "may be downright dangerous" because of the possibility that the
vaccine might actually harm the recipients.

EXPERIENCE IN PAST EPIDEMICS

The literature from past vaccine trials provides some evidence to support each
point of view. Even government officials are frank to acknowledge that vaccination
efforts failed to make any perceptible impact on the last two major influenza
pandemics-the Asian flu of 1957 and the Hong Kong flu of 1968-69. They
attribute this mainly to the fact that too little vaccine was administered too late.
In 1957, for ex'imple, the manufacturers had turned out some 49 million doses of
vaccine by the time the epidemic peaked, but roughly half of this was never used
because of delays in distribution and lack of public response. In. 1968-9, when
the lead time for producing vaccine was shorter, only 15 million doses were
released by the time the epidemic peaked. The head of the federal vaccine regula-
tion agency found it "questionable whether the use of vaccine had any detectable
effect on the epidemic in either instance." But that poor performance was primarily
caused by the inability of-the nation's health system to organize itself in time to
cope with the fast-moving influenza viru, not necessarily by defects in the vaccine
Itself.

How effective have the vaccines been when administered in time to meet the
challenge of an influenza outbreak? The record Is mixed. In 1962, when some 42
million doses of vaccine were distributed, federal health officials estimated,
on the basis of a limited number of studies, that it was only 20 to 25 percent
effective at best, largely because the vaccine was not precisely tailored to cope-
with the particular strain of influenza that appeared. Other studies, Involving
vaccines that were better matched with the virus they were opposing, have
claimed efficacles as high as 70 to 90 percent.

But most of the studies which have shown high efficacy rates were conducted
in military populations and may not be directly relevant to civilian experience.
The military typically uses more potent vaccines; it has a generally healthier
population; it vaccinates that population on an annual basis, thereby boosting
antibody levels over the years; and it typically uses a definition of illness that
some investigators think distorts test results and makes the vaccines look more
effective than they really are. Many military studies, for example, define an
influenza victim as someone who shows a fourfold increase in serum antibodies
in response to the disease. But the vaccine boosts the antibody level to begin
with, and some investigators contend it is difficult for a subsequent case of in-
fluenza to cause a further fourfold increase in antibodies even if the poor victim
Is suffering with all the symptoms of flu. "The guy can be in bed shaking and
feverish but he's not counted as an influenza case, complains Steven R. Mostow
chief of the infectious disease division at the Veterans Administration Hospital
in Denver and a former federal flu investigator. "That's the kind of data the
military has used."

TEST RESULTS VARIED

Field trails of vaccine efficacy during the 1968 Hong Kong pandemic, under
conditions considered ideal for vaccine evaluation, came up with widely varying
results. In trials where the vaccine doses administered contained 300 to 400 CCA
(chick oell agglutination) units (a rough measure of potency-the vaccines being
prepared for most adults this year will contain 200 CCA units) the reported re-
duction in clincial influenza ranged from 0 to 55 percent. When these results
were corrected to eliminate other suspected respiratory diseases that may have
been misdiagnosed as influenza, the efficacy ranged from 25 to greater than 90
percent.

The test results have been so varied that they provide ammunition for both
sides in the debate. Some critics of the immunization campaign-have been claiming
the vaccines are only 25 percent effective, while some proponents have used the
90 percent figure. Perhaps the soundest evaluation can be found in a paper by
top government virologists who reviewed experience with influenza in this country
between 1957 and 1972. They reached this guarded conclusion:
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"It is generally agreed that inactivated vaccines containing the appropriate
antigenic concentration in suitable potency will provide a reasonable degree of
immunity for a limited period of time. This statement simply means that on some
occasions the vaccine has worked and on others it has not. . . . There is no
doubt that properly constituted aqueous inactivated vaccines can provide some
measure of protection. How much protection they afford is open to question.
Protection rates are clearly influenced by many features peculiar to the vaccine,
the virus, and the host-and by methods used by the investigators."

One top federal virologist who is respected by both sides in the debate told
Science he feels comfortable with the statement that well-constituted influenza
vaccines have been at least 70 percent effective in preventing -erioue illness.
But the critics turn that statement on its head and say it means that 30 percent
of the vaccines have not been so protected.

Whatever the precise numbers, it is generally agreed that influenza vaccines
are less effective than the vaccines used to combat such other scourges as polio,
measles, mumps, and smallpox. This is partly because of the capriciousness of
the influenza virus, which keeps changing its structure to elude the clutches of
existing vaccines and antibodies, and perhaps partly because of inadequacies
in the vaccine itself.

The experience from past years is not necessarily a reliable indicator of how
the particular vaccines being produced this year might fare against an outbreak
of swine flu. To get an estimate of that, federal officials sponsored the most care-
fully coordinated field trials of an influenza vaccine ever conducted. The findings,
which were promising in some respects and dismaying in others, provided Investi-
gators with a wealth of new data on vaccine effects. More than 5000 individuals,
ranging in age from 3 to 100, were Inoculated with swine flu vaccine at various
dosage levels or were given a placebo.

The results indicated that in adults at least, even the lowest dosage level of
200 CCA units-the level planned for the general population this fall-seemed
to stimulate reasonably good antibody response with relatively few adverse side
effects. Harry Meyer, director of the Bureau of Biologics, the federal vaccine
regulation agency, calls It "remarkably easy" to immunize people above the age
of 24. "My God, all you've got to do is sniff the bottle," he exults. Similarly,
Albert B. Sabin, of polio vaccine fame, says the antibody response in persons
above age 30 was "unexpectedly good"

Just what level of antibody Is sufficient to provide protection has never been
defined by federal health officials. One paper In the literature suggests that
antibody titers of 160 or more virtually guarantee that you will not become sick
enough to go to bed while lesser amounts of antibody can also provide meaningful
protection. At the numerous scientific meetings called to map out strategy for
the swine flu campaign, federal officials have consistently ducked when asked
how much antibody is enough, but discussion has generally centered on a titer
of 40 as the level to shoot for in large numbers of individuals. By that standard,
two of the vaccines tested performed quite well (more thar 90 percent of the
recipients reached a titer of at least 40) while the other two lagged behind (only
72 to 76 percent of their recipients reached that titer). However, results from one
of the latter vaccines were skewed downward because the dose submitted by the
manufacturer as 200 CCA units was actually only 132 CCA units as measured
in a federal laboratory.

THE RECOMMENDED DOSE

After reviewing all the figures, the Public Health Service's Advisory Committee
on Immunization Practices (ACIP) asserted that a single dose of 200 CCA
units "should result In antibody responses -against swine influenza generally
considered protective in at least 85-90% of vaccines of approximately age 25
or more." That means, according to one federal official, that perhaps 86 percent
might end up with a titer of 40 or better, and that 90 percent might reach a
titer of 20.

The field trials produced some puzzling results that have led critics to question
the soundness of the data. For one thing, some of the effects did not seem related
to the supposed potency of the vaccine used: there were cases where a low dose
of vaccine seemed to produce more antibody than a higher dose. "I don't know
what they do with thIs stuff," muttered one prominent flu investigator during a
review of the findings.

Another troubling finding was that the standard laboratory test used for
measuring vaccine potency-the so-called CCA test-may be less adequate than
previously believed. (It's long been a matter of controversy.) The test measures a
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biological activity of the viral antigen In the vaccine, and it has generally been
assumed that the results--measured in CCA units-are an accurate indicator of
the antigenic mass of the vaccine, and of Its potency. But certain puzzling results
from the clinical trials led at least two prominent investigators-Maurice R.
Hlleman, vice president of Merck Sharp & Dohme Research Laboratories, and
Sabin, to suggest that the test does not actually measure viral mass or potency.
Sabin called the test "unsatisfactory."

The uncertainties about the test could pose problems for the immunization
campaign. Public health officials have determined that most adults should receive
a vaccine dose of 200 CCA units based on the effects that dosage produced in the
clinical trials. But if the CCA units do not actually measure potency, how can
one be certain that the next 200 CCA dose produced by a manufacturer will
produce the same effects as the last 200 CCA dose? One top investigator told
Bcienc he believes that, for any given manufacturer the relationship between
CCA values and potency should remain constant, and thus each 200 CCA dose
should have the same potency. But no one has done serial studies on different
lots of vaccine from the same manufacturer to be sure.

The results of the trials in persons under age 25 were far less satisfactory,
probably because such individuals have not been "primed" by previous exposure
to related influenza viruses or vaccines. In young adults between 18 and 24
years old, for example, the two "whole virus" vaccines produced the greatest
antibody response, but even these, when administered at 200 CCA unit doses,
pushed only about half of the recipients to a titer of 40 or better. Nevertheless,
the ACIP has recommended that young adults receive 200 CCA units of the whole
virus vaccine, with the understanding that a booster shot might later be recom-
mended depending on the results of further clinical trials.

Results in younger children-aged 3 to 10-were far worse; none of the vaccines
provided sufficient protection without causing unacceptable side effects. Federal
health officials remain optimistic that tests now under way will produce a suitable
product and procedure for Immunizing children, but critics are not so sure. The
issue could be important in determining how effective any immunization campaign
might be, for school-age children are generally considered the prime spreaders of
influenza. If the children could not be vaccinated, that would mean the campaign
could probably not prevent an epidemic from breaking out should swine flu reap-
pear. But federal health officials would presumably still seek to vaccinate the rest
of the population to protect Individuals from harm.

The military services-as Is their custom-plan to use a more potent and more
broadly constituted vaccine than will be used in the civilian program. Whereas
most civilians would receive a vaccine dose of 200 CCA units targeted solely
against swine flu, the military services will administer a 1300-CCA dose, of which
400 CCA units (twice the civilian level) will be targeted at swine flu and the
remainder will protect against two other flu strains. The primary purpose of the
military immunization program is to conserve the nation's fighting force rather
than to protect individuals, so the military puts greater emphasis on making
certain that the vaccine is strong enough to provide protection; it is less con-
cerned about possible side effects, unless those side effects threaten to disable the
fighting force. As one top military medical man put it, "Generally speaking, it's
not at all intolerable for recruits to have a bad evening. . . They are febrile.
They do feel lousy. . . . A significant number of them are losing their meals as
they come out of the mess. But they're back at work the next morning." (And
they don't often file malpractice suits.) Because so much of the military pop ula-
tion falls Into the 18 to 24 age group that responded only to the "whol vir us"0
vaccines, the military will use only those in its program. One of the chosen vac-
cines caused temperatures of 1000 F or more in 20 percent of the recipients and
systemic reactions (headache, nausea, fever, and the like) in 31 percent.

The reactions among adult civilians, who will receive much smaller doses
than the military, will almost certainly be far less severe. Although some critics
had predicted that 15 to 25 percent of those vaccinated might suffer adverse
side effects (30 to 50 million people If 200 million are vaccinated), the clinical
trials indicate that side effects In adults receiving the 200-CCA dose would be
minimal. Only about 2 percent of the adults developed a low-grade fever or other
mild systemic reactions-a rate that was essentially the same as in the control
groups. None of the fevers reached 102.
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CRITICS STILL WORRIED

Critics remain concerned, however, about possible adverse reactions in children.
They fear that public health officials, in their eagerness to include all population
groups in the program, may be inclined to accept a relatively high reaction rate
in children. A few critics also fear the vaccine may pose long-term hazards that
did not show up in the clinical trials, or that a catastrophic error in manufacturing
the vaccine could cause unexpected harm. But public health officials consider
such concerns groundless.

Many of the disputes over the immunization campaign cannot be resolved
until this fall or winter, if at all. The rate and severity of adverse reactioDs in a
large population will only be known after the mass vaccination takes place. And
the efficacy of the vaccine can only be determined if the recipients actually
encounter swine flu. The clinical trials indicate that vaccinees will attain certain
antibody levels; they do not Indicate how well those antibody levels would protect
against an attack of the disease. Nor is there any guarantee that the swine flu
virus would retain its present form; it might shift its structure and partially
elude the clutches of the antibodies designed for the virus encountered at Fort
Dix. No final judgment can be made of the efficacy of the vaccine unless a Swine
flu pandemic hits. If a different lethal strain should strike, the vaccine might be
useless.

ANATOMY OF A DECISION: How THE NATION DECLARED VAR ON SWINE FLU

By Philip M. Boffey

Late on the afternoon of 24 March, President Gerald R. Ford appeared before
White House reporters to discuss "a subject of vast important to all Americans'-
the appearance of a new strain of flu. A month earlier, scientists has discovered that
Army recruits at Fort Dix, New Jersey were infected by "swine flu virus." One
of them had died. The last time an outbreak of swine flu appeared in the United
States was in 1918-19 when, the President told reporters, "a widespread and very
deadly flu epidemic'r'killed 548,000 Americans of all ages. The 1918 epidemic was
really a pandemic; in successive waves, swine flu swept around the world, leaving
20 million persons dead. It is said that the pandemic killed more individuals in a
short period of time than any other catastrophe in history.

After consulting with his top health advisers and virologists from throughout
the country, Ford was concerned about the "very real possibility" of a dangerous
epidei In the United States next fall and winter. Tohead off this threat, the
President announced that he would ask Confress to appropriate $135 million right

away to buy enough vaccine to inoculate ' every man, woman, and child in the
United States."

This would be the largest Immunization campaign ever launched in this coun-
try, far more ambitious even than the polio immunization drives of the 1960's.
Then, about 100 million Americans received polio vaccine during a period of a
year and a half. Ford was launching a campaign to vaccinate twice as many
citizens In a matter of months. Officids said that all his health advisers thought
It was the right thing to do. Ford even had Jonas Salk and Albert Sabin, heros
of the successful polio campaign by his side to lend their prestige and support.

Sabin acknowledged that the decision to vaccinate Americans was based on any-
thing but absolute certainty. He said that nobody was sure there really would be
an epidemic next fall or that the swine flu virus of 1976 is really as lethal as the
one that was around in 1918. It was only a matter of days before others began
asking questions about the wisdom of the President's decision. What is clear now
is that there are as mapy uncertainties as certainties about the "very real possi-
bility" of an epidemic.

In an effort to dissect the process that led the President to declare war on swine
flu, Science interviewed most of the major participants. Many of them supported
the vaccine campaign on the grounds that there is little to lose, that it is better
to be safe than sorry; but even conservative gamblers are betting that the odds
there really will be a serious epidemic are less than 50:50. What Is evident from an
analysis of the decision-making process is that once the "stop-the-flu" bandwagon
got rolling, It had too much momentum to be brought to a halt and it was easier
for advisers, In and out of the government, to vote yes rather than no on the
question of going ahead.

It was only after the President's surprise press conference that grumbling
and second-guessing were heard. Then there were complaints that the Administra-
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tion had overreacted and launched a massive compaign on flimsy evidence of
hazard. People accused the Administration of using "scare tactics" to sell the
program and predicted that it might be a wasted effort in any case because flu
vaccines have been notoriously ineffective in preventing epidemics in the past.

Soon Washington was buzzing with rumors that the campaign was a political
ploy to bolster Ford's chances for reelection during the flu season next fall, or
that it was engineered by vaccine manufacturers who saw a chance to make
enormous profits, or that the Army had somehow orchestrated the drive in the
belief that a national campaign would divert attention from health problems at
Ft. Dix.

In reality, the forces behind the campaign are probably far less Machiavellian.
The decision was primarily triggered by Davis Sencer, director of the Center for
Disease Control in Atlanta, after exhaustive consultation with other government
health officials and scores of outside consultants, mostly serving on advisory
committees to the Center for Disease Control, the Bureau of Biologics, or the
National Institute of Allergy and Infectious Diseases. "We have not found anyone
who would recommend any course of action other than the President is taking."
David Mathews, Secretary of Health, Education, and Welfare, asserted in what
later turned out to be an overstatement.

It is not generally recognized that most of the government's own health experts
believe the odds are against an epidemic of swine flu occurring next fall or winter.
Incredibly enough, one flu expert who participated in most of the key decision-
making meetings and who supports the campaign told Science he believes there
is only a 2 percent chance of a swine flu epidemic in the 1976-77 season, though
he acknowledges that the number was just plucked out of the air and that he
doesn't have great confidence in it. Other experts consulted by Science pegged
the probability at 10 percent, 35 percent, and "less than even." Those probability
estimates, though far lower than the official rhetoric of the campaign would lead
one to expect, do not necessarily mean that the vaccination campaign is a foolish
endeavor. But they do indicate that the decision to vaccinate was a very close
and calculated gamble-a judgment with which reasonable men might disagree.

FORT DIX OUTBREAK MIBDIAGNOSED

One of the ironies of the vaccination campaign Is that the event that triggered
it-the outbreak of swine flu at Ft. Dix-was almost missed by health officials.
The man who inadvertently launched the chain of events that led to Its discovery
was Colonel Joseph Bartley, chief of preventive medicine at Ft. Dix, who noticed
an increase In hospitalizations for acute respiratory disease at the base in Janu-
ary. But Bartley did not realize that he had flu on his hands. He assumed he was
dealing with the adenoviruses, another Infective agent of the respiratory tract
that has typically been a problem at Ft. Dix shortly after soldiers report in after
the Christmas holidays. Bartley's assumption was reinforced when an Army
laboratory isolated adenovirus 21 in specimens taken from soldiers at the base.

As the hospitalizations mounted, Bartley called the county health officer to
alert him that the presumed adenovirus outbreak might also alfect civilian popu-
lations nearby. The county officer in turn alerted state health officials who became
dubious that adenoviruses were the problem. According to Martin Goldfield, di-
rector of public health laboratories for New Jersey the explosive spread of the
infection at Ft. Dix (hundreds were hospitalized) tie symptoms of the victims
the presence of influenza In other parts of south Jersey, and other factors all led
him to suspect that Ft. Dlx was actually suffering from an outbreak of flu. He
therefore called Bartley and asked him to send over some throat washings from
the victims and, sure enough, they contained flu virus. Of 19 specimens sent
to the New Jersey laboratory on 29 January, 11 were found to have Isolites of the
A/Victoria strain of flu-the strain most prevalent in the country-while another
3 had isolates of an A strain of flu that could not be identified with the testing
agents available at the state labs. These were sent to the federal Center for Dis-
ease Control in Atlanta, where they were characterized on 13 February as a form
of swine flu virus.

Had this chain of events been initiated just I week later, Bartley speculates,
the outbreak of swine flu would most likely have gone undetected. Indeed,
when Army doctors took throat washings a week after collecting their first speci-
mens, they found no swine flu. The new strain had disappeared while the A/
Victoria strain remained dominant. Sending the washing to Goldfleld's state labo-
ratory rather than through Army channels may also have been a critical move.
"The Army laboratories are not set up for influenza." Bartley observes. "They
probably would have missed it."
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The abrupt appearance and disappearance of the swine flu at Ft. Dix has
provided ammunition for both sides in the debate over the vaccination cam-
paign. Those who favor the campaign suggest that there may have been similar
small outbreaks elsewhere that have gone undetected, that these outbreaks
may be "seeding" the population with the swine virus, and that the virus may
be on the verge of exploding into a pandemic.

Those who oppose the campaign suggest that such undetected outbreaks may
have been occurring for years without leading to a pandemic. The unique thing
about the Ft. Dix outbreak is that, for the first time, scientists have detected two
radically different flu viruses circulating in the same population. But they are
uncertain whether they are witnessing the first steps by which a new strain (the
swine flu) begins to replace the prevalent strain (A/Victoria) or whether they are
witnessing evidence that the swine flu lacks the ability to compete successfully
against other flu strains. If the latter is true, there may be little to worry about.

Scientists also are uncertain about how virulent the swine strain really is.
The virus has been stigmatized as a "killer" in part because of the analogy to the
virus that helped slaughter so many millions in 1918-19, and in part because a
recruit who ded at Ft. Dix was found to have swine virus. But the hearth signif-
icance of that single death can be disputed. Bartley states that the recruit, who
was seen in the dispensary and then assigned to his quarters for 48 hours, left
his bed before then to join a forced march at night with the other recruits. He
began to lag behind, took frequent rests, and eventually collapsed, whereupon
he was rushed to the hospital and died shortly thereafter. Bartley speculates
that If the recruit had stayed in bed, he'd be alive today. He also suggests that
if the recruit had suffered from the Victoria strain rather than swine flu, he
might also have died on the forced march. State health official Goldfield also
scoffs at the notion that swine flu is a proven killer. He notes that the Victoria
strain killed a dozen people of varied ages in New Jersey without attracting
the notoriety of the swine flu which was implicated in only one death.

As for the analogy with the 1918-19 catastrophe, many experts believe that
has been vastly overdrawn. They note that the 1918-19 pandemic was exacerbated
by conditions peculiar to the time. Overcrowding in military camps and wide-
spread troop movements provided ideal conditions for propagating the diesase
around the world, and there were no antibiotics available in those days to combat
secondary infections, such as pneumonia. Moreover, while the swine virus at
Ft. Dix Is considered antigenically similar to the virus believed prevalent in
1918-19, it is not identical and may not be as virulent. Indeed, the swine flu
patients at Ft. Dix had symptoms no worse than those of the Victoria strain
victims--perhaps even somewhat milder. That does not mean the swine virus
might not mutate and become more virulent, but there is nothing in its record so
far to justify calling it in a particularly severe "killer."

Although the specter of 1918 has been raised to rally political support for the
program most experts involved agree that the vaccination campaign is not
premised on the fear of another 1918 catastrophe. Rather, it is based on the
notion that the swine flu might be the next pandemic strain-foUowing on the
heels of the Asian flu of 1957 and the Hong Kong flu of 1968. These strains were
damaging enough. The Hong Kong pandemic of 1968-69 afflicted more than 50
million Americans, was blamed for some 27,000 excess deaths, and cost an esti-
mated $3.9 billion in medical care, Industrial absenteeism, and the future earnings
of those who died.

Even before the swine virus had been Isolated from the Ft. Dix specimens, the
Center for Disease Control which monitors virus outbreaks nationwide, realized
that it had a new strain of flu on its hands, so it hurriedly called a meeting in
Atlanta on 14 February. The situation was deemed urgent. Scientists had been
predicting another flu pandemic for the late 1970's because previous pandemics
had occurred at 10- to 12-year Intervals. Some had even predicted that the next
pandemic strain would be a swine virus, based on a theory that previous pan-
deniio strains reappear in a cyclic fashion when the population they originally
infected dies out and the bulk of the remaining population lacks antibodies to
the flu virus in questiQn. Few Americans under 50 have been exposed to swine
flu virus.

Those who attended this first meeting included officials from the Army, New
Jersey, and the three federal agencies most concerned namely the Center for
Disease Control, Bureau of Biolo ics, and National Institute of Allergy and
Infectious Diseases. By the time of the meeting, the virus at Ft. Dix had been
identified as a swine virus. All present agreed there should be a major effort to
determine the extent of the outbreak at Ft. Dix and whether there had been
similar outbreaks elsewhere.
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THE HUNT FOR MORE CASES

The investigation at Ft. Dix, conducted largely by the Army itself, convinced
most specialists that the outbreak had been fairly extensive, if short-lived. In the
final tabulation, five cases were unequivocally identified as swine flu by virus
isolation. Another eight cases were almost certainly identified as swine flu be-
cause the patients showed an increase in swine antibody levels In two successive
blood tests. And a screening of single blood readings from a large sample of recruits
found hundreds with high concentrations of antibody to swine flu (much higher
than their civilian counterpart of similar age); most of these were concentrated
In companies in which other cases of swine flu had been positively identified.
Home purists contend that a single blood sample proves nothing because it cannot
show that there has been an increase in antibody in response to the virus. But most
experts believe the totality of the evidence demonstrates that more than 500
individuals were infected at Ft. Dix and that the virus spread from human to
human (because nost of the recruits had no contact with swine and many had not
been off the base in some time). Although there have been isolated civilian cases
that might conceivably have Involved human-to-human transfer, the Ft. Dix
episode is the first well-documented evidence that the swine virus may possess
the capability to spread through man.

The hunt for similar outbreaks elsewhere in the country turned up nothing
definitive, however. There had been isolated cases of swine flu infection in Min-
nesota in 1974 and Wisconsin in 1976, and the new hunt found ca" in Virginia,
Mississippi, and Pennsylvania. But in most cases, people probably caught the
virus from pigs, and there was nothing on the scale of the Ft. Dix outbreak.

That left public health officials in a quandary. Was the episode at Ft. Dix a
freak occurrence? Or was it a forerunner of disaster? And complicating the picture
was the fact that decisions had to be made quickly if there was to be enough
time to manufacture, distribute, and administer a vaccine.

The nationwide hunt for cases was not even complete when the Bureau of Bio-
logics hosted a workshop on 20 February to get government, industry, and univer-
sity investigators preparing for a massive campaign if such a crash effort should
be deemed necessary. A feeling of urgency gripped the session; 1 April was men-
tioned as the date by which a go or no-go decision would have to be made If
industry was to have time to prepare the vaccine. Excitement-and visions of
heroism-filled some minds. As Harry Meyer, director of the Bureau of Biologics,
put it: "In the world I deal with every day, there are so many things you do that
are not terribly interesting but which are called 'real chores.' To have a challenge of
something that is a real public health interest is really stimulating."

By early March, with the flu season waning, it seemed clear that there would
he little new data that could help in making a decision. Consequently the Center
for Disease Control called a special meeting of its Advisory Committee on Immu-
nization Practices on 10 March to consider the evidence and make recommenda-
tions. That group, which traditionally recommends the steps to be taken to im-
munize against flu, stopped short of recommending a mass vaccination campaign.
It agreed that vaccine should be produced and that a plan for administering it
should be developed, just In case, but it shied away from any statement as to
whether the vaccine should actually be given to people.

The decision to go ahead was largely made by Sencer, the head of the Center
for Disease Control. Immediately after the advisory committee meeting, his staff
drew up an option paper from which Sencer and an aide, on 13 March, prepared
an "action memo" that recommended an all-out immunization campaign. That
memo said there was a "strong possibility" of a swine flu pandemic in 1976-77.
It warned that the routine annual vaccination of the elderly and other high-risk
groups would not halt such a pandemic, and that "a decision must be made now"
if extraordinary measures were to be undertaken. After analyzing the pros and
cons of various options, It recommended that the federal government buy some
200 million doses of vaccine and make them available at no cost through state
health agencies. It recommended that the citizens be Immunized "in three months
time." The vaccine would be administered by public health doctors, private
physicians, or any other appropriate source. Total federal costs were estimated at
$14 million.

It was only after this memo had been delivered to higher-ups in the Depart-
ment of Health, Education, and Welfare that Sencer conducted a telephone poll
of members of his advisory committee to see if they agreed with the recommenda-
tion. Sencer told Science that the majority seemed firmly in favor of going ahead
and that none objected-. But the presentation of a faith accompll may have muted
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some criticism. One member of the group-E. Russell Alexander, chairman of
epidemiology at the University of Washington's School of Public lealth-told
Science he favors producing and distributing the vaccine but would hold off-
administering it until there is evidence of an outbreak of swine flu.

Sencer's recommendation was approved virtually intact as it shot upward
through the bureaucracy- -passing through the Assistant Secretary of IHealth,
the Secretary of Health, Education, and Welfare, the White House Office of
Management and Budget, the Domestic Council, and the President himself.
The decision was elevated to the presidential level, according to a Domestic
Council staffer, because it required a supplemental budget request and because
the massive effort would clearly require strong federal leadership. The campaign
would also have political implications. Sencer's action memo had noted that
"the Administration can tolerate unnecessary health expenditures better than
unnecessary death and illness, particularly if a flu pandemic should occur." And
it suggested that Congress would act on its own initiative if the Administration
failed to take action.

Before endorsing the campaign, the White House staged a quick meeting (less
than 48 hours notice) between the President and a "blue ribbon panel" of
scientists, drug Industry leaders, the medical profession, public health officials,
and state and local political leaders. This meeting seemed partly designed to
assure the President that people outside his own Administration favored the
campaign, and partly to serve as window dressing for a decision essentially made.
The scientific opinions expressed at the meeting were hardly an "independent"
view. The scientists who participated were picked by the-federal health officials
who were recommending the campaign. Moreover the four scientist who are
said to have dominated the discussion-namely Aabin, Salk, Edwin D. Kil-
bourne, of Mt. Sinai Medical School, and Fred M. Davenport, of the University
of Michigan-are all strong proponents of vaccination. At the end of the meeting,
the President waited only a few minutes before making his announcement to the
press, suggesting that he had not taken much time to evaluate what he had been
told.

FORD'S DECISION INEVITABLE

A Domestic Council staffer later described the flu campaign as "a no decision
decision-once the issue is discussed it takes care of itself." Faced with the
possibility of an epidemic that could cost many billions of dollars, and offered a
chance to present it through a vaccination program that would cost only $13.5
million in federal funds, there was little doubt what choice Mr. Ford would make,
the staffer said.

Congress too, promptly jumped on the bandwagon. There were grumbles that
the White flouse should have consulted with congressional leaders before launch-
ing such a massive effort, and there were jurisdictional squabbles between con-
gressional committees. But there was no significant questioning of the program.
Appropriations were approved rapidly lest Congress be accused of Impeding the
time-urgent program.

The federal program would provide most people with a vaccine to protect
only against swine flu, but a bivalent vaccine to protect people against both
prevalent strains of influenza A-namely, swine and Victoria-would be made
available for high-risk groups, such as the elderly and chronically ill. Those
at risk could also obtain through private sources a vaccine to protect themselves
against influenza B. Meanwhile, the military is expected to immunize its personnel
with a vaccine designed to protect against all three strains.

It was only after the campaign had been announced that serious reservations
began to surface. At least one expert believes the campaign is such a risky waste of
effort that he opposes even manufacturing the vaccine. He Is J. Anthony Morris,
director of the slow, latent, and temperate virus section at the Bureau of Biologics
and longtime critic of influenza vaccines. Morris said he sees "nothing to get
alarmed about" in the circumscribed outbreak at Ft. Dix-certainly nothing to
justify vaccinating 200 million people, lie contends that vaccines have been largely
ineffective In past epidemics, and that they cause enough adverse reactions to
warrant caution before administering them. "If it were up to me, I wouldn't
even start making the vaccine," he says. "There is no clear-cut evidence that
inactivated influenza vaccines offer appreciable protection to the recipients.

Most critics take an intermediate position-endorsing the need for manufactur-
ing and distributing the vaccine but preferring to wait until there Is another con-
firmed outbreak of swine flu before administering the vaccine. That is the posi-
tion of Sidney M. Wolfe. the head of Ralph Nader's Health Research Group,
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and of several state health officials, including New Jersey's Goldfield, among
others. Federal health officials considered the possibility of just stockpiling the
vaccine, according to Sencer, but concluded that flu typically spreads so fast it
would be impossible to vaccinate people in time to do any good once an outbreak
was confirmed. (It take s about 2 weeks for the vaccine to attain its maximum
effect.) Thus the decision was made to vaccinate the population even if there is no
evidence of an epidemic. Other federal officials say it was also deemed difficult to
sell a program that involved buying vaccine but not administering it, and that it
would be hard to get people geared up to carry out the campaign on a "might not
happen" basis. But the skeptics are so dubious that a pandemic will occur that they
are willing to take a chance that there would be time to vaccinate after another
outbreak. The stress that a needless campaign of this magnitude imposes costs
of its own-it diverts health manpower and money from other important tasks;
the vaccine will cause a certain number of adverse reactions; and the public may
become cynical about future immunization drives if this one later turns out to have
been unnecessary.

The wisdom ;)f the decision is difficult to assess. In a sense, the participants
took what was probably the easiest decision under the ambiguous circumstances.
The consequences of a failure to vaccinate followed by a pandemic of swine flu
seemed far worse to most decision-makers than the consequences of a vaccina-
tion campaign that later turned out to be needless. "We're betting dollars against
lives" became a byword of the participants. Moreover/many of those who joined
the bandwagon would find a vaccination campaign congenial for professional or
institutional reasons. The health bureaucrats in charge of the war would enjoy an
infusion of funds into their agencies and the spotlight of public attention; the
scientists would have a chance to test immunization theories and new vaccines;
the drug industry would reap profits and perhaps develop a broader market for
future vaccines; and the politicians could -hfnpion-the-public health. That does
not mean that the decision-makers were primarily acting from base motives,
merely that a vaccination campaign'would be easy for them to adopt. By contrast,
those who criticized the campaign thought they had something to lose.'he Nadcr
group, for example, acting as representative for the vaccinees, worried about side
effects needlessly imposed. And the state health officials were concerned that they
would have to divert resources from other important programs to administer the
vaccine. Most of the critics had been left out of the decision-making.

Health officials won't know until next fall or winter whether a large outbreak of
swine flu actually occurs. If it does, they will look prescient. If not, the grumblings
may be expected to rise, especially if those who have been vaccinated against
swine flu come down with some other flu strain against which the vaccine provides
no protection.

(From the National Underwriter, May 21, 19761

POLLARD SEES PRODUCTS LIABILITY AS INDUSTRY AND SOCIETY CRISIS

Society's sense of rising entitlements and the flaws of our tort liability system
will have serious adverse effects on insurers, age-ts and consumers. . . . The-
products liability problem may develop into a crisis far worse than the current
medical malpractice crisis. . . Many plaintiff attorneys, lured by self-interest,
tend to pander to sentiments which produce grossly excessive awards and, in
the process, are destroying America's private reparations system.

These were among the points emphasized by William A. Pollard, president of
Reliance Insurance Companies, in an address before a meefAng of the D.llas
Assn. of Insurance Agents.

Speaking on the topic "The Uses and Abuses of Insurance," Mr. Pollard said,
"What the courts seem to--have forgotten is that the purpose of insurance Is to
restore, not to enrich." He warned of "a critical problem whose impact on our
balance sheets today is severe an ominous-one that tomorrow could even be
catastrophic." He observed that "the distortion of our system of civil law" is
"threatening the social-and economic fabric of the nation.'

SUGGEST "INDEXING" PLAN

He stated: "Our most serious challenges are yet to come. Given the gravity
of the problems we face now, I know that is hard to believe. For all Its complexity,
however, the problem of economic inflation is measurable. We know what we
must do within our business to survive Its attack; the question ie, can we do it?"
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lie recommended that insurance rates be tied to inflation via an "indexing"
plan which would allow rates to respond automatically and quickly to some facet
of the Consumer Price Index. He also urged that the commissioners and legislators
of prior-approval states be convinced that open-rating is a sound and competitive
business approach to insurance and will benefit the consumers of their states.

Mr. Pollard noted, "To present and long-term measurable problems, there
are measurphie solutions. But to the problems we face from the evolution of
American society-we do not yet fOuUy know what solutions to propose. We are
dealing with the most fundamental issues of social order, of our rights and respon-
sibilities as free citizens. Or perhaps it is closer to the truth to describe them
now as rights without responsibilities.

Ile said, "The tendency has been increasing in the 'United States in recent
years for people to shift responsibility from individuals to institutions, partic-
ularly to the government and business. Years ago, as we know especially in this
Bicentennial year America was the land of equal opportunity. Everyone, we
held, should be aile to make his way on the basis of his ability; in 1978 that
demand for equality h" broadened to the point where it includes political, social
and economic demand but these are now clearly understood by all to be rights.
In our minds we have amended our Declaration of Independence to read ilife,
liberty and the right to happiness.'

"This phenomenon is known as 'rising entitlements,' and it demands not equal
opportunity for all, but, as sociologist Daniel Bell puts it, 'equal outcome for
all.' In such an environment, risk, of course, is an unacceptable hazard, since it
inherently carries the potential for failure-and failure is obviously a denial of
one's right to happiness. It's a circular argument, I know, like something out
of Alice in Wonderland but its impact on the insurance industry and on many
insureds has been bitterly real."

Mr. Pollard cited malpractice insurance as a key example, noting that sevf cal
months ago doctors in Southern California staged a slowdown to protest the
enormous, but necessary, Increase in their malpractice premiums. He said, "A
bumper sticker seen around town lately reads, 'Sick? Call your lawyer,' and that
is what more and more Americans are doing." He pointed out that the number of
malpractice claims has soared to more than 20,000 per year, and is still growing
at the rate of 25% a year; while awards have reached astronomical levels and
show no signs of retreating.

"What the public is demanding, it appears Is as much a shield against medical
failure as against medical malpractice, and ilese are entirely different matters,"
he stated. "The failure to get well, the failure to be restored to perfect health, In
spite of the advances of modern medicine-all these frustrate society's sense of
entitlements. Good health, society has decided, is our due and the doctor who
does not restore it to us must be doing something wrong. it is his responsibility
to cure us and woe to him if he fails."

Mr. Pollard contended that the decline in the individual's sense of responsi-
bility, coupled with his ever-increasing right to physical and financial security,
has created a second area of liability that "has the real potential to dwarf our
malpractice losses"-the area of products liability.

He observed that general liability once a profitable line of business for the
insurance Industry, has experienced increasingly dismal results in recent years.
"For the 15 years pilor to 96, underwriting profits averaged about 6%. In 1966
profits fell to about 3%, and the following year the class produced a loss of 3%.
Since then it has deteriorated badly until today the Industry is losing more than
17 cents on every dollar written. The underwriting loss on general ability has
been a staggering $2.6 billion in just the past five years."

Mr. Pollard noted that the number of products liability cases filed has risen
from about 50,60C ten years ago, to 500,000 five years ago, and to a million last
year. "That is an incredible proliferation and it comes undoubtedly from that
same sense of entitlement that underlies malpractice litigation. In the products
liability area, however, our sense of entitlement has been actively supported by
changes in the legal doctrine that have vastly expanded the liability of our in-
sureds, even though the wording of the policy has not changed."

Ie traced the rapid development of strict tort liability in the products field
which two-thirds of the states have embraced in the past 10 years. In a 196
landmark case, Ilenningsen vs Blumfield Motors, it was held that strict warranty
of product fitness extended to products other than food and drugs (in that case, a
defective automobile). The next landmark case, Greenman vs Yuba, In 1963, held
that a manufacturer of a defective power tool could not avail himself of the Sales
Act which provided for no liability if notice of defect was not given the manufac-
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turer. The California supreme court held the manufacturer strictly liable in tort
and argued the Sales Acts gave inadequate protection to the public. In addition,
Mr. Pollard stated, "Later cases all across the country have expanded strict tort
liability to eliminate contributory negligence, assumption of risk and even msu-
as a defense. Some cases hold the plaintiff need not prove the product unreasonably
dangerous -but need merely show a defect caused injury thus establishing It was
unreasonably dangerous to him. Under the concept of strict liability, there i no
issue as to the negligence of a manufacturer; he is strictly liable If he produced a
defective product that causes an injury."

He said, "It has happened that the plaintiff could not identify which oomlany
manufactured the product that Injured him, so the courts permitted recovery
from a number of manufacturers of such product-dividing the damage award
among them. In effect, the courts have said, we don't know who is guilty, so we'll
hold the whole industry liable."

CASZS CITED

Noting that "the ramifications of these changes are virtually endless," Mr.
Pollard cited the following oases:

-A woman, bothered by bugs, bought a can of nationally marketed insecticide
and sprayed herself with it. She had a violent allergic reaction, sued, and collected.

-ubstantial liability lawsuits have been brought against the Oliver Machinery
Co., a small woodworking machinery manufacturer In Michigan Involving ma-
chines shipped in 1946 1942, 1926, and even 1921-55 years ago. haiph Bdwin,
Oliver's president, testifying recently before a White House conference on products
liability, pointed out that if each of the 20,000 cutting machines now in use were
to have only one accident In its average lifetime, resulting in a relatively low jury
award of $50,000 the product of these two numbers is one billion dollars. If only
1 % of the machines were Involved in an accident and a lawsuit the potential
liability is ten million dollars, which is greater than the net worth o the company.

- A small machine tool builder in MinneRota, the Havir Manufacturing Co.,
with between $243 million annual sales, has been liquidated within the past few
months. It, too, faced numerous lawsuits blaming the company for accidents
Involving machinery it had sold as long as 30 years ago.

Mr. Pollard said, "Obviously some reasonable statute of limitations, or limit of
liability to the original purchaser, is necessary since many of these machines had
changed hands and had been rebuilt."

Examining problems in America's legal system, he stated: "Through the media,
the American public has been exposed to a great deal of information about the
current debate over criminal law; but it rarely hears about what I would call the
breakdown of our tort law. That is, about the distortion of our system of civil law
which is, I believe fair to say, threatening the social and economic fabric of the
nation.°

"The focus, as a justice of the California supreme court has said, has shifted
from 'the nature of the wrong committed to the nature of the harm done'-and
who can best afford to absorb the loss. The result is not only a million liability
suits every year, but a concept of awards which bears less relationship to need
than to the source of collection."

PERSONAL INJURY AWARDS COMPARED

Mr. Pollard said that before 1962, a million dollar award for personal injuries
was unheard of; while in 1975 there were about 25 such verdicts, some of them
for several million.

"The responsibility for these sky-rocketing, utterly unrealistic awards rests on
many factors: the sense of entitlements we spoke of before, the consumer move-
ment of recent years, and collaterally, America's anger, distrust and resentment
toward business, especially big business," he stated, "Undoubtedly juries, reflect-
ing the social and economic pressures of our time, ar far more sympathetic to a
plaintiff's cause-since they are focusing now on the 'harm done -than they are
to the rights of the defendant."

Pointing to the influence of plaintiff attorneys on America's legal system, he
said: "But beyond all of these reasons, there is one more that cannot be ignored
and which taints the entire system, that is the vested interest the legal community
has In maintaining a continoenc system based on mammoth awards. Simply put,
a large segnent of the plaintiff's bar is pandering to and encouraging precisely
those sentiments which are destroying the private reparations system in the United
States, and it is doing so primarily for reasons of self-interest. Those are harsh
words, but the evidence of Insurer after insurer supports them."

i- o - To - s0
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Mr. Pollard noted that at Reliance, the record of all casualty claims, which in-
cludes bodily injury, property and physical damage and workers' comperalation,
indicates that on 1.4VC of the company's claims itpaid 38% of Its total dollars--"a
demonstration of the impact of the large los for which the plaintiff attorney
clamors." Looking at bodily injury claims alone, in 10% of such claims Reliance
paid 68% of Its total loss dollr. "And statistics like these can be duplicated In
theW experience of other casualty carriers."

le stated, !Bringing awards into balance with society's ability to pay must be
a primary goal of America's private insurance Industryt Contrary to what is often
amumed, the liability problem is neither local nor regional: It - national, since
most products are sold to co umers in all parts of the country. Society's sense of
rising entitlements and the faws of our tort system are going to have a serious
effect on insurance agents . . . and on (their) clients and carriers alike. The
effect-will be felt in markedly higher premiums, and fn diminishing market avail-
ability, with special harship for small businesses."

Mr. Pollard predicted that, when these two forces begin to be felt, the next, and
inevitable, step will be some form of governmental intervention, on the grounds
the private sector has shown itself unable to meet the public's needs. "I.t is an old
scenario. Already in Massachusetts and Connecticut legislation has been Intro-
duced which would allow their respective insurance commissioners to establish
a joint underwriting association for those risks unable to obtain products liability
coverage in the voluntary market. The first sign of a trend is on the horizon; we
cannot say we were taken by surprise."

He said, "The fact is, our Insurance system is closely allied to our legal system.
A malfunction in one seriously affects the other, and In the field of products
liability this is exactly what has happened."

He pointed out that in criminal law, the burden of proof rests on the prosecution;
It must produce strong evidence beyond a reasonable doubt, of the defendant's

guilt. "In many more of our civid cases, however, the burden of proof has shifted
from the plaintiff to the defendant. The defendant's traditional defenses have been
eroded by the courts; It is up to him to prove he is Innocent and not at fault,
Nor did the courts, in making these changes affecting a defendant's legal liability,
take Into consideration society's ability to ber the financial burden they wereimp in ."Mlr. ird emphasized that certain changes in the leal system must be

made in order to put the scales of justice back into balance; These changes include
the following:

-A reasonable limit needs to be placed on plaintiff lawyers' contingency fees-
now often 33% to 50% of the court's award--so that the natural motivation to
seek giant awards can be eliminated. A sliding scale similar to that in force In
New jersey, and upheld as constitutional, would make a considerable difference.

It is necessary to restrict the trend toward Increasingly larger and more fre-
quent punitive damage awards. "These windfall payments to the injured party
are clearly inequitable. They amount to confiscation of property without due proc-
es. For example, in one case where the jury awarded a total of $13.4 million, $11
million of that figure wai in punitive damages. In another recent decision in Cal-
fornia, $4 million in punitive damages was leveled against a major insurer for
failure to pay a disputed uninsured motorist claim."

The collateral source rule, which allows injured parties to collect more than
what is justifiable to restore them to their original position prior to their loss,
must be modified. "The 4ury is not rmitted to know that'an injured person has
already received workers compensaion and hospitallsation payments for his full
salary during his disability. Anrd an increasing number of states refuse to permit
evidence of a widow's remarriage, so the jury believes only Its generosity will keep
the widow and her children from destitution.

A limit needs to be placed on general damages for pain and suffering and
mental anguish. "Sucb awards cannot be objectively determined; Instead they
become windfalls. Two and three milmon dollar awards for the death of a wage
earner who never earned In excess of $8,000 or $9,000 annually are simply an In-
justice. A million dollars at 5% Interest gives a plaintiff and his heirs $50,000
annual Income in addition to the principal?."•

There must be a reduction In the stuote of limitations for making claim
"It's not equitable to permit a suit many years after medical treatment has been
performed, or many year after the sale of a manufactured product."

Commenting on the adversary system, he said, "A reform o our reparations
system has toinclude the adversary system Itself. We must find ways to stream-
line the process of fault-finding. Compulsory arbitration should be required in
manr instances In place of lengthy, expensive tuials." He added, "Even when we
'win'a case, the defense costs are substantial. At Reliance our legal defense costs
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are up 68% in dollars spent since 1972 with a whopping 93% increase in average
dollars per suit closed."

OTHMR STUDY ARUA MINITIONED

Mr. Pollard stated that additional study areas for reform of the adversary
system should include the broader Issues of no-fault and compensation approaches.
The whole question of the practicality of unlimited liability in modern society
requires examination, along with the problems of comparative negligence and
joint liability. The trend-setting states of New York and California now havepure comparative negligence which permits a plaintiff who is 99% responsible
for his own injuries to still recover from a defendant.

He noted "While considerable attention has been directed to the inflationary
Impact of the rising costs of goods and services, the misuses and abuses of the
tort liability system itself are an Inflationary factor, with jury settlemen- and
legal defense costs skyrocketing to levels that are directly affecting costs to con-
sumers."

Mr. Pollard recommended several actions to help solve the current problems.
"First and foremost, In my opinion, agents--Individually, and collectively through
their local associations--must begin telling the hard truths to their elected repre-
sentatives, pointing out that sharply higher premiums and vanishing markets
are fast becoming very serious issues with the public, especially small business-
men," he asid.

"Also, the Insurance Information Institute and other company-agency organi-
sations should promptly undertake an intensive campaign to publicize the signifi-
cant effects that products liability suits are having and will have including the
loss of Jobs and taxes. We must explain why the major reforms I have listed are
needed to eliminate the basic causes of the present expensive and time-consuming
legal procedures."

He observed,' "While many state legislatures meeting last year considered
measures to cope with medicai'malpractice costs and the lack of availability, tey
have not yet felt broad public pressures to review the whole tort law system, to
determine to what degree extensions, of tort liability have put undue burdens on
business and Industry and the insurance-buying public, and to examine the rela-
tionship of Increasingly higher liability premiums to the cost of products and
services sold to consumers.#

Mr. Pollard stated that in his judgment, the steadily rising premiums and re-
stricted availability of inrance created by the present tort liability system will
eventually spell Its certain death. "Only the timing Is debatable; the end result Is
sure.0

He predicted that the task of reversing this process wil4 be extremely difficult,
and will encounter considerably more resistance than did efforts to sell no-fault.
"In the first place, this is a far more complex and abstract subject. Secondly, we
cannot offer lower premium as an immediate and direct benefit. Thirdly, any
change could mean a restriction of something that many have come to believes
their constitutional 'right'."

Mr. Pollard said, "And so we must ask ourselves, can the economic threat to the
nation's insurance agents and insurance industry be made clearly and credibly
to the consuming public? Can you and I say, and be believed, that unless we emn
free ourselves from the abuses of tort law--or reform the tort system-there will
be no private Insurance markets in that area for your clients to depend an? I
believe *e can, If we get to work at it.

"I am certain of two things, however. It will take the unanimous voice and effort
of the entire industry-both companies Ad agents alike--and it will take a long
time to succeed."

He concluded: "Five years before it happened, we were warned about the mal-
practice problem. We did nothing to stop it. Now it is a crisis. We cannot afford
to make the same mistake twice... the time to prepare for the future - now.

(Prom the Iasurtce Law Journal, No. 6371
Tuz SWEDISH NO-FAUVIr PATIU N COMPENSATION PROGRAM: PJoIszoXS AND

PRZUMINAzY FINDINGS8

(By Eva D. Cohen and Samuel P. Korper)

A no-fault patient compensation pro one 'of the suggested solutions to
the medical malpractice crisis in the United States, has been in operation in
Sweden for over a year. This article "describes the provisions of the Swedish
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program and analyzes its first six months' experience and points out that the
separation of the disciplinary from the compensatory aspects of the medical
adverse events perhaps is the primary issue to be examined for its implications
for United States policy." Eva D. Cohen, M.P.H., is Assistant Director Office
of Regional Activitis and Continuing Education and Lecturer in Public health,
Yale University School of Medicine. Samuel P. Korper, M.P H M.Phil., is
Assistant Dean for Regional Activities, Yale University School of Medicine.

INTRODUCTION

The increasing number of malpractice cJams in the United States has re-
sulted in a search for alternative means of settling disputes concerning compensa-
tion for injuries received during medical treatment. Current and proposed al-
ternatives to the present system of settling claims have included the use of
screening panels, arbitration, and patient compensation programs.' Since empirical
data from such alternative programs are relatively unavailable at this time In the
IUnited States, it may be of benefit to examine the kinds of programs implemented
in other nations to bring about solutions to similar problems.

A patient compensation program-a patient Insurance for treatment-related
injury-was established in Sweden on January 1, 1975.' The provisions of this
insurance are described in this paper, which also gives a brief overview of the
process for reporting malpractice claims In Sweden. While It Is as yet too early
to undertake extensive analyses of the effect of the Insurance, some observations
on the experiences of the first six months after its implementation are reported.
These preliminary findings are based on Information made available by the insti-
tutions involved In the program.

BACKGROUND

In Sweden, virtually all health and medical services by law are provided by
public authorities, the County Councils.' These are regional governmental bodies
whose activities are financed from three main sources: County Council taxation,
national government allocation, and fees. The County Councils own and admin-
ister the majority of the health care institutions and employ most of the personnel
who provide the care, including physicians.

Since 1972, there has been a change In the law governing liability in Sweden.$
Under a law enacted in that year, employers assumed financial responsibility for
employees' actions that result in injury due to negligence. While the shift in the
law reduced liability for health personnel who are employed, physicians in private
practice still are liable for damages in the event they are found guilty of negigence
or malpractice. Most physicians, whether salaried or self-employed, carry liability
coverage; however, the premiums are lower for salaried physicians, who are cov..
ered primarily for activities carried out outside their employment setting.'

The primary beneficiaries of the shift in the law where the salaried providersn,
whose premiums for liability coverage were lowered as a result of the new law.
The culps rule was retained in the law, which provided no change in patients'
ability to receive compensation, -

Under the negligence principle, patients can follow one of several procedures
in reporting a complaint concerning medical treatment; bringing suit Against the
practitioner, or in more severe Incidents reporting the individual alleged to have
committed malpractice for prosectulon. Another procedure involved reporting

I See, for example U.S. Department of Health Zducatlo*, and Welfare, Repwt 0 She
fecretarves Cemmlak om M.gioal Molprctdooe (5b73). p. 102.

'See U.S. Congress. Hoquoe of Representatives, Committee on Interstatqtd Forewsl
Commerce, An Ocerotw of Medical MalprSVoH, Committee Print No. 4, , taongrees,
lot Session. March 17 1975.

'Announcements abou the Insurance were ndo In the news media and through pan-
phleto available to the public at health cared social Service Insltutlons.

' American College of Hospital Administrators, Me swedgi He eIt, gerw system,
(A.C.H.A. Chico, 1971), p. U.

'Helge Lindah, "Den nya skadeetAndslage"' "L wtW e, NO. 2. 1978, p. 71.
SALUS, Likarnas l6r Aringsanstalt. 6 ranWvarfrdkfan Irln don I april

1975--en viktiz information. Stockholm, November 2I. 1974 (Memorandum).
THjalmar i8 vall. "Malpractice, Liability and Compensation tn Sweden Nordieh Fdr.

4dkrimnp 7T4skrift., Arging i. April 197.1 HIft 2; p. 178.
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the Incident to the Liability Committees of the National Board of Health and
Welfare. The National Board, within the Ministry of Social Affairs, is the principal
agency of the national government responsible for the planing direction, regula-
tion, and scope of health and welfare activities in Sweden.'

Complaints concerning medical treatment rendered by a physician or other
practitioner generally are reported to this Committee by patients, their families,
guardians , or survivors, as well as by other health personnel or public authorities."

he primary role of the Committee has been, and still is, to determine whether
the reported treatment procedures employed by a physician, nurse, or other
practitioner are contrary to "generally accepted medical practice" and whether
they constitute grounds for disciplinary action." Since uniform standards of
care against which a certain t of rocedure can be judged have not been
promulgated In Sweden, the Liability Committee, through its discipll-aary role,
exercises considerable control over the kinds of treatment procedures, that are
judged "acceptable." The Committee's charge does not include evctabllshing
whether patients should be compensated; Ito role is to decide whether %e practi-
tioner is guilty of negligence. Under a system in which compensation is tied to
negligence, this type of Committee plays a crucial role. The courts in Sweden
have been reluctant to rule on negligence claims prior to a review of a claim by
the Liability Committee. Hence virtually all claims of alleged malpractice for
which compensation was sought before 1975, when the insurance described below
became available, came to the attention of this Committee. It has constituted a
screening mechanism, as Its decisions were, and presumably still are, followed
by the courts In determining whether a patient will be able successfully to recover
damages.

The number of cases reported to the Liability Committee of the National
Board of Health and Welfare increased over the last decade, from 450 cases in
1983 to over 700 cases in 1973." However, an analysis of the deliberations of the
Committee and its decisions indicates that relatively few complaints have resulted
either in findings of negligence or in any one of several possible disciplinary
actions against practitioners." It should be pointed out that the Swedish Medical
Association has its own Liability Committee, which examines alleged cases of
negligence. 4 Further, it has been found that the number of patients actually
compensated did not increase in proportion to the increase in the number of
reported Incidents.16 This experience, coupled with the recognized Inadequacies
of a compensation system that was tied to a finding of negligence, led to a search
for a more equitable system of compensaton.

$The Committee consists of six persons, four of whom are appointed by the Ministry of
Social Affairs (Soclaidepartementet). Of those four, one member must be a physician, one
a lawyer, and the remaining two represent the public and generally are members of
parliament (Rikedaen). The chief of the Legal Department and one representative of the
Department of Health Services within the National Board constitute the ffth and sixthmembers. (UIf Nicolausson. "MedielnalvlAendets ansvarsntmud." In Provi usia dka rbokes,
1971, Federation of Swedish County Councils Stockholm 1071, p. 106).

* American College of Hospital Administrators, elted at footnote 4, at p. 2?.
*41bid., . 227.u Uncas Berner, "IAkarnas Anavar och Rttselkerhet," Ldbartidafmpem St, No. 4, 1972,

p. 806.
S15Medicinalansvarskommitt4u. November 1974 (Memorandum).

Is A review of claims before the National Board Liability Committee for the yeas
1966-1968, Indicated that 127 disciplinary aetios were taken of a total number of 7T5
reported cases. These 127 measures consisted of 14 physicians reported for prosecution,
61 reprimanded, and 52 received a "reminder," the lest severe form of discipline (8J6vafl,
cited at footnote 7, at p. 180).16 Physicians whose actions ar Judged negliget by the NatloqIl Board iUability Com-
mittee turn to their professional a Uetton-for legal assistance. Most Swedish physicians
carry liabilit coverage through SALUS. the Insurance company of the Swedish Medcal
Association. The Association has Its own Liability Committee consisting of seven members,
all physicians, four of whom are chosen by the Medical Association and three by SALU.
The Rxecutive Rt& for the Aoclation's Liability Committee is provided by the Medical
Association. The Association Liabilty Committee provides expert opinion on behalf ofphysicians in court actions or at the request of the County Councils f6r claims settled outof court. It should also be pointed out that the opinions of the two Uabllity Committees
at times are contrary with respect to the aeeltability of behavior and procedures
("LAkarnas ansvarighetsnimnds verksamhet 1972," LEbti/d*##ea 70, Nr. 49, 1978, pp.
4554-4575)." One study of claims reviewed by the Medical Association's Liability Committee for the
years 19.1969 found that. of 288 claims, only 59 were eome mted over the 11-yea
period. Ths represents an approximate Rverae compensation of 5 ,000 Swedish kronor/
person/year ($11,000) or a total of 800.000 Swedish kronor/year ($60,000) (OTJva11,
cited at footnote ?, at p. 188).
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Tim PATIENT INSURANCE PROGRAM

Public pressure and parliamentary debates in 197i-1972 resulted in the estab-
lishment of a task force consisting of representatives of the County Councils anb
several insurance companies to examine the feasibility of establishing a com-
pensation program. The deliberations of this task force culminated in a proposal
for a Patient Insurance Program (PatientfOrslkring vid behandlIngsskada) to
cover certain injuries incurred during examination and treatment or by the
omission of certain diagnostic or treatment procedures.

The Implementation of the program was spurred by a general recognition that
a number of adverse events inevitably occur in the course of medical treatment,
and that many of these events occur In the absence of negligenoe.'6 The present
program separates the disciplinary and the compensatory aspects of medical
malpractice, and It is Intended to provide increased financial protection for thepatient.

With the institution of this Insurance program, the functions of the two Liability
Committees are likely to change. The screening role of the National Board

ability Committee vis-a-vis patients' ability to receive compensation is likely
to decrease. However, the Committee presumably will retain its disciplinary
function as a quality control mechanism and continue to serve In a screening
role In instances where patients seek redress through the courts, which still is an
available alternative. Similarly, the Medical Association Liability Committee is
likely to continue its function of providing assistance to physicians accused of
negligence. It can also be expected to continue to play an advisory role In the
patient insurance program by providing medical expertise in claims reviews.

PROVISIONS O THE PROGRAM

The Patient Insurance Program is financed by public funds through contractual
agreements between the governments responsible for the provision of health
services for the residents within their boundaries and a consortium of insurance
companies.'? Private physicians and health care institutions are covered under
separate contracts. Provisions of the County Council insurance agreement are
presented In the Appendix.

Administratively, claims are reported to the respective institutions where the
injury occurred and are forwarded by the institutions to the department in the
County Council with administrative responsibility for the program.0 This
department in turn forwards the reports to the agency that administers the
Patient Insurance Program nationally. Claims can also be sent directly to this
agency which subsequently contacts the County Council, the private practitioner,
or the health care Institution for further details.

In the course of the deliberations concerning the extent of coverage to be
provided under the new insurance, it was argued that certain medical examinations
and treatments Inevitably are associated with risks of Injury, that is, risks that are
necessitated by the attempt to cure a medical problem. 'Thus, it was felt that the
insurance program could not Indemnify all unsatisfactory results. A medical
injury compensation system that would provide universal coverage for every
adverse event was judged possible only under the broad Swedish social benefits
program.

For these reasons, the Swedish Insurance Program finds its basl&n the rendering
of eeroice, rather than in the expectation of a satisfactory outcov% of an Illness or
medical problem. As a consequence, patients are not indemnified for Injuries that
are the expected result of the condition for which treatment was sought, so long as
a particular treatment was justified from a medical point of view to save the
patient's life or to avoid disabling illness, and due care was exercised by attending
personnel.

HoweverI the insurance does provide compensation for patients or their our-
vivors for 'unexpected" injuries that are associated with the rendering of heoith
services, including preventive care, laboratory tests, occupational therapy, and
dental care.

'S 8venska KommunfOrbundet. Urdttn usvar vild behandlingiskada inon prtmlrkom-
munal bhlso-och sJukvArd. Cireular 1974-I[-08 see also Utvidgat ansvar fOr skada Inom
ha soeb sJukkirden-Medveykan av mediens sakkunakap vtd fOrekommande skade-
p gvnisrenden. AU don 28 oktober, 1974. Ltkarforbndets Stencil K 57/74 (Memo-
random.

I Konsortlet fOr Pattentforslkring. Presentation av "Amnllan behandlinssksda."
January 1975(Insurance form).w Svenska Kommunfrbundet, cited at footnote 16.
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The provisions cover:
(1) An injury that occurred as a direct consequence of examination medication,

and treatment and that Is not associated with known risks. Excluded from the
provisions are injuries or Illnesses that are likely to have arisen irrespective of
care rendered;

(2) An injury that occurred as a result of Incorrect diagnosis or an incorrect
interpretation of symptoms, that is, procedures that did not reflect generally
accepted medical practice; and

(3) An Injury that occurred as a result of a sudden eternal event within a
health care Institution or during transportation by ambulaoce.

The insurance does not cover injuries caused by:
(1) Injurious qualities of drugs, technical equipment such as X-ray or labora-

tory equipment, or other medical care equipment when used according to direc-
tions. Such injuries may be compensated, for example, by suing the manufacturer;

(2) Contamination or infection from causes other than the use of unsterile
instruments or substances such as drugs, intravenous fluids, blood or plasma.
This would tend to exclude compenstion for several types of hisptal-acquired
Infections.

Compensation for treatment-related injury Is also tied to a need for hospitalisa-
tion or sick leave for longer than two weeks, to permanent disability, or death.
However, the subsequent paragraph In the insurance agreement modifies this
requirement by adding that 'rasonable" compepsation *l be mad for treat-
ment costs, as well as loss of earnings for individuals who do not meet the require-
ments of needing hospitalization or sick leave of two weeks or longer. In such
Instances, there is a deductible expense to the patient of 200 Swedish kronor.*

Injuries that occurred through patients' negligence due, for example to Igno-
rance concerning drug treatment will be indemnified, unless they are judged to
be caused by patients' intentional gross negligence.

Compensation for pain and sufering is paid according to the conditions out-
lined with respect to hospitaisation or sick leave for more than two weeks.
Permanent disfigurement and disabilities are indemnified, and payment in the
event of disability is tied to expected lifetime losses associated with the injury.
Further, the degree of disability determines the level of indemnity,, Guidelines
for the compensation levels take into account both the age and sex of the injured
person, as well as whether symptoms are reported by and/or can bW'observed in
the patient." Further the levels are adjusted if the Vain and suffering associated
with the injury is deierrnlned. to have ben "severe' or "considerable" as comn-
Fared with "minor." Collateral 'sources such as sick leave pay or other forms of

Insurance, are also taken Into account In determining the level of compensation.
Indemnity will not be paid for pain and suffering the patient has died before

a decision has been reached with respect to the amount of compensation or if a
claim Is baied on assignment. The statute of limitations is two years after the
injury occurred.

Cases that fall outside of the general guidelines developed in the Insurance and
decisions which are contested by the injured patient, the insured employer, or
the insurer are reviewed by an appointed committee of experts constituting a
Claims Panel (Skaden&mnden). The bylaws of this panel are established by the
County Councils in conjunction with the insurers.

This Panel, consisting of six members, will review both test cases to determine
whether certain events should be compensated and individual cases in which
disputes arise with respect to the level of compensation. The chairman of this
Panel and one consumer/patient representative are appointed by the national
government, while the local governments and the insurers each appoint two mem-
bes. -Physicians on the staff of the insurance companies within the consortium
are available, although not appointed, to the Panel.

If the decisions of this Panel are not accepted by the injured patient, the County
Council, or the insurer, the claim is referred to-arbitration.

01 Swedish krona=approximately $.25 in 1974.
" For exam pe, amputation of an arm Is defined as a 65 per cent disability level; for an

Individual In the age oup 1-25, a lump sum of 35 000 Swedish k nor Is awarded (in
1975), while the los of a lower leg is denned as a 85 per cent disability level, art will be
compensated at 20,000 SKr for that are Iron. in coma rson, Individuals aged 70 or
above, will be compensated 14,.000ad 00 aK respeuvely for similar Inares. Com-

unsaton levels were established on the basis of previous Indemnity Porams, as
Personal Injury or Trafe Injury Ouidelines. See for example, Trafkf ristalternas
Nimid Desust 19.8.1S $, and Anevarighstf~rakstlins Pereonskaden d Bessa
19.s.1975 (Memoranda).
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DISCUSSION

Under the Swedish Insurance Program, compensable events can be categorized
Into three broad groups:

(1) Injury related to treatment, but not necessarily to the health problem for
which treatment was sought;

(2) Injuries relating to the treatment and/or the problem for which treatment
was sought when treatment procedures are judged unacceptable;

(3) Accidents within health care institutions or during transport.
The first and third categories are more readily Identified as compensable events.

Examples of the first category are the incorrect administration of anesthesia during
a surgical procedure or incorrect drug dosage with resulting organ damage.
Further, with respect to the third category of claims-accidents-the definition
of a "compensable event" is relatively straightforward. Accidents occurring in
amb-dances or in institutions established to care for patients are covered in the
insurance.

The second classification, however, presents a different type of problem in that
the Injury may be related to a previous and/or present problem. For such cases, It
becomes necessary to determine whether both the diagnosis and the treatment
adhered to medical care procedures that would be judged acceptable. Medical
expertise may be sought from the Medical Association Liability Committee in
particularly ambiguous cases. Thus, whether a patient will be indemnified de-
pends on the interpretation of the relationship between the injury and the medical
procedure, as weli as on the accuracy of the recording of clinical findings and
procedures.

The conditions of the new insurance program were developed in the absense of
experience on which to base judgments concerning the definition of compensatory
events and the magnitude of the anticipated volume of claims.'1 Therefore, It was
judged difficult to calculate the expected costs of such a program and project a
reasonable prethium.

The premiums for the entire country amount to approximately 16 million
kronor annually, or approximately $.50 per capita for Sweden's population of
eight million, Of the 16 million kronor thus collected, 11.2 million (70 per cent)
are available for payment of- claims against the County Councils. The remaining
4.8 million consitutute a special risk premium for damages exceeding the 11.2
million up to a total of 60 million kronor for the whole country, a maximum cover-
age for one year. The coverage for each individual under the plan is limited to 2
million kronor.U

While the number of claims anticipated during the first year was approximately
1,500, only about 300 claims were reported in the first six months (January-June
1975).3 The initiation of the program does not seem to have generated a deluge
of claims, nor have the relatively few anmbiguous reported cases warranted ex-
tensive investigations. Further, the level of awards have been determined without
generally being contested. The majority of the medical judgments concerning
the validity of a claim were handled by physicians on the staffs of the Insurance
companies, and outside medical experts are reported to have been consulted in
only a limited number of cases."4

The experiences of the first six months of the program appear generally as
follows:

(1) Injuries of newborns, which have been associated with avoidable events
during delivery, have been compensated;

(2) Hospital-acquired infections have constituted a relatively large number of
reported claims;

(3) Injuries resulting from surgical procedures in which infection was present
and the injury-was judged to be related to the presenting problem generally
have not been compensated.

(4) Among cases that were identified relatively easily as compensable are the
type of inuries such as perforation of organs or severing of nerves with resulting

f Angiende patientftrslkrlng vAd behandllngakada. K. V. Erikubn, september 6, 1es5.
(Memoriadum).

*Svenska KommunfOrbundet, Cited at footnote 18.
X K V. Uriukaon, cited at footnote 21, at P. 1.

"Ibid., 2.
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Claims resulting from hospital-acqulred infections are reported to have pre-
sented difficulty with respect to determining whether the infection is a likely
consequence of the illness. On the basis of experience with claims involving
nosocomal infections, changes in the insurance regulations are already antici-
pated. Of the cases for which compensatioh has been made, 15 had resulted in
death, 17 were severely disabling injuries, and 55 were cases of les serious
disability."

Of interest is that a nu nber of claims have been reported by individuals re-
tired from or not generally part of the labor force.I? This has been interpreted as
a possible concomitant of higher utilization r,4Ws of hospital services by older
persons. An examination of the sociodemographio characteristics of the claimants
before and after the institution of the program would ascertain whether the new
compensation system has resilted in an increase in the number of reported
claims by population groups that may not have sought compensation under the
old system.

CONCLUSIONS

The Swedish Patient Insurance Program clearly Is not intended to cover all
adverse results o- events. Nor is 'it intended to extend to relatively minor Injuries
related to treatment. It should also be pointed out that the program was devel-
oped in the context of a broad eystem of social benefits rang from compensa-
tion for loss of income to coverage of the majority of health care costs.1 However,
the insurance is expected to constitute a considerable improvement over the
previous System of compensation, under which relatively few patients were in-
demnified. A review of the prgram's development over the next few years will
establish the extent to which tkie objectives of the new system have been met;
for example, speedier resolution of claims, as well as a move away. from litigation
and the adversary relationship that accompanied the traditional approach to
claims settlement.

The Patient Insurance Pro&am is part of a system in which liability has shifted
from the practitioner to the employer, while a quality assurance mechanism, such
as the reporting of incidents to the national licensing authority, has been main-
tained. An analysis of the effect of separating the ompensatory aspects of medical
malpractice from the disciplinary aspects, and particularly the public financing of a
compensation program, would indicate the impact of such a development on
practitioner accountability.

IMPLICATIONS FOR THE UNITED STATU
What lessons can be learned front the Swedish experience, given the differences

In the financial and administrative policies of the delivery of health services and,
specifically, in the reporting of malpractice claims in the two countries?

While the present organization of delivery of services differs greatly in the
United States and Sweden, differences between treatment methods and procedures
are likely to be less pronounced. One of the benefits to be derived from examining
the Swedish program, therefore, may le in the delineation of the kind of claims

--brought under the new insurance and their classification as avoidable versus un-
avoidable events.

The premise of the Patient Insurance Program was to provide protection for
patients against unexpected adverse events, while the potential negligence involved
was a separate Issue, to be dealt with by a different institution. While no state in
the United States has as yet enacted legislation separating the culpa rule from the
decision to indemnify, it can be expected that consumers in the United States
ultimately will demand such a development. Thus, findings from an analysis of
the Swedish data on avoidable versus unavoidable events can serve to provide a
data base, albeit a crude one, on which hypotheses for further research concerning
a similar development in the United 8tares can be based.

Iz ouson of sodal rety bou # and U we see Vicente
Navarro 4ea is ms f in 0 DEMW Pub~ieatlou No.
(NIH) T4-240, Superintendent of Doeuments, Wah n, D.C 19&4* In response to the patient insurance propmal, a position statement was released by
the Swedis Patient Association, an organlsatln fOrmed In 1971, to examine patents'

hts d an advocte i a strict to-fa 1t liability. The Association welcomed te Insur-
aRce as a tep in t ht direction but felt that it wa not suMecently far-reachinga(elivegl A1 k Pqfnttdxinlugr. 3l n vidgat patlentskyd. Alla Bernsthl&e
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The solutions proposed in many states focus primarily on the fiscal problem of
providing adequate liaiJty coverage statute of limitations, and reduced con-
tingency fees in the current litigious climate.' Long-range solutions in the United
States may well need to conier the separation of the disciplinary from the com-
pensatory aspects of mediclM e4verse events. This separation, a move which has

een effected by the implementation of the Swedish program, perhaps is the
primary issue to be examined for its implications for United States policy.

[PROVISIONS OF TUE COUNTY COUNCIL INSUPANCE AQREEMENTJ INDEMNIT RVLES
10BR TREATMENT-RXLATED iWJUAYT

"Conditions for indemnity to patients who are hijured In connection with health
services provided by institutions of the County Council. 4 . I , . .

"1. Compensation for treatment injury shall be paid to a patient who is injured
in direct connection with health services or to the survivors of such a patient
according to the following conditions.

"2. By treatment injury shall be understood physical injury or illness which
"2.1 has occupied as a direct consequence of examination, medication, treatment

or any other similar procedure and which does not constitute a natural or probable
consequence of a procedure justified on medical grounds, by which is also under-
stood the taking of risks which are justified in order to avoid a life threatening or
disabling condition.

"H6wever, Injury according to the preceding paragraph does not include any
injury or illness which would have continued, arisen, or developed irrespective
of the care;

"2.2 has occurred or has been impossible to prevent as a consequence of the
fact that examination results obtained'by means of technical facilities were
Incorrect or symptoms of illness actually o rved in'connection with diagnosis
were not interpreted in a way consonant with generally accepted medical practice-

"2.3 has occurred as a consequence of an accident--Le., a sudden external
event without direct connection with such a procedure as is referred to in Section
2.1-within premises or areas where health services are provided or in connection
with transportation of the patient by ambulance service....
* "3. By treatment Injury shall not be understood an injury which 1i caused by

"3.1 injurious qualities in drugs, technical equipment, or other medical care
equipment and which in view of the directions for their use could not be avoided,

"3.2 contamination or infection from a cause other than the use of unsterile
Instruments or unsterile substances such as drugs, infusion fluids, blood, or
plasma.

4. Treatment injury will be indemnified if, due to the injury, the patient"
was hospitalized or on sick leave with a reduction in working capacity to at
least 50% for a period exceeding fourteen days or has sustained permanent
disability, which is not insignificant, or if he has died.

"However, reasonable compensation Is paid for treatment costs incurred by a
treatment injury as well as for loss of income in connection with such treatment.
This indemnity, however, is subject to a deduction of two hundred Swedish
kronor.

'5. Compensation for treatment injury shall be calculated according to current
Swedish Indemnity Law unless otherwise is stated below.

1"5.1 Even though negligence contributing to the injury exists on the part of
the injured person, compensation is paid without adjustment. If the patient him.
self, intentionally or by gross neglince has contributed to the injury, the
general principles governing the law. of tor shall apply. o t p d t

"5.2 Compensation for pain and suffering sball be paid or the period of acut
Illness with the limitations stated in Secn 4, first paragraph. Indemnity will
also be paid for disfigurement or other permanent disabilit otion Is
determined according to tables established by the Special Claimsanel.

"5.3 In the event of disability, compensation shall be paid A cording to what
the Injured person actually ma be qipected to lose during the remainder of
his life because of his disability.I the't tmept injury has caused los of earning

See for example, Ieslativep Moas teiudod In U.S. Congress, House of Representa-
tives, cited at fooote 2 at pp. 151- 93.

*T7he translation of the Insrance Provisions In b&ed on material made available by
tho Swedish Institutions administering the Patient Insurmnce Program. However, te
authors bear sole responsibility for any errors In the translation.
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capacity and the degree of the medical disability is less than 30%, no annuity
shall be paid but only compensation for disfigurement and disability which,
however, is increased to a sum equivalent to four times the compensation accord-
ing to 5.2.

'.4 Indemnity shall not exceed the net loss due to the Injury, with regard
both to pecuniary and no"-pecuniary loss. Thus, indemnity will not be paid to
the extent the right to such indemnity exists from another source, for example,
from an employer in the form of salary, holiday pay, cost of care etc., or from
social insurance or other general insurance or from the federal government,
county council, or municipality or in the form of periodic benefit from pension,
accident, or sickness insurance or from em loyer's no-fault liability insurance,
automobile insurance, or other insurance tended to provide indemnity fordamages.

"However, capital sums from life pension, sickness, or accident insurance
which are paid to the survivors or in the event of disability to the patient will not
be deducted.

"If the injured person is not liable for income tax with respect to such indemnity
as is referred to in the first parafraph of this subsection, this exemption from
taxes will be taken into consideration in assessing the level of indemnity. I

"6. Liability in accordance with this undertang is limited to a total amount
of 20 million SKr for each occurrence of injury and a maximum 2 million SKr for
each injured person.

"The liability is further limited to a total amount of 60 million SKr for injuries
occurring in the whole country in one insurance year.

"7. Indemnity will not be paid
"7.1 for non-monetary losses If tke patient has died before an agreement has

been reached regarding the size and disbursement of the compensation;
"7.2 If the claim is based on assignment;
"7.3 If the claim for indemnity is made later than two ears after the treat-

ment injury was caused;
"7.4 In the event of nuclear damage as defined in the Nuclear Liability Act,

par. 1, nor damage whose origin or range directly or indirectly is caused by or is
associated with earthquake, eruption, war, invasion, actions of an enemy, opera-
tions similar to war, whether war has been declared or not, civil war, mutiny,
revolution revolt, riot or measure taken by any usurper of power.

"8. If the County councill has paid out indemnity for the injury, the patient's
right to damages ashll be subrogated to the County Council.

"9. Cases concerning questions of principle or where the right to indemnity is
disputed shall if the injured person, the County Council, or the insurers so
request, be submitted to an appointed panel of experts-the Claims Panel--format opinion.

'The committee shall consist of six members. The chairman shall be appointed
b the government. Of the other members the government shall appoint one, the

unty Councils two, and the insurers two.S"The rules of procedure for the Claims Panel shall be established by the
Federation of County Councils and the Federation of Municipalities in co-opera-
tion with the insurers.

"10. Should the injured person, the County Councils, or the insurers refuse to
accept the committee's opinion the question of indemnity shall be referred to
arbitration in accordance with the Arbitration Act."
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THE LIBRARY OF CONGRESS

C'ongressioiial Research Service

WASHIVGTN. D.C. 30M4

June 22, 1976

To: Honorable Henry Waxman

From: American Law Division

Subject: Proposed Legislation Exempting Manufacturer's of Swine
Flu Vaccine from Liability Arising Out of Immunization
Programs

This memorandum is in response to your requestof June llth

for information regarding products liability cases that might influence the

type of legislation described above. This legislation is being considered

because insurance companies are withdrawing their coverage of pharmace-

utical concerns for liability arising from the sale of swine flu vaccine: be-

cause of this, drug producers are threatening to pull out of the immuniza -

tion program unless granted an exemption from liability. In accordance

with your request, I attempted to gain additionAl information from Mr.

John Kelly, Legislative Counsel, Pharmaceutical Mahufacturer's Associa-

tion. 1 contacted Mr. Kelly's office, but he was out of town, and has hot

yet returned my call.

Should you desire more specific inforn~ation on any aspect of this

matter, please contact me. Enclosed please find the list of articles that

you requested I return.

Kenneth Merin
Legislative Attorney
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s~v',.' The Library of Congr.-s

Congressional Reseirch Service

.4-4 0 Washington. 1.C. 20540

General Principles

It may be helpful at the outset to briefly review certain basic princi-

ples of products liability law.

There are several theories under which manufacturers of drugs may

be found liable for injuries caused to consumers. The first ground is neg-

ligence; in order to establish liability based on negligence, the plaintiff

must show that the manufacturer's conduct exposed him to an unreasonable

risk of harm, and was the proximate cause of his injury. A second theory

is breach of warranty; There are two types of warranty. Breach of an

express warranty occurs when a specific representation of the manufac-

turer is found to be inaccurate, and the plaintiff suffers injury because

the product failed to live up to the producer's promises. Implied warran-.

ties may be of the merchantibility or fitness for a particular purpose var-

iety. Sections 2-314 and 2-315 of the Uniform Commercial Code describe

these warranties. Since warranties arose from contract iaw, they in-

volved the concept of privity (that is, where C purchased a product from

a merchant. B, C would have no contractual connection with the manufac-

turer, A, and therefore would have no cause of action against A). In re-

cent years many state courts have dropped the requirement of privity in

products liability cases. A third theory used by plaintiff in products lia-

bility cases is the recently developed doctrine of Strict Liability in Tort.

Section 402A of the Restatement (Second) of Torts sets forth the

basic rule of Strict Liability. That section of the Restatement, and com-

ments(h), (i), (j), & (W) are of great importance to our discussion of pro-

ducts liability law, and are therefore set forth in detail.
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§ 402 A. Special abilityy .of Seller of' roduct for Ph'sleal
alarm to User or Consumer

(1) One who sells any, product in a detective condition
unreasonably dangerous to the u.er or consumer or to
his property is subject to liability for physical harm
thereby caused to the ultimate user or consumer, or to
his property, if

(it) the seller is engaued.in the business of selling
such a product, and

(b) it is expected to ,nd does reach the user or con.
suner without substantial charge in the condition In
which it Is sold.
(2) The rule stated in Subsection (1) applies although

(a) the seller has exercised all possible care in the
preparation and sile of his product, and

(h) the user or conwumer has not bought the product
from or entered into any contractual relation with the
seller.
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A. A product is not in a defective condition when it is Safe
for normal handling and consumption. If the injury results from
abnormal handling, as where a bottled beverage is knocked
against a radiator to remove the cap, or from abnormal prpar.
tion for use, as where too much salt is added to food, or from
abnormal consumption, as where a child eats too much candy and
is made ill, the seller is not liable. Where, however, he has rea-
son to anticipate that danger may result from a particular use,
As where a drug is sold which is safe only in limited dn.es, he.
may be required to give adequate warning of the danger (see
Comment j), and a product sold without such warning is in a
defective condition.

The defective condition may arise not only from harmful
ingredients, not characteristic of the product iltslf either as to
presence or quantity, but also front" foreign ojects contained
In the product, from decay or deterioration before sale, or from
ihe way In which the product is prepared or packed. No reason
iJ apparent for distinguishing between the product itself and
the contairar in whkh It is supplied; and the two are purch.,cd
by the user or consumer aS an integrated whole. Where the con-
tainer is Itself dangorou.4, the product is sold in a defective condi-
tion. Thus a carbonated beverage in a bottle which is &o weAk,
or cracked, or jagged at the edges, or bottled under such excessive
pressure that it may explode or otherwise cause harm to the
person who handles it, is in a defective and dangerous condition.
The container cannot logically be separated from the contents
when the two are sold as a unit, and the liability stated in this
Section arises not only when the consumer drinks the beverage
and is poisoned by it, but also when he is injured by the bottle
while he Is hand ling it preparatoLto onsumpt ion.
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L Unroasonablv dangerous. T e rule stated In this Sectfon
applies only where the defective condition of the product makes it
unreasonably dangeroms to the user or consumer. Many products
cannot po Ibly be made entirely safe for ll consumption, and any
food or drtg necessarly Involves some risk of harm, It only from
over-consu.aption. Ordinary sugar is a deadly poison to dia.
betics. and castor oU found use under 5Iussolinl as an instrument
of toture. That is not wbat is meant by "unreasonably danger.
*us" In th-s Setcon. The article sold must be dangerous to an
extet beyond that which would be contempla:ed by the ordinary
consumer who purchases It. with the ordinary knowledge common
to the community as to its characteristics. Good whiskey Is cot
unreasonably dangerous merely because It will make some people
drun, and is espec ally dangerous to alcoholics; but bad whiskey,
conta ing a dangerous amount of fusel oil, Is unreasonably dan-
gerous. Good tobacco is not unreasconably dangerous nicrely
became the effects of smoking may be harmful; but tobacco
conta an something like marijuana may be unreasonably dar-
geroma. Good bt..ter Is no: unreasonably dangerous mertly be-
caus, It such be the case, I. deopsit, cholesterol in the arteries
and l@ads to keart attacks; but bad butter. contaminated with
poisonous fish .ol, is unreasonably d.rgeroas.

" Directions or icarni'. In order to prevent the product
from being unreasonably d.",,erous, the seller may be required
to give directions or warni,.-, on the container, a. to its use.
The seller may rea.-onably nAsume that those with common aller.
gle.. as for example to eggs or strawberries, will be aware of
them, and he i.1 not required to warn ag-ainst them. Where,
however, the product contains an Ingredient to which a aubstan-
tial number of the population are allergic, ard the ingredient
Is one whose danger is not generally known, or if known Is one
which the consumer would reasonably not expect to irol in the
product, the "ller is required to give warning against it, if he
has knowledge, or by the application of reasonable, developed
human skil and foresight should hi ve know' '.e, of the presence
of the ingredient and the danger. Likewise ir "ie case of poison-
ous drugs, or those unduly dangerous for other reasons, warning
as to use may be required.
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But a seller is not required to warn with respect to product%
or Ingredients In them, which are only dangerous, or potentially
so. when consumed in excessive quantity, or over a long period of
time, when the danger, or potentiality of danger, is generally
known and recognized. Again the dannerx of alcoholic be verages
are an example, as are also those of foods containing such nub-
stances as saturated fats, which may over a period of time have a
deleterious effect upon the human heart.

Where warning is given, the seller may reasonably assume
that It will be read And heeded; and a product bearing such a
warning, which is mfe for use If it Is followed, is not In defective
condition, nor is it unreasonably dangerous.

k. Unavoidably gisate products. There are some products
which, In the present stAte of human knowledge, are quite in-
capable of being made site for their intended and ordinary use.
These are especially common in the field of drugs. An out-
standing example is the vaccine for the Pasteur treatment of
rabies, which not uncommonly leads to very serious and damaging
consequences when it Is injected. Since the disease itself In-
variably leads to a dreadful death, both the marketing and the use
of the vaccine are fully justified, notwithstanding tl~e unavoid-
able high degree of risk which they involve. Such a product.
property prepared, and accompanied by proper directions and
warning, is not defective, nor is it Vu,'co.onably dangerous. The
same is true of many other drugs, vaccines, aml the like, many
of which for this very reason cannot legally be sold except to
physicians, or under the prescription of a physician. It Is also
true in particular of many new or experimental drugs as to which,
because of lack of time and opportunity for sufficient medical
experience, there can be no assurance of safety, or perhaps even
of purity of ingredients, but such experience as there is justifies
the marketing and use of the drug notwithstanding a medically
rocogniz:Lble risk. The sell • of such products, a.-ain with the
qualification that they tire - 'opcrly prepared ml m:,rkeled, and
proper warning is given, ,vhere the situation culls for it, is not
to be held to strict liability for unfortunate con.sequences at-
tndhi, their use, merely because h has und!krtaken to supply
the public with an apparently useful and de.Mirable product, at-
tended with a known but apparently reasonablu risk.

s-au 0 - is - a1
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Section 402B has been utilixed less frequently than 402A, but

it has been a kay in recent litigation against pharmaceutical concerns.

.1 402 B. Misrepresentation by Seller of Chattels to Consumer
O" engaged In the business of selling chattels who, by

. pdvertlsing, labels, or otherwise, makes to the publ a
mlsrepfesentation ef a material fact concerning the
character or quality of a chattel sqd by him is subject
to liability for physical harm to a consumer of the
chattel caused by Justiiable reliance upon the mirepre.
"statlon, even though

(a) it Is not made fraudulently or negligently. 4d
(b) the consumer has not bought the chattel from or

untered pt .aLcn. se relation with t. seller.

f. Mirepr eWea&s of echars er or quaw'ty. The rule
stated applies to any misrepresentation of a material fact con-
erning the character or quality of the chattel sold which is made
to the public by one so engaged In the business of selling such
chattels. 'he fact misrepresented must be a material one, upon
which the consumer may be expected Jo rely in making his pur-
chase, and he must Justifiably rely upon iL (See Comment 1.)
Jf he does so, and suffers physical harm by reason of the fact
mbrepresented, there Is strict liability to hin
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r. Matere fact. The rule stated in this Section applies
only to misrepresentations of material facts concerning the char-
sitr or quality of the chattel in question. It does not apply
to statements of opinion, and in particular It does not apply to
the kind of loose general praise of wares sold which, on the
pert of the seller, Is considered to be saless talk," and Is common.
ly caliod "puffin"--as, for example. a statement that an auto-
mobile Is the best on the market for the price. As to such gen.
eral laguage of opinion, nee I 542, and Comment d under that
Section, which Is applicable here so far as it Is pertinent. IA
addiUon, the fact misrepresented must be a material one, of ia.
portance to the normal purchaser, by which the ultimate buyer
may Justifiably be expected to be Infenc4d in buying the
chattel.

A. 'To W public." The rule stated In this Section Is
limited to misrepresentations wbich are made by the seller to.
the public at large, In order to Induce purchase of the chattels
sold, or are Intended by the seller to, and do, reach the public.
The form of the representation is not Important. It may be
made by public advertising In newspapers or television, by literal.
ture distributed to the public through dealers, by labels on the
prouct sold, or eaf ets accompanying It, or In any other manner.
whether it be oral or writtA.

i. u is rMeimic. The rule here stated applies only
where there Is Justifiable rellanee upon the misrepresentation of
the seller, and physical harm results because of such reliance,
and because of the fact which Is misrepresented, It does not
apply where the misrepresentation is not known, or there Is
indifference to It, end It does not infuence the purchase or sub.
sequent conduct. At the same time, however, the mirepresenta.
tio need not be the sole inducement to purchase, or to.use the
chattel, and It Is sufficient that It has been a substantial factor
In that Inducement. (Compare i 546 and Comments.) Since the
liability here Is for misrepresentation, the rules as to what will
eonsUtute Justifiable reliance stated In #1537-64 A ar ap.
plicable to this Section, so far a they are pertinent. ,'

The reliance need not necessarily be that of the consumer
who Is injured. It may be that of the ultimate purchaser of the
chattel, who because of such reliance passes it on to the consumer
who Is In fact injured, but is Ignorant of the misrepresentation.
Thu a husband who buys an automobile In Justifiable reliance
upon statements concerning Its brakes, and permits his wife
to drive the car, supplies the element of rellanc, even though
the wife In fact never learns of the statements.
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Drug Manufacturers and the Duty to Warn a

It is alleged that the proposed legislation-would not exempt drug

manufacturers from liability for negligence in making the vaccine, while

it would protect them from claims arising out of the immunization pro-_i/
cess. Accordingly, the bulk of this paper will address those issues of

products liability law most relevant to such "immunization process"

claims. As will appear evident, however, it is often difficult to distin-

guish whether a consumer's claim is based on a fault arising solely in
2/

either the production or immunization phase.

Manufacturers are under a duty to. warn because of the superior

knowledge they have, or are inputed to have, of the dangers of their pro-

duct. Drug manufacturers are under both a common law and statutory• 3/
duty to determine that their products are safe. Manufacturers are often4/
held liable for inadequacy of product testing and/or failure to warn.

Warnings must be given as necessary, and they must be offered in a time-

I/ Washington Post, Wednesday, 16 June 1976, p. A-8.'

2/ The preceding discussion of various theories of recovery should be
kept in mind. In the interest of brevity and clarity, and because of time
restraints, these theories will not be discussed in detail, infra.

3/ Roginsky v. Richardson-Merrell 378 F2d 832 (2nd Cir. 1967): 21
USC 5355 (b)(1).

4/ Roginsky. Id.
Tinnerholm v. Park, Davis &Co. 285 F. Supp. 432 (S.D.N.Y. 1968)
affirmed 411 F2d 48 (2nd Cir. 1969).
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ly manner; that is, as soon as the manufacturer learns of the rislc. This,

of course, is a question of fact, not law, and is decided by the trier

of fact - usually a jury. Even after the drug is marketed, new informa-
6/

tion must be .evaluated and warnings given if necessary.

An oft-litigated issue is the adequacy of a warning. Compliance

with federal regulations is not sufficient to relieve a drug manufacturer
'7/

of liability. The manufacturer is under a duty to describe the danger
8/

honestly. For example, in Love v. Wolf the court felt that extensive 1"

written advertising plus oral statements made by drug salesmen (detail

men) effectively negated warnings that had been printed on packages of

drugs and included in other printed materials. Incollingo v.Ewing ac-

hieved a similar result, holding that it detail men were considered the

most effective means of selling the drug, they should also be considered

Schenebeck v. Sterling Drug. Inc. 423 F2d 919 (8th Cir 1970) aff'g.
'enled of JNOV 291 F. Supp. 368 E. D, Ark. 1968). Sterling Drug Inc. v.
Cornish 370 F2d 82 (8th Cir. 1966).

I/ Schenebeck, Id.

7/ Stevens v. Park, Davis & Co. 507 F2d 63 (1973).

8/ 38 Cal. RPTR. 183 (1964).

9/ 282 A2d 208 (Pa. 1971). In accord see Yarrow v. Sterling Drug 263
V Supp 159 (D.S.D. 1967); aff'd 408 F2d (p70 (8th Cir. 1969). In Yarrow,
the court found that physicians are inundated by so much printed mate-
rial, they cannot be required to read it all, and since detail men regular-
ly visit doctors to advertise their product, they should also deliver an
oral warning.
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Lo/
the most effective means of giving a warning. Besides asserting that ad-

vertising can negate the effect of a previous warning, the Incollingo court

held that when a manufacturer knows that it printed warning is being dis-

regarded, a jury could find that the manufacturer was under a duty to
il/

strengthen its warning.

To When the Warning is Given

Ordinarily, a warning must be transmitted to the consumer. In

the case of prescription drugs, a manufacture will usually be relieved of

Ability if the warning is given to the proscribing physician. The rationale

for this rule is that the physician is the person whose knowledge will de-
121

termine whether the drug should be prescrbe-. However, for "over

the counter" drugs, the general rule holds true. Mass innoculation and

immunization clinics have similarly fallen under the given rule, since
L_3/

the rationale of the exception is not present.

10/ Id at 220

ll/ Id at 222

12/ Sterling Drug v. Cornish supra note 5. Carmen v. Eli Lilly v. Co.
f2 N.E. 2d 729 (Ind. App. Ct. 1941).

13/ Davis Wyeth 399 F2d 121 (9th Cir. 1968).
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Unknown Dangers

Products may appear to be harmless at the tim9 they are mar-

keted for public consumption: unforeseen dangers may arise at a later

time.

Some authorities maintain that manufacturers are not liable

where the'risk is scientifically unknowable.

'Thus far the courts have tended to hold the man-
tcturer to a high standard of care in preparing
and testing dirgs of unknown potentiality and in
giving warning-'. but in thkp absence of evidence
that this standard has not been met, they have
refused to hold the maker liable for the unfore-
seeable harm.,.. 14/

Other authorities go further and maintain the fact that the danger

was sclmntifically unknowable at the time the drug was introduced to the

market, is irrelevant, One such authority has commented that drugs are

unreasonably dangerous

"... if and only if, a reasonable man, with know-
ledge of the condition of the product and n appre-
ciation of all the risks as found to exist at the time
of the trial, would not now market the product at
all or would do so pursuant to a different set of
warnings and instructions as to use." !_5/

14/ W. Prosser, Handbook cf the Law of-Torts & 199 pg. 661 (4th ed 1971).

15/ Page Keeton. Some Observations About the Strict Liability of the Ma-
Wer of Prescription Drugs: The Aftermath of MER/29.56 Cal. L. Rev. 149.
158 (1968).
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Generally, however, a man'ifacturer is not under a duty to Warn
16/

consumers of unforeseeable dangers-.

Tkus. a product may be unreasonably
,. rous because the manufacturer has

fa1ed to give adequate warnings of
ji.,wn or knowable dangers involved.

III Of course, a manufacturer is only
,1u;md to warn of foreseeable dangers.
IIlar% V. ,1cek & Co.. 381 F.2d 286. 291

,,:h Cir. 1987); iVesterberg v. School
Ieirki No. 702, 276 Minn. 1, 7-8, 148

,V W.2d 312. 317 (1967).' As Judge
Matthes wrote In OHare v. Verck & Co.,
,ulra, 381 F.2d at 291, a .linnesots di.
Yrrsity case:

A manufacturer is held to the skill
lf an expert In its particular field of
enleavor, abd Is obligated to keep in-
formed of scientific knowledge and
diAcoveres ecneerning that field. • a
The manufacturer is held accountable
as an export in it field only for those
dangers of which it has knowledge or
those which it could discover through
the exercise of reasonable care. Lia.
bility will not attend those injurious
consequences resMlting from the use of
a product, the harmful effects of
which 'no developed human skill or
foresight can afford knowledge.' Ross
'. Phili) Morris A Companj; 328 F.2d

3, 6 (8th Cir. '1964).
The manufacturer's duty to warn

users of the potential danger inherent
In its product Is commensurate with its
actual knowledge of the risk involved
to these users or the knowledge con-
5tructively imparted to it by availaile
scientifle or other medical data. '
[citations and footnote omitted]

16/ Basko v. Sterling Drug, Inc. 416 F2d

17/ Karjala v. Johns Manville Products
7975).

6. -The requirement of foreseeabdity Coincides
wxh the standard of due care in negligence
cases M that a seller must extrcis# reasonable
Care and Itretiht to discover a danger in his
Product and te warn users and consuniers of
Malt danger. Da iis v. %yeth Laboratories.Inc.. 9 Cir. 1968. 399 F.2d 121. . See Bisko v.
Sferkn Drug. In.. 2 Cir. 1069 416 Fid 47.
47." Borel v. Fibrcbovd Paper Producs
Ctvp 493 F.2d 1076, I46 (3th Ci. 1973).
"CM 4*'eAi 419 U.S. 60, 95 SCt. 127. 42
LLd2d 107 (1974) (Emphasis og&Il ).

417 (2nd Cir. 1969).

Corp. 523 F2d 155, 159 (8th Cir.

171
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Warnings and UnavoidablWy Unsafe Drugs

Comment "K" of section 402A of the Restatement exempts unavoid-

ably unsafe products, such as certain types of drugs, from being ear-

marked as either defective or unreasonably dangerous. The manufacture

will avoid liability, however, only if the product is properly prepared and

is accompanied by proper directions and a warning.

Courts have found liability to exist where there is a defect in the
18/

drug. The failure to provide a proper warning will render a comment "K"
19/

type drug unreasonably dangerous and therefore defecfrve.

Since the foreseeability of harm and adequacy of warning are usual-

ly Jury questions, dissimilar results mar be reached in similar fact pat-

terns. In Basko v. Sterling Drug, 9"c., *the Plaintiff lost most of her

sight as the result of a reaction to a drug marketed under the name of

Aralen. The court ruled that the manufacturer is under no duty to warn

the consumer if it is impossible to know that a risk of harm exists. A
21/

similar result was reached in Cochran v. Br56ke. That case also .nvolved

18/ Gottsdanker v. Cutter 182 Cal. App 2d 602, 6 Cal Rptr 320 (Cal. App
T960).
19/ Davis v. Wyeth supra note 11. Toole v. Richardsoft-Merell 60 Cal.
Wrptr 398 (1967).

20/ supra note 16

21/ 409 P2d 904 (Oregon 1966).
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use of Aralen, and the plaintiff suffered similar ill effects. How-

ever, in Bine v. Sterling Drug, Inc. the court found that the jury had been

presented with sufficient evidence "... to-permit a finding that defendant

knew or by the exercise of ordinary care should have known that serious

eye damage would result to users of Arale-i9"

Allergic Reactions

The manufacturer's duty to warn is especially complex in abreac-

tion cases. Allergic reactions to products are those sufferred by a minor-

ity of people who use those products.

"'ABREACTION" means an usual
reaction resulting from a person's un-
usual susceptibility to the product or
intended effect of the Froduct in ques-
tion; that is, such person's reaction is
different in the presence of the drug
in question from ihat in the usual
person. An abreaction is one in which
.an unusual result is produced by a
known or theoretical mechanism of ac-
tion. An abreaction is one which
could nt have been reasonably fore.
seen In an appreciable class or number
of potential users prior to Mlarch 2,
1961." 23/

Most early abreaction or allergic reaction suits were resolved in

favor of the defendant; courts considered the reaction tohave been triggered

by some mechanism within the plaintiff, rather thanby a substance contained

22/ 422 SW 2d 623, 629 (Mo. 1968).

23/ Cudmore v. Richardson-Merrell, Inc. 398 SW2d 640. 645 (Texas 1965)
cert. denied 385 U.S. 1003 (1967).
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in the product.. Even today, most courts do not require that a manufacturer

change the formula of a drug so that the drug is safe for all persons to

use. That may very well be impossible. Rather, the manufacturer is re-

quired to warn potential users of the fate they may suffer if the product

is used.

Court-enunciated guidelines governing the manufacturer's duty to

warn vary in different jurisdictions. For example, Texas law formerly

(prior to the decisions in the Reyes and Crocker cases discussed infra)

held a drug manufacturer liable for breach of- implied warranty of fitness

for a particular purpose only when the harm sufferred by the user was

reasonably foreeseable in an appreciable number of people by one exercis-
24/

ing ordinary care under the circumstanc-es. Missouri law, or the other

hand, requires a warning if harm is foreseeable to any group regardless
25/

of si i.

Early cases were often resolved on a numerical basis. A manu-

facturer of .sun tan lotion was found not liable where only one consumer
26/

out of five million was allergic to the producT.

24/ Id at 844

25/ Sterling Drug Inc. v. Cornish supra note 5.

26/ Bonowski v. Revlon, Inc. 100 NW 2d 5 (Iowa 1959) But, cf. Braun
v. Roux Distributing Co. 312 SW 2d 758 (Mo. 1358), a much critized o-
pinion, where the court permitted the jury to find that a duty to warn
existed in the case of an allergic reaction to a hair dye-the first such re-
action in a product with an annual usuage of 65 million applications per
year.



472

27/
In Merrill v. Beaute Vues CorporatiU5W the court found the manufac-

turer of a permanent wave solution not liable for an allergic reaction, when

there had been only three reported reactions to a product with over 500

million sales. The court further stated that' a manufacturer would not be

liable if he placed a product on the market"... knowing that some unknown
28/

few, not in an identifiable class which could be effectively warned.".,

might suffer allergic injuries. While concurring in the judgment, one judge

offered these additional thoughts.

27/ 235 F2d 893 (10th Cir. 1956).

28/ Id. at 897.

I
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121 A.LR. 400; Zirpoia v. .dArm Hat
Stores, 12 NJ.L. 21. 4 A.id 73; flcyn-
0:,a V. Sun Ray Drug Co. 13' NTJ.L. 475,
62 A 21 G.

The dif-ilulty lies in the failure of the
Law to recuini e the allergic or utiuiu:nlf
susceptiWe plainti. as a cLps of people
to -AEons a maufaciurer owes a leral
,i,'vy , %"rn of rotentlal da:erd. Orce
ti.! .ai,.r.ic plain'if.' is remgninl as one
of a Ca(s of "eo.,no" rpeope, the conse-
queitt lt..al duty becones too pbin for
doubt. ,ichrce and medicine h.'e now
reco'ni the allergic and ypvr."nsi-
live a, a i!e.nite cLaps of pOpt"'. pictent-
Iris j.:yinoelcaI and biocl:e .lcl prob-
L.ne Arising out of the u of arl con.
tact " fith the products of advnrc d chem-
istry. See Cooe, Allergy in Thtory and
'ractie: Felabr r. Ailrgy in Pr-'mtke.

If the Lw Is to keep alace of the *ocial-
istk probkrns wro-'ht by Science and
techulrey. it is high lime for the corts
to also recognize the allergic or unusuAlly
puwcep:ible as members of a leW11ly Iden.
til fide€ class to whom the law 'ill ex-
tend its protection in warranty and in

Other court. have denld 1ibilily of tort. ar-d not as loe.ted its!i% 01114 of

1t.so mauuf~ic!urvr for harmful conot- whom the law tkes no account. See Al-
iquences from the use of his product on lersy of the PlaintifT as a DePene in
-tb* factual pren-ise that tie injury' was Actions Sased Upon Breach of ile-dit
due to the "tuyer's indivi djl Idiosyn- Warranty of Quaslity. 21 So.Caiaf.Law
etrasy". Barrett v. S. S. Kreuse'Co.. 144 Rev. 221, April 1, 1951; Neitliicict--Li-
Pa.Sjper. 4l. 12 A.2d 02. 403; or con- 'ability of 'Manufacturer or Vendor to an
ptitutional puliarities. Se Flynn v. Alkrgic Consumer, 40 Mich.Law )tev.
BedeM Co., 212 Mass. 450, 1m N.E. 2-12, 2=3.

•I7 A.IR. 1.'41; Zagjrer v. F. W. V'ool- Even before galleries were rec:mized
Worth Co.. 30 Cal.. pp.1d 324, 80 11.2d in science as a definite ¢La.4. sonic of the
..So. The rationale of these, cases has courti %v're saying that "When the fact
kd to what now scema to We the weixbt Is onee established and de.,onstra'ed by
of authority to t'e effect that a m0u. experience that a certais commodity Ap-
frcturer of a prouct Or,,s rn ksal duly. parently harmless contains, con .!ed

,either In warranty or torL to the alleric dangers. and wben distributed to the pub-
Plait.tiff. See cavcs collected Annota- lic through the channels of trade and

,tionq. 121 A.L.. 464; 26 A.L1R2d 00. used for the purposes for which it usas
, But here the proof phows that made and "id Is sure to cause suffering
"sweft", or even a "small proportion". wiU to. and Injure the health of. Som.e inne.

,)be Injuriouslty aTected by th use of a cent purchaser, even though the per-
4mtnufcturer's plduct, some courts ceslage of those injured be not l.rge, a

have recogniwel the duty to warn of the a duty .rises to .and a reiponmsi Iility rests
Akr.nwn or impul'-,l danrrs 't the risk of upon the nunufacturer a,,l deal.,r -iAIth
"i Abli:y. Se Iininchi v. FNnhOli & NIC,- .a 0l eetothe extent, at least. of warn-

" " Co. 2 3la~s. 4 ..1 .F;_207 tii heJL.ant consumeror user of the

existence of the hidden danger." Ger-
kin v. Brown & Schier Co.. 177 Mich. 45.
1.13 N.W. 43, 63. 4d L.R.A...2S..2.
Se at" Arnold v. May Drartmcn
Stores, 331 Mo. 727, 85 S.W.±J 74S.

I would apply that rule to our facts ant!
submit to the Jury the questions: (1)
whether from the evider.ce. the plain'.7T
was unusually ssceptible to Ponw of tke
ingredients of the seller's product; (-1
if so, did the allgle paintiff krow of
her unusual susceptibility; (3) if r.o*.
did the manufacturer know or have rva-
so to know that soma of thv inogredivints
of its product were hairntful to the un.-
usually susceptible; and (4) if so. did it
appropriately viarn of such pot.nzial sian-

aer&. Since,. how ver, the case was rs.-
ther tri-A nor presented on tut thnry.
I mubt e cvat:c.at to cor.cur In tiio rciu:t.

29/

29/ Id. at 899-900.

AVAULSW
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30/
In Wright v. Carter ProducTs. during the four year period prior to

plaintiff's injuries, the defendant had sold 82 million jars of a deodorant

and received only 373 complaints. A lower court ruling that there was no

duty to warn was set aside. The appellate court ruled that "... duties to
311

warn are not, in all cases, measured by quantitative standards ... 7' hold-

ing that a statistical analysis of injury is relevant only to the issue of'the12/
foreseeability of the injury.

(S-Il We are therefore remaadlaqthis case to the trial court for it to co.
older (1) whether, in the exercise of
reasonable precaution; this defendant I&
1951 could have forseen that at lest
some Of the po(tUaI users of Arridwould suffer serious injury from the use
of that product, and (2) whether this
defendant bad a duty to warn those
users of that possible injury. It wouM
seem that a manufacturer cannot be re.
quired to alter a formula that has
proven safe for use by the overwhelm.
iu majority of Its users, but the stand.
ard of care owed by that manufacturer

2 tO Its ultimate consumers may Include
a duty to warn those few penone who
it knows cannot apply ila product with-
out serious Injury.; See Dlchnko,
Products Liability and the Food Coi-
sumr. If 4.26-4.2 (1951); Diliard &
Hart. Product Liability: Directions fee
Use Wn Dut o Warn 41 Va.L.ev44 I $) ?23

30/ 244 F2d 53 (2nd Cir. 1957).

_4/ Id. at 56.

32/ Id. at 57.

See also Sterling Drug v. Cornish supra at note 5.23/ Id. at 58.
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34/
One of the most of cited discussions of du' to warn was presented in

a case involving the Type III Sabin polio vaccine.

0 Thus we are returned to
the problem *C the duty to warn.

The duty seem clear where the drug's
danfer is directed to o forese"We and
ascertaInable' class of persons, such as
those prone to certain allergies.' Such
a warning constitutes a caution that cer-
tai persons should not take the drug;
that as to certain persons it is not "fit."

There am many cases, however, par-
tcularly In the area of new drugs,
where the risk, although kno%n to ex-
ist, cannot be so narrowly limited and
where knowledge does not yet explain
the reason for the risk or specify those
to whom it applies. it thus applies in
some degree to all, or at least a signifi-
cant portion, of those who take the drug.
This is our case; there seems to be no
certain method of isolating those adults
who may be affected adversely by taking
Typo III Sabin vaccine.' 4

In such cases, then, the drug is fit and
its danirer Is reasonable only if the bal-
ance Is struck in favor of its use. Where
the rsk is otherwise known to the con-
sumer, no problem is presented, since
tholce is available. Where not known,
however, the drug can properly be mar-
keted only in such fashion as to permit'
the striking of the balance; that is, by
full disclosure of the existence and ex-
tent of the risk involved.

As comment k recognises, human ex-
perimentation is essential with new
drugs if essential knowledge ever is to
be gained. No person, however, should
be obliged to submit himself to such ex-
perimentation. If he is to submit it
v.us. be by.his voluntary and informed

34/ Davis v. Wyeth supra note 13.

choice or a choice made an his behalf by
his physician.

In such cases, then, the drug Is fit and
its danger is reasonable only if thp bal-
n los stuck In favor of its use. It can

properly ble marketed only in such fash-
ion as to permit the striking of that bal-
enij,; that is, by full disclosure of 'the
existence and tztent of the risk involved.

When Type III Sabin vaccine was first
licensed by the Government in early 1%)2
and first manufactured and sold by Wy.
eth, there was me known or foreseeable
risk involved in taking it. Thus Wyeth
could not initially be expected to warn
of unknown dangers. But its roponsi-
bility did not end there. When, after
further expiencre the danger became
apparent a duty to warn attached." We
do not need to fix the precise point at
which it attached. Certainly by March,
1963, when apellant took the vaccine,
six months after the Surgeon General's
first report on the subject, it was the re-
spons4bility of Wyeth to see that such
waMulNg was given,

There will. of course, be cases where
the personal risk, although existent and
known. Is'so trifling in comperlson wi:h
the advantage to be gained as to be do
minfimis. Appellee so characterizes this
cas. it would apreoech the problem
from a purely statistical point of view:
less than one out a million Is Just not un-
reasonable. This approach we reject.
When, in a particular case, the risk qual-
itatively (e. g. of death or major dis-
ability) as well as quantitatively, on ba'-

ence with the end sought to be achieved,
is such as to call for a true choice Judg-
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mat. medical or personal, the warning
must be given

Appellee contends that even under
such a test no true choice situation is
presented here. It asserts that "com-
mon sense and knowledge of the main-
streams of human conduct would un-
avoidably bring one to! the conclusion"
that appellant would have chosen to take
the" risk. It says, "Simply stated that
proposition is this: A man has less than
one in a million chance of contracting
the dreaded disease of polio if he takes
'the vaccine. If he does not take the vac-
cine his chances of contracting poli6 are
abundantly increased"

We do not so read the record. The
Surgeon General's report of September.
1962. as we have quoted it, predicted that
for the 1962 season only .9 persons over
20 years of age out of a milUon would
contract polio from natural sources.
While appellant was the father of two
)'oung children, he resided in an area that
not only i-as not epidemic but whose Im-
mediate past history of incidence was ex-
tremely low. We have no way of know-
ing the extent to which either factor

,would affect the critical statistics. Thus
appellant's risk of- contracting the dis-
"so without immunization was about as
great (or small) as his risk of contract-

ing it from the vaccine. Under these
circumstances we cannot agree with ap-
pllee that the choice to take the vaccine
was cloar.

We may note further that where the
end sought is prevention of disease (and
the likelihood of contracting the disease

.U/ Id. at 128-129.

from natural sources is a relevant fac-
tor) the situation is a different one from
that in which the disease hs already
struck and the end sought is relief or
cure. Risks are far more readily taken
In the latter case.

(5) We conclude that the facts of
this ease imposed on the manufacturer
a duty to warn the consumer (6r make
adequate provision for his being warned)
as to the risks involved, and that failure
to meet this duty rendered the.drug un'-
fit in the sense that it was thereby ren-
dered unreasonably dangerous. Strict
liability, then. attached to its sale in ab-
sence of warning.
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Current Problems of Drug Manufacturers Relevant to the Swine Flu Vaccine

36/
An article In the Washington Po-'Tstates that HEW officials believe the

insurance problems of Drug Companies are real. It implies that those pro-
37/

blems stem from the case of Reyes v. Wyeth Laborato s. An extensive

analysis of that case is therefore in order.

Shortly after receiving a dose of oral polio vaccine, eight month old

Anita Reyes contracted paralytic poliomyelitis. Anita's father sued the man-

ufacturer (Wyeth Laboratories) contending that the live polio virus in the

vaccine caused Anita to contract the disease, and that the manufacturer was

liable because it had failed to warn him of the dangers involved in use of

the drug. The case was tried on a strict liability theory (402A).

36/ see note 1. supra.

37/ 4968 F2d 1264 (5th Cir. 1974).

-4M 0.1 -
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The court recognized the vaccine to be of the unavoidably unsafe var-

iety (comment K): The vaccine purposely included live viruses since it

was these viruses that made the Sabin polio vaccine so effective.

Such products are not necessarily "tnt-
Trias0402to dangerouss, for as this Court
has liu recognized in wrestling with
prodiKt liability questions, mAny goods
posses both utility and danger. See. e.
Z., Ross v. Up-Right. Inc., .5 Cir. 1908.
402 F.2d 943, 96: Ifelene Curtis Indus-
tries, Inc. v, Pruitt. 5 Cir. 197, 3$5 F.

t2d 841. $50, cert. denied, MR68. 391 U.S.
913, e8 &Ct. IOG, 20 L.Ed.2d 652.
Rather. in evaluating the possible liabili-
ty of a manufacturer for injuric4 caused
by his inevitably haArdous products. A
two-Atep analysis is required to deter.
mine first, whether the product is so un.
safe that marketing it at all is "unrea-
sonably dangerous per se", and, if not,
whether the product has been introduced
into the stream of commerce without
sufficient safeguards and is thereby "un.
reasonably datigerous as msrketed"Iff/

The court ruled that the vaccine was not unreasonably dangerous per

se since the positive aspects of the drug outweighed any harmful effects

38/ Id. at 1273.
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it might cause. The court then -turned its attention to whether the vaccine

was unreasonably dangerous as marketed

(or t

conclude that the makcr of an unavoida-
bly unsafe product did not act unreason-
ably i. placing it on the market is not to
relieve him of the rnslvonsihility to mar.
ket it in such a way as to prevent unrea-
sOnablo danger. In thv ciw. of a prod-
uct such as Sabin oral polio vaccine, this
trauaslates into a duty to provide proper
warnings in selling the product. As
comment k to Section 4o2A instructs. an
unavoidably un.-afe product is neither
defctive nor knreasoaably dangcaous if
such a product is "prop.'rly prepared,
and is ,sccompnicd by prorer directions
and waring".' 391

The central issue in the case, then, was whether the defendant was

under a duty to warn the plaintiff that there was a very remote possibility

that the vaccine might cause polio, rather than immunize against it.

Wyeth admitted that the vaccine was unavoidably unsafe. It contended

that any dury to warn was met by an insert included in the packages sent

to Health authorities responsible for dispensing the drug. This defense was

based on the doctrine that those who manufacture prescription drugs are

required to warnthe physician, not the consuxner/patient. While recogniz-

ing the doctrine, the Reyes court analyzed its rationale; that is, the phy-

sician, as medical expert, analyzes both the needs of his patient and the

properties of the drug and makes an informed decision as to which medica-

tion to prescribe. Although the vaccine was licensed for sale only as a
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prescription drug - it was not administered as such. Therefore, the trial

court ruled that whether or not a warning was necessary, was a jury ques-
40/

Uon. The court then notea the holding of Davis v. Wyeth, a leading case

in this area of the law.

(7) Here. howev,-r. &::houch the
drug wax denominated a ;..escription
drug it was not dislensed : :.,oh, It
was dispensed to all coners at n.;t.s clin.
ks wilhout an Individualized b.taircing
by a physician of the risks involved. In
,uch case (as in the case of over-the-
counter "Is of nonprescription drugs 0)
warning by the manufacturer to its in.
mediate purchaser will not suffice. The
decision (that on balance and in the pub-
lic Interest the personal risk to the indi-
vidual was worth Likinx) may well have
been that of the medical society and not
that of appellee. But Just as the respon-
sibility for choice is not one that the
manufacturer can aume for all conivr,

I neither is it one that he can allow hik im-
mediale purchaser to assume. In such

.caes, then. It li the regronsibiit~v of the
manufacturer to Aft that warninEs reach

1the con timer cithir IM iving wnranf
itself or bv ohligtainm he urrhas4r to
Me warning. HIre appeille kn.w that
Warnings were not reaching the con-

|sumer. Appellee had taken an active
part in setting up the mass immunica-

-tion linic program for the society and
well knew that the program did not make
any such provision, eitherin advertising
prior to the clinch s or at the clinics them.

,sly. On the contrary. it attempted to
sure all members of the community
that they should take the vaccine.

We conclude that appellee did not meet
Its duty to warn.

This duty does not impose an unrea-
sonable burden on the manufacturer.

When drugs are sold over the counter to
a!l corners warnings normally can be giv-
en by proper labeling. Such method of
givingg warning was not available here.
since the vaccine came In bottles w.ver
sen by the consumer. flut other means
of communication sudh A advertie-
ments, posters, releases to tie read and
signed by retiplents of the vaccine, or
oral warnings were clearly available and
could easily Pave been undertaken or lore-
scribed by appellee.

For these reasons we hold that It was
error to fall Io In4truct the Jury. either
in warranty or In tort. that appellee was
strictly liable if fit drug caused appel-
lant to contract polio and i( appellant'Cs
taking of the drwg, was without knowl-
edge of risk.' 411

40/ Id. at 1276.

41/ supra, note 34, at 131, emphasis added, citations omitted.
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Although the factual pattern of the method of immunization varied n

the Davis and R yes cases, the Reyes court noted that (in Reyes) Wyeth

knew, or had reason to know, that

the vaccine would not be administered as a
presc option drug, and therefore was required to
am foreseeable users, or see that the Texas

D partment of Health warned them. See Davis
v. Wy;th, supra, 399 F. 2d at l31; cf. Helena
Curtis Industries v. Pruitt, supra, 385 F.2d at
861. Wyeth's failure to warn was a breach of
its duty and made the vaccine "defective"-hence"unreasonably dangerous" - as marketed. 42/

Several aspects of the Reyes case should be clarified.

First, one very important factor in Reyes was a court finding that

the defendant kn , or had reason to know, that the vaccine would be d a-

pensed in mass administrations. In such an atmosphere, there is no op-

portunity to take note of the vaccinee's individual susceptibilities. The

warning to physicians sufficient for most prescription drugs was, therefore,

inadequate in this situation. The court even indicated that had Wyeth had

neither knowledge nor reason to know how the vaccine would be adminis-
43/

tared, the rationale of the Davis case might not have been applicable here.

Second, the court distinguished the Cudmore "appreciable number of

people test" for liability in abreaction cases. Texas courts had found man-

ufacturers liable for failure to warn where the producer was determined

to have (1) put an unavoidably unsafe product on the market; (2) without

42/ Reyes at 1277-1278. For other cases that reached a similar holding
regarding duty to warn and polio vaccine victims see Cunningham v. Charles
Pfizer & Co. Inc 532 P2d 1377 (Okl 1974) Stahlheber v. American Cyanamid
Co. 451 Sw2d48 (Mo 1970).

43/ Reyes Id. at 1277.
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any warning or without an adequate warning; (3) with knowledge, or reason

to know that the product was Inherently dangerous; and (4) knowledge that

the product posed a significant danger to an appreciable number of people.

On the other hand, Texas cases had avoided holding a manufacturer liable

in abreaction cases, where, with a small unidentifiable class, a warning

would be practically meaningless

"Thus with the utility of warning limited and the
susceptible class minute, the manufacturer is
not required to foresee that anyone will suffer
an allergic reaction to his product, and is not
held liable." 44/

The Reyes court did not overrule Cudmore0 but, as stated above,

merely distinguished it. The harmful effect of the Sabin oral vaccine was

held not to be an abreaction.

44/ Id. at 1278.
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Although the
danger of vaccine-induced polio to any-
oem Individual is small, the risk appearS
to be distributed evenly among that sub-
stantial segment of the population that
is not naturally immune to polio. This
is so because the behavior of polio virus
it. those who contract the disease seems
to suggest more a reversion to virulence
by the virus than a sensitivity.il tJke
vaccine. Thus, if al individual is a
member of the, significant susceptible
class, an4 his case should be one of those
rare Instances in which the vaccine
strain reverts to virulence, he may con-
tract polio. This is not a case like Cud-
more, then, where the "appellant belong's
to a cla*s of people not ajppreciuble in
number who are allergle td the drugi..
and In which a warning would have been
futile. 398 S.W.2d at 644. Rather,
proper warnings here would be ad.
dressed to a sieeable group and would be
desi ned to alert each of its members
that although the incidence of vaccine-
induced polio is minute, he does belong
to a substantlil class. an unpredictible
few of which could contract polio from
the vaccine. In light of such factors'
the Texas "abreaction" cases cannot di.
lute Wyeth's duty to warn here. This
view coincides with the objective of Sec-
tion 402A to protect the consumer by Ais
standards of reasortableness in determine.
Ing the manufactrer's duty.

Third, the Reyes court addressed the issue of proximate cause: did

Anita Reyes' injuries result from a defect in the defendant's product (the

defect being the failure to warn)? The defendant claimed that in the face

of the danger of contracting polio, the drug would have been taken in

spite of a warning. Attorneys for the plaintiff argued that any warning

would have been relied upon..

45/ Id. at 1279.
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The court looked ata test suggested by an earlier Texas decision;

that In, a legal presumption that an adequate warning would have been

obeyed.

Where a consumer, whose injury
the manufacturer should have retsona-
Wy foreseen, is injured by a product
asoh without a required warning, a re-
buttable presumption will arise that the
consumer would have read any warning
provided by the manufacturer, and acted
so as to minimize the risks. In the ab.
ace of evidence rebutting the presump-
tion, a Jury finding that the dqfendant's
product was the producing cause of the
plair'ifra injury would be sufficient to
bold him liable. 47

The Reyes court adopted this test:

such a pi esumption works In favor
of the manufacturer when\an ade-
quate warning is present. Where
there is no warning, as in this case,
however, the presumptim that the
user would have read an adequate
warning works Ih favor of the plain-
Uff user. In #tMher words, the pro.
gumption is that Jacobs would have
read an adequate warning. The pro.
aumption, may, however, be rebutted
if the manufacturer comes forward
with contrary evidence that the pro.
sumed fact did not exist. 48/

46/ Technical Chemical Co. v. Jacobs 480 SW2d 602, 606 (Texas 1972)

Med in Reyes, at 1280.

47/ Reyes at 1211.

48/ Id.
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and decided that
Th.Igprcsmumptlon suggested by the
t"WeaAsIo CAMIOsfi opinion thus oper.
aes here to provide the final lenient
ecessry to hold Wyeth Laboratories

11abl for Anita Reyes pollomyeiltl.
Aware of its unavoidable dangers ad
ceglnsant that It foreseesly would not
be dispnsod as a prescription drug,
Wyeth nonetheless failed to warn Mrs.
ROes that its vacJiue could cause polio
In some few of the millions regoiviag the
nmedioses. -Adminatered without a
waning, the vacine was "defective",
Mae unreasonAbly dangerous. Accol.
ins to tm test we have distilled Above,
we must asume In the abstce of evi.
deew to tn contrary that Anita's par.
etOs would have seated on t warning
ha It bm given, Voihaps this would
have proventel er polo. It u -tJ

(emphasis added)

MMLW b&yq volim Ye g

iv Id, at 13821.
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Crocker v. Winthrop Laboratories

Another recent Texas c'se ,is of great concern to drug manufac-
50/

turers. In Crocker v. winthrop Laboratories Division of Sterling Drugs, [nc.,

a patient had become addicted to a drug named Talwin. The manufacturer had

advertised and sold Talwin as a non-narcotic drug. A jury found that the de-

cedent's drug addiction was a producing cause of his death.1 521
Evidence preentqd by. th. defendant-=ompany showed a need for

the drug, proper testing of the drug, Ana, approval of the 'drug from various pro-

fessional and medical groups as well's frpm U. S. government agencies. At the

time of Crocker's death, close to 35 million doses of thb drug had been sold to

approximately three and one-half million patients; at that point, the company had

received reports of only four addictions/dependencies.

The jury determined that the addiction was an abreaction that

could not have been foreseen by the defendant company. It also found that the drug

was Unreasonably dangerous as marketed because the drug company failed to ad-

vise the public that Talwin could cause physical dependence.

The trial court grounded Wintrhop's liability on the positive-mis-

representation theory of Section 402B of the R~estatement (set forth above). The

Appellate court reversed basing its opinion on Section 402A.

50/ 502 S.W. 2d 850 (Texas, 1973); reversed 514 S.W. 2d 429 (1974)

51/ 502 S. W. 2d at 852

52/ A separate suit against the physician who prescribed the drug was settled out
of court.
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In order for liability to attach under S402A, a product must be

both-defective and unreasonably dangerous. Those two elements are not re-

quired under S402B. In order to avoid liability under the latter sections' the

defendant must .show that his misrepresentation did not relate to a material

fact concerning the quality or character of the drug (comments f and g to

402B), did not, influence the purchase of the drug (comment h), and was not

justifiably relied on by the plaintiff (comment J). If the defendant fails to

meet these 5402B tests, then he may be held liable.

The appellate court held the defendant not liable becuase of the

jury' findings that the addiction to the drug was an abreaction and that the de-

fendant could not have foreseen the possibility of addiction in an appreciable

number of persons.

However, the Appellate court ruled foreseeability to be a valid

defense to a 402 B suit.

.[7) These findings resolve themselves
into an issue of whether for esceability is

*n el.ment of a defensive or inferential-re-
buttal issue under ; 402B as it is undegi -

402A, where there is a pure. unadulterated
product involved. Note, 2k, .SwLJ. 678
(1967). We conclude that it is. In the
Cudmore Case, the Court held that ,if the
manufacturer is not an itnsurer, then in
those cases involving a pure. uadulterated
drug, the manufacturer should be liable
"for injurious results only when such re-
suits or some similar results ought reaeo€-
bly to have been foreseen by a person of
ordinary care in an appreciable number of
persons in the light of the attending cir-
cumstances." The finding of an unfore-
seen reaction removes a party from such
class of persons and the manufacturer 53/
from liability in a pure drug case.

53/ 502 S.W. 2d at 856
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The Supreme Court of Texas reversed, holding that foreseea-
% - 54/

bility was not a defense to a S402B action" Its ruling was based on a pos-55/
Uve misrepresentation rather than an inadequate warning theory. Rein-

stating the trial court verdict, the court remarked that a drug manufacturer

who positively represents his product to be safe, is strictly liable for harm

that results from reliance on a representation that proves to be false --

regardless of the manufacturer's knowledge at the time of the representa-

tion and regardless of the fact that the reaction is an allergic one, not corn-
56/

mon to the normal user."

Several important excerpts from the court's opinion should be

carefully noted.

Tke Court of Civil Appeals held that
there should be no liability on the part of
the drug manufacturer because the harm to
Glenn Crocker could o have been reason-
ably fwesees in an appreciable number of
persw. Since the drug was ao unreason-
ably dangerous to the ordinary user. the
Court saw no basis for liability under the
following Texas authorities: C. A. Hoover
ad Soe V. 0. M. Franklin Serum Compa-
my. 444 SWId 596 (TeOXIlI9); Clmore
v. Rkhardwo-herrtll. Inc., 396 S.WV26
640 (Te.CivApp.965. wrk ref'd, n.rc.);
Alberto-Culver Company v. Alorgan 444
SW2d 770 (Tem.avAppv196. wri r erdn.rAc.).

54/ 514 S. W. 2d, supra note 50, at 430

55/ Id. at 433

.6/ Id.
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(3, ) The quoted statements from Cad.
were and Iterpen must be disappwed.
The failure to warn of a danger cannot al-
ways be excused by the mere fact that the
potentially endangered users are few i
number. Furthermore. some products,
though manufactured as d ied and in
tended, are so dangerous in fact that the
manufacturer should be liable fNr resulting
harm though he did not and could not have
known of the danger at the time of mar-
keting.

(4) Th record in the present case
shows that talwin is a good and useful
drug which has no adverse side effects
upon the great majority of Pe41C who use
it but that it did harm Glenn Crocker be.
cause he was one of those people, perhaps
not appreciable in-number, who was sd5._
ceptible to addiction or dependency upon
the drug. Taiwin is therefore a drug that
cannot be made Perfectly safe to all users.
but it can be nade reasonably safe by
kieg marketed with adequate warning. If
gM manufacturer knows or should know of
peitlnl harm to a user because of the "t.
on of Its product, the manufacturer must
ekse an adequate warninq.

in special issue 2. where the jury found
twin to have be unreasonably danger-
.Ms as marketed in 1967, the Inquiry Is spe.
.,really directed to the manufacturr's
failure to warn that talwin could cause
physical dependence. The positive misrep.
rsentation of the drugs effects was not
here included in the consideration of its

dangeuousnes "as marketed." The judg.
went will not be upheld go this finding
(special issue 2.). because we are mo pre-
pared o bod (as the instruction accompa.
sylag that issue would rejauiro) that In the
case of a generally beneficial or good
Product the maufactwsrs liability can be
predicted upon the inadequacy of warning
measured by those facts known at the time
of the trial. See, generallv: Basko v.
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sterlingg Drug, Inc. 416 F.2d 417 (2nd Cir.
1969), Restatement. Torts, Second. J 402A.
comment (k); Kettoni Products Liability
-Drugs and Cosmetics, 25 Vand.L.Rev.
131 (1972); Keeton: Products Liability-
Inamequacy of Information, 48 Tex.L.Rev.
)X(1970).

Liability of Winthrop Laboratories will
t4 predicated upon the finding of misrep.
retscntation that the drug-would not cause
, hysical dependence, a fact conceded by
the attorney for the company in his jury,
argument, and upon the findings of reli-
ance and causation. Whatever the danger
aMd Mate of medical knowledge, and how-

over rare the. susceptibility of the uscr,
When the drug company positively and spe-
"fically represents its product to be free
and safe from all dangers of addiction, and
"hen he treating ?hysician relics upon that
t'Pescntatio',, ;.,i drug company is liable
%'hen the rcprcscitation proves to be falst
44i4 harm results.

57/

The key aspect of the foregoing excerpts is the limited nature of

the ruling. All that the court ruled was that a drug manufacturer who makes

positive represdntations of complete safety. may be held liable for resultant

injury, even if the danger was not foreseeable. It specifically refused to over-

rule a line of cases holding that for a generally useful product, liability could

be basedonthe inadequacy of a warning, measured by facts known at the time

of trial.

57/ Id. at 432. 433.
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An Analogy

In analyzing the need for, and type of, legislation that would avoid

liability foi' manufacturers of swine'flu vaccine .'-" an analogy can be drawn

to the status of persons involved'in the'1rovisicn of blood and plasma for use

in transfusionsr.

One of the ridks involved in bloodiransfusibns'i the-contraction

of serurn hepatitis. An oft-litigated issue is whether the blood supplier

should be liable for the diseased blood.

For A liig iiiit. thc i. t - ii i. %irwti

WAA ii'iered to, lie %irt ith l itti
| ct.A't C:i, it thc 1i11-0 .I t wa.i l'i

until.1t 1 ti e 1',I?.. thlt the C tllt.r-

V locpt1. 'which 1111a4e it p,,,','ihlc t,

#?ltcct tie pm-recCtcc of tile Airto iii

certain iith~.- . C . i. wc, et, is
,rely -49 lier ct'lll ,,elyt' 'ik, ill - ai.,t{ll"
t 4i ' n Ci. hit . . ii i

five ti 1 l ... 4 had Ii-ii c rciti ll c.tesh.
Itt i';grI 1 t'3 a vvi.w I.-.the~ radio.
iil mr ;-- -y 'I RI.. i Itchil, ifte. wa 's

hir,,,LIVOLd T tiS IC.,t i-A COW.,4,id r

to hic ai;roxiiintel.v twice s t.,rcctive
a s. e CI -I . c h it it 'til i- liit

I00 t)vr ci,1t 'lic'Iive. inwctl lt t ltg c

MTeii iii. v'irits i h ,. t: v n the 1 is;t

uue,nitivc test dc c.ucrlv to date often
catil'it dctcut tle !hvpatilki. ailtigcn
%%hellr it isu ilrt ; Q ill, Al S e I) i'd

58/

581 The Insurance' 'Law JrnI. Oct. 1974, "Medical Products -- An Area of'
-Growing Concern". John T. Elser, pg. M3M a- 643.*

*1 -

i!~T ,U VIAL
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since theories o recovery in strict liability and implied warranty

pertain only to sales, and not services, many courts considered the process

of blood delivery as a services thus avoiding liability, and assuring a con-

tinual supply of reasonably priced blood and plasma. There have been suc-

cessful suits based oil breach of warranty and strict liability.

The vase majority of states have now enacted statutes exempting

commercial and non-profit blood banks from liability for the procurement

and processing of blood.

-11lvhi . i w jlV 6r. le ilh1 , %he r0scILt

mijlllier honsi', Wi.re'Amedi. iA vit:sl

tit lhe 111clical C.wllo i tJ he C4.111-Is I iet u. A I10 A.4 01iI.. 111'; .dlll i .. ill

lid.;l 6 5. t. 1(0 per ( ',55 i44I€taI,"
flF.1,i1 h I lift to( 11,1fe $sj.l1hi1'Ili l
t il it ix i estcai .t too I.rewitle #Aif cm,,r rof tilec.il pr,,tectitni ta tl-w+
olupl,;ivLr3 whip, 1,11lcr '+ : W(0111hl IWa

lakisig I.6 KfreAt C rl.6 k All. i r I t5
Ihi usti'm Jtritiiic Oe hir siervi-e. "sla'sgv.

I'lier wbot uoe4 -si1 ¢thali.-le., ior¢+ati.

154115 i .ljejsly?I.g l, will 1lot l1V
1.l liahle hir ;.tiv ioulnjdk:it,:-io which
:trio% cojite~e totleleh jorec(Cm5iumot.

59/ Perlmuttei, v. Both Davdltospl$Ml 123 N. E. 2d 792 (N. Y. 1954), reh.

den. 12 5N.E. 2TWI3 (1954)

60 Community Blood Bank v. Russell, 196 So. 2d 116 (FPa. 1967)

61/ Cunningham v. MacNeal Memorial Hospital. 251 N.E. 2d 733 (111. 1969)M ff'd 266 N.E. 2a 897 (1970).

621 supra note 58 at pg. 546.
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These statutes vary in language and scope (i. e. the Illinois stat-

ute expressly forbids liability based on warranty or strict liability while the

Kansas statute impliedly limits both types of liability)Y. L/

63/ The following states have enacted statutes on this matter:

A comprehensive list o( the present siate Ptatutes Is here prided: CODi Or ALA.
tit. 7A. 1 2.314(4) (Supp. 973): ALAS. STAT. I 45.05.100(e) (Supp. 1974): Ant. Rzv.
STAT. Ae. 1 36.11,1 (1974); Ax. STAT. Av.. # 652.316.3(d) (Supp. 1973); CAL
HmALm & SAn-" Cone j £06 (West 1970); Co%. Gqe. STAT. I 19.139(1) (Supp.
i92): MiJ. Con Ax.. tit. SA. 1 2-316(0) (Supp. 1971); FtA. STAT. Ax. j 62.2-
316() fSupp. 1973-74); GA. Cong A.%.%. I 109A.2.316(&) (1973); HAWAII Rev. SIAT.
t 32.91, 3M.SI (Supp. 1973): InDA1o CO9 139.3702 (Sulip. 1973): Iu. Asm. STAT.

tit. 91, 1 152 (Smith.HuM Supp. 194) .l .IMSTAT. Av. 16-8..2 (Burns 1973).
lowA Cong Av. # 141A.8 (Supp. 1974-73); KA.m. STAT. Ax, 4,63.3701 (1972); KX.
Rav. STAT. A.". 1139.125 (BlAsIIAi 1971); LA. STAT. A.IC.. CIIL Coos art. 1764(8)
(S . 1674); I1., Rry. STAT. A,.. tit. 11. # 2.108 (Supp. 1974-7-6); A S. Con
MDs. art. 43. f 1361 (upp. 1974); Ax. Aws MAsS. ch. 106. I 2.316(01 (Supp.
11113): 26,11m. STAT. A.v. 1 14.52841) (Supp. 1974): Msu. Cosa Am. 1 41.41.1
(197.1): AS. MO. STAT. 1 431.069 (Venon Supp. 1974); Ray. Con Mom. .A..m. fI
60-22WI--i(Supp. 194); R,. STAT. N .. 1 71.4001 (1971): Nv. Rv. STAT. I
480.010 (2,73): N.H. flay. STAT. A-. I 307:8.b (Supp. 1973); '.M. $TAT, Ax.f
12-25.5 (Supp. 19731; GMi.. STAT..N.C. j 90-220.10 (Supp. 1973): XD. Cc.%r. Coos
# 41.02.33(3)(d) (Supp. 1973): Oro Ray. Cowm A.%. 92106.11 (Page Supp. 1973)
OIA. STAt. Axv.. tit. 63. # 2151 (193): ORE. Rtv. STAT. # 97.300 (1973-74); PA.
STAT. A.". tit. . ,f 10021 (Purdon Supp. 1074-73); Coot or LAws S.C. 1 32406
(Supp. 1973); S.D. Co'e. LAwS A.m. 1 57.4-33.1 (Supp. 10741; TL".. Coos A.. I
47.2.314) (ISupp. 193); Tax. Cnn. STAT. A.e. art. 4590.3, f #1-2 (Vernon Supp.
1974); Urt Coca Av.. # 26.29.1 (Supp. 1973): Co0aOF VA. I 32.3-.2 (2973); Rmy.
Cows WoMi. A, . 970.54.120 (Supp. 1973); W. VA. CoM 1 16.23.1 (1972); Wis.
SAT. Asm. # 146,31(t) (West 1974); WVo. STAT. j 34.2.316(3)(d) (Supp. 1973).

from 24 Amrican Univ. Law Review 387, 404 (1976). Based on this list
only New Jersey. New York, Rhode Islands and Vermont have not enacted
such statutes.

W31t1 0 -to* 0 8
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The California statute states:

§ 1606. Blood ete. procasin. dstUblo; rv not sal
"he procurement,.pro" sng, distribution, or use of whole blood,

plasma, blood products, and blo6d'deivatives for the purpose of in-
jecting or transfusing the same, or any of them, into the human body
shall be construed to be, and is declared to be, for all purposes what-
soever, the rendltjr of a service-by e~ch and every person, firm, or
corporation partlcpatlng therein; and shall not be construed .to e,
and is declared not to te, a sale of such whole blood, plasma, blood
products, or blood derivatives, for any purpose or purposes whatsoev- 64/
er... .. .

Several statutes include a statement of public policy along with

the limitation of liability claude.

I 63. DecliAUon of public policy
'Thi pubild'polley of this Commonwealth is to safeguard the health and

well-being of the itiens, Of this Stat6 with reference to the use of blood
sa blood products In the treatment of many human diseases . as *ell as
1tU use In the treatment of Injures resuatn from caiuslties or disasters.
Use of blood &ad blood products In this manner M& ierqMed to such
proporflons that, in the publit interest, there Is need for establishing
Statewide minimum standards for the control and llceng of the
aetItle of blood banks. It 16 declared that the purpose of this act is to
provide for the better protection of public health (1) through the develop.
meat, establIshimen. and esforceinent of. stendarde to sublish, equip.
MWI8taia and conduct a suitable program to collect. process, store and
dlitrbuto wola -human blood, and the rJvaJos human blood derivatlvesprepared from single unite of whole blood by the Ilee~sngof blood banks.
(i) by proviinl qualiflcations for the peronnet of such blood banks
ad (ill) by lasuflar that tho procedure performed by blood banks ate
performed with a high degree of scicttie and professional competeocy.
This act all be liberally construed to sorry out thee objects and pur-

112, Dee. 0. P.?,. 1514. No. 3Ji, § 3. oft. Is 10 days.

64/ California Health an6 Safety Code 51606 (West, 1970).
notes accompany the text of $1606.
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MEDICAL TRANSFUSIONS AND TRANSPLANTS

* 2061111. LisWMltatlo of Jiblhl. 10904VUoa1 1gavdLA~C 00g*lgn
Notwithutandlag any there law. to hospital, blood baiuk. or other *a-

Uty W person shall Le held liable tot death or Injury. reulting from the
Jawful transtalMoI of blood, blood components or plasma der~vatives, or
from the lawful .tramiplan.. tlion or Insertloo o .Usae, bone or orgasa.
e0ept upon & showiSg of Leg1genee on the part of such hospital, blood
bak. eatirty or person. -For tbh purposes of thi act mefglsecO shall In-
elude but not be limited to any failure to obser accepted standards 1i
the Cetleetlos. testing, processing, bmdlelg., tomie. trataportatilo. ie¢-
ufaleatUoe. labellinc. trassfutol., injectlon, trassplamt* 1 or' other prep-
arltion or use of any such blood, blood componeots, pV)P=L dedvatives.
Use, boas or organs. 8pecillc aUy excluded heresodla Is any liaMlity
by reason of imp!led warranty or any other warrwnt +ot expressly a-
durtakeoL by the party to be charged.
112. Jan. St. P.L. 20. mo.9, 1 1.'

Veto, f A1I. Ceaetfvien Rod apoiestie
Anl d t l of ho. Provisions' of this sectio are hot to

pitals, blood banks, person a pa- be spptled elroactlv(ly. Hoffman V.
IUOS toq cartaint acto done In aesn=. Nlser ovdts . 'tll eq PhGldettha. S*

Swith tr~amllJon, anSd transplants. D .AC 3d 351. 1 31.lt r.Ia 23er, PL 20. 4o . 9, mls 'iectn U eo"AllutlW4f1 ar4 byLibrr.y PLf so. f 1 itsll~a-e p'ohlb 4b1.rtcover for In-
Libaryn oometratuson of

Phstls 4 w(t). = except in cose of nelience orl. • Vsg ,k Cs . :, warr1ty ed thmefore €c udes
.. yas a ursess r on us theayof7 s~ trict Stablity

,,. by nd warranty l,,rthofSw V.
Maffto'w itoseital A's. 35 Sucks

... .. . . 1141.11114. ,+ + .

65

64/ (continued):

I SOL stodi et.; proetmlss. dletribtle, service sot "Is
4 roltguro HosJe Ise.

Slplpuenstorl Rade to *e4oa $13. C.A .
Liability -

65/
Pennsylvania Stat. Ann. Title 35, sections 6502 and 10021

41m) t"s ¢,I4.I..
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Conclusion

The bulk of cases in which drug manufacturers have been found

liable for injuries caused to users of their product involve errors or omis-

sions bythe manufacturers themselves. These errors canbe groupedin three

basic categories:

(1) Failure to warn

(2) Use of advertising that has been found to negate warnings

(3) The usage of overly broad and extensive express warranties

Were drug manufacturers to scrupulously avoid falling into these pitfalls,

their chances of being found liable for problems arising out of an immuniza-

tion campaign would be drastically reduced. Of course, one can never guar-;

untee a jury verdict, especiaUy on an issue of fact involving one who has been

severely injured in an innoculation program. The emotional appeal could

very well be enough to sway a jury verdict to the plaintiffs' side. Naturally,

insurance companies are aware of this tendency, and will probably not be

satisfied by verbal assurances from the manufacturers that they will issue

adequate warnings and cut back on advertising puffery.

One possible solution to the problem is to forbid the manufactur-

ers from participating in the marketing process. The vaccine could be d1,s-

pensed in clinics "advertised" and sponsored by local health service agen-

cies. The federal government could issue a standard message, informing

the public of the benefits, and warning of possible dangers of the vaccine. In

that manner, the drug companies would only be liable for errors in the manu-

facturing process.
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If commercial firms do market the drug and are granted im-

munity from liability, what -alternative will the injured consumer have? It

is doubtful that he would be able to collect from the federal government under
hi/

preerit laws.

67/ Compensation for Prescription Drug Injuries, Richard Merrill 59 Vir-
ginia Law Review 1 (1971).

The Tort Claims Act at a minimum requires a showing of fault, but
in many cases proof of fault would not be enough. Evem gross carclcss,.
nas would be insufficient to establish liability for any decision that a
court characterized as "ditcretionar-." Under this heading, tl FDA. .
would probably escape liability altogether for failing to take action to
withdraw or modify approvl of a New Drug Application or for failing
to seize a misbranded or adulterated drug. Only in very narrow and
unprecedented circumstances might liability be based upon the agency's
ap royal of a pw drug, or its exempting of a. drug for investigational
use, even though such decisions indisputably involve great risk of harm.
Government liability could be considered likely only for negligent mis-
certification of a batch of a previously approved antibiotics or perhaps
for failure to inspect a drug. manufacturing establishment-in other
words, for patent departure from the few provisions of the Food and
Dru Act in which Congress has specified in de"al ho'w,, as.wcll as to.
what end, the agency is to act. Even this grudging conclusion under-
states the problerni"of discovery ahid proof thit would confront any
plaintiff. In summary, the federal government cannot realistically be
considered a source of compensation'for anyone injured by a prescrip-
tion drug. Mr. Stedees suggestion that it can" must be classified as
wishful thinking.tm If the government is' to bear part or all of the cost
of drug injuries, legislation will bi required

at page 87, citations omitted"
Pages 102-120 of that article are particularly interesting and are attached
to this paper.
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If it is considered desirable to exempt drug producers from lia-

bility, language from any of the aforementioned State-statute& referring to

blood transfusion matters should prove helpful. A

Kenneth Merin
LegIslative Attorney
American Law Division
JUne 22. 1976
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,,Medical Adversity Insurance"-
A No.Fault Approach to Medical Malpractice
and Quality Assurance

CJu C. HAVIGHURST
LAURENCE R. TANCREDI

A noIOult" insurance system is proposed to replace the present adversary
legal system for dealing with medical malpractice. Designed to obviate In.
qaudris into providert blameworthiness wherever possible, the system hat
features which would bring certain adverse medical outcomes to light, com-
pensait for them promptly though not lavishly, and generate Incentives for
providers to avoid relatively bad outcomes experience. The dificulty_ of
specifying compensable events might dictate that, at least Initially, only
events which are relatively avoidable and easily Identifted when they occur
could be made compensable, the remainder being left for adludleation ux.
der traditional principles. The system would be operated primarily by provi.
jtrs and would stimulate peer review, sell-refulation, continuing education,
end increased attention to clinical outcomes rather than Inputs or processes.
Direct regulation of the quality of care would be unnecessary In areas
where the system proved workable, and medical decision-making would be
iit largely free from outside Interlerence. Costs could appear high but
would be manageable.

Although difficult to formulte, a "no-fault" system for handling the
untoward results of medical care, replacing the present system of
medical malpractice law, is a tantalizing, goal. Potential savings In
legal and administrative costs as well as in doctors' time, reduction
of distrust in physician-patient relations, elimination of the often
unwarranted stigma attached to daims and the bitter adversariness
of malpractice trials, and wider and prompter compensation of In-
jured patients are but a few of the benefits that might be gained
(Secretary's Commission on Medical Malpractic 1973; Duke Law
Journal, .1971:940-952; McDonald, 1971; U.S. Senate, Sub.
committee on Executive Reorganization, 1969). Whether any-
thing substantial might be lost depends on whether the now
.'stem would be inferior to the present system in inducing
higher-quallty care and on whether one regards the probable reduc-
tion in the size of some damage awards as a plus or a minus. We

125



501

think we have found a way to organize a no-fault system which
would produce substantial net gains, would elicit considerable sup.
port within the medical profession, and would advance quality as.
s'trance in medicineiVell beyond its present primitive state. We call
our scheme "medical adversity insurance" (MAI).

The "no-fault" idea is not unitary and may be misleading in
the present context. For automobile accidents, no-fault insurance is
of the first-person, casualty variety and compensates the insured for
such losses as he suffers (Keeton and O'Connell, 1965; New York
State Insurance Department, 1970). An accident-prone insured
may find his policy cancelled or his rates raised as he demonstrates
his propensity to cause harm to himself and his vehicle, but harms
which he causes to others are not his or his insurer's responsibility
(except above a specified dollar amount, where traditional liability
concepts have been retained). With respect to small claims, there.
fore-up to $10,000 in the plan of Keeton and O'Connell (1965),
for example--the system is "no-fault" not only in dispensing with
the expensive process of aligning blame in each case but also in
seeming to excuse harm done to third parties. Our system for deal.
ing with adverse outcomes of medical treatment is "no-fault" only
in the former sense and retains an element of provider responsibility.
ty for adverse outcomes as a means of maintaining desirable incen.
tives. The extensive fault-finding process, with its attendant stigma.
tization and bitterness, is largely eliminated, but we adhere to the
principle of using legal means to prevent or reduce the frequency of
avoidable harms. I

The paper is divided into four parts. The tint describes the
compensation system visualized, showing how experience with other
compensation schemes has been adapted to the medical context. We
believe we have introduced a number of features that make the
scheme administratively workable, generally attractive to the var.
ious parties concerned (other than trial lawyers, perhaps), and ens.
ily comprehended.

The second section sets out the results of an analytical study of
the problem of defining "compensable events," the major stumbling
block in devising a no-fault approach. One important insight here is
the frank recognition that It is impossible to reduce all possible inci.
dents of medical malpractice to handling under our system; never.
theless, the effort may be carried forward step by step, adding to
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the 'list" of compensable events as experience and further study
dictate. Further, we are not reluctant- to classify some events as'
compensable even though they may often be'literttlly unafiodable
under good medical practice. The possibility of overbreadth is inci-
dental to any classific'htion effort in an impure world, and a sub-
stantial amount of such feemingly unwarranted cbmpbfisation is tol-
erable in vie* of the,:high cost ad ' unreliability of case-by-case
adjudication, the probability of randomness in the incidenc of'slch
events over time, aid other factors. The paper"makes some explicit
suggestions for inclusion on the list of compensable events but
dwells primarily on the analytics of list compilation.

The paper's third section deals with the' costs ofMAI, distin-
guishing apparent dollar costs from real costs: Although the appar-
ent costs--i.e., the premiums--could bb high, providers with nor-
mal-loss experience would be able to pass them on to their patients,
or, alternatively, the MAI system could be subsidized'to reduce the
apparent cost without diluting the sought-for Incentie efedts. Even
though a total social cost awdunting -stbuld make the planrleem
cheap in view of the accident avoidance to be achieved,- the prese-
sures generated by MAI could stimulate further inflation'lfi medical
care costs. Thus MAI calls renewed attention to the need to bring
the system's inflationary tendencies under social-control by eiiher
market -or regulatory means' as well as to the difficult tradeOffs
which would necessarily exist between cost and MAY-induced qxial-
ity. ,

The fourth section relates MAI to other mechanisms Ot".quality
assurancein medicine, both current and proposed- As a fundamen-
tally nonregulatory" system, MAI contrasts favorably, with Other
n*hanisms in, leaving'providers, free, within' wi&.liMits, t use
methods ot their own choosing to maximize/the qukilty of cait6'de-
rivered, 'as Judged by the outcomes achieved. Nothilin, MAi is in,
consistent with maintaining direct regulatory coftrlos, but We bo,
lieve it would obviate most of them. - ' '

:MA! is a complex idea, and this papt'suggests ways of'over-
€ownlg the immense difficulties of making it oik. Much remains
to be done in the way of educatioft and experimentation, however,
before MAI can become a reality. The conclusioti suggests how
such experimentation'might begin,'

. ..e *" .. i ' . . ,
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A. VAedicai Adversity Asurance Described

The'prbposed compensation scheme would be roughly analogous to
the workmen's compensation system for handling industrial acci-
dentd (see National Commission on State'Worknien's Comensa-,
tion Laws, 1971 Ehrenzweig, 1964). Health care providers-phy-'
sicians, hospitals, and health maintenance organizations (HMOs)
--would each be required to purchase from a private insurer a poll
cy of "medical adversity insurance" covering their 'patients. Under
MAT, any patient suffering a "compensable event," as defined in
the policy,would be automatically indemnified for certain expenses
and losses associated therewith and would be denied other riecovery.
The payment would cover all medical and hospital expenses and
also loss of wages up to a predetermined maximum amount per
week.

Loss 'of wages beyond'a specified weekly level Would not be
compensated because persons in higher income brackets Could be
fairly expected to insure themselves. Moreover, we do not believe it
would be seen as desirab le to create a substantial discrepancy,
based on tho patient'. income, in the doctor's economic incentives
to exercise care in different cases. By the same token, we would
also prescribe a minimum figure as the entitlement of persons not
actively, or lucratively, employed-housewives, children, and the
poor, for example. Use of such maxima and minima (adjusted peri-
odically in accordance with wage ttends) might also eliminate the
problem of specifically adjudicating damages in"the majority of caS,
es. Some minimum claim level-say, $500--vould also be pre-
scribed to avoid burdening the system with small claims and nietely
technical departures frc..i good medical results." As will 1;6 seen,
larger orfsmaller deductibles or coinsurance ;right be employed for
particular events as'a means'of fine-tuning the incentives.

The competition payment migfii -r might not include a fkc
tot for "pain and suffering," which is the item usually esponsi,61t
for lavish jury awards in malpractice and other tort actions
(O'Connell and Simon, 1972; Franklin, 1967). It ig of course prac.
ticaUly impossible to determine the presence, extent, an4- nature o
this individualizid experience and therefore to assign an accurate
economic ,valu0 i. Nevertheless, for those compensable events
which earry'vith them a high incidence of discomfort for the. viO-
tim, some ild "amount, or perhaps a specified percenrage o f ktii
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cal expenses, might 'c paid. An appropriate distinction might also
be drawn between transitory pain and suffering and that attending
a permanent affliction.

A further important technical feature of MAT would be its
treatment of so-called "collateral" sources of compensation to the
patient. Often, other insurance or other compensation programs will
cover some or all of the patient's expenses. Thus, a patient's health
insurer or a government program might cover his medical and hos-
pital costs, and his lost wages might be covered by an employer's
sick-pay or disability insurance program or by Social Security. Tort
law ordinarily ignores the existence of such collateral compensation
sources in awarding damages (Calabresi, 1970:5-11; Fleming,
1966), and it is often argued that, to prevent windfalls, damage
awards should be reduced by the amount of such collateral compen-
sation. We would propose not that MAX awads be reduced to reflect
Payments from collateral sources but rather that the collateral
sources themselves be compensated under the insurance policy,
preventing the windfall to the patient and restoring to such sources
at least some of the money paid out as a result of the compensable
event. Although this approach would burden the MAI system with
an amount approaching the total cost of the events which occur,
elimination of windfalls would produce a concomitant reduction in
the cost of health and disability insurance and of employer sick-pay
plans; we mention later the possibility that health insurers and other
third-party payers could be required to subsidize MA insurers as a
means of keeping premiums at reasonable levels without distorting
quality incentives. A further reason for allowing compensation to
collateral sources it, that they will be more likely than patients to
initiate inquiries as to the possible existence of a compensable event.

Premiums on MAI policies would be "experience-rated." This
means that a provider having a loss experience higher than normal
would have -his (its) premium for future years raised.1 The me-
chanics of experience rating could be extremely complex. For ex-
ample, the formula for premium adjustment might vary for particu-
lar compensable events or for different levels of payout toreflect
perceived needs for greater or lesset incentives or for protection of
'In workmen's compesation. an annual premium of $500 Is thouht Ft-
cleat to make "merit-ratin" feasible and des~rabls (Nadoa --m-mi
n State Workmen's Compenation laws, 1972:98). .us the feaiblU-

ty of xpric. rating for solo midkal p n e
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the provider against costs associated with truly catastrophic out-
comes. Also, the increased premium might be regarded to a greater
or a lesser extent as a repayment to the insurer of the damage
awards paid out, and, if this approach were adopted, the physician's
age and remaining years in practice might be a factor in the premi-
um adjustment. Experience rating is, of course, the feature which
retains the element of provider responsibility and maintains the im-
portant incentives to avoid adverse outcomes. The opportunity foe
individually specifying the incidence of the cost for each class of
compensable events adds greatly to the plan's flexibility, permitting
allocation of specific risks in such a way as to induce attention of
various participants ;n the health care system to particular quality
questions. Clearly, if the sought-for incentives are to be maintained,
cost-reimbursement systems of financing health care should not au-
tomatically pick up the provider's insurance premiums.

It is widely suspected that a large number of potential mal-
practice claims are never asserted under the present system because
patients or their survivors never become aware of the fact that nlW-
ligence played a part in the outcome. If a system is effectively to
discourage adverse outcomes, opportunities or incentives for physi-
cian or provider "cover-up" of adverse results must be minimized
or altered. We propose that a statutory obligation be imposed upon
the provider to inform the patient of the existence of a claim within
a prescribed period of time after its recognition. Failure to disclose
would render the provider personally liable for the amount of the
claim. In addition, it might be decided that a willful withholding of
Information should prompt a denial to the provider of the protection
otherwise provided against a lawsuit under traditional tort princi-
ples. We believe that a disclosure requirement of this kind is con-
sistent with providers' obligations to their patients and would in
time promote disclosure of adverse outcomes as a matter of course
The provider would not have the opportunity to insure against li-
bility for nondisclosure, and the sanction thus impose being pro.
portional to the magnitude of the patient's potential loss, would
surely minimize the provider's temptation to gamble that the patient
would not become aware of the existence of a claim by other
means. Moreover, the effect on the provider's insuranc premiums-
and the possibility of a quality-related inquiry by the doctor's peers
would reduce the likelihood of patient-provider collusion.
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Another benefit from a disclosure requirement would be the
collection of valuable data on the frequency of adverse outcomes of
various kinds in the health care system. Data of this kind is utterly
lacking today, and its- availability would -greatly improve the sys-
tem's ability to measure both its over-all performance and the per-
formance of each provider (Ellwood et al., :1972). We regard the
quality "feedback". feature of our scheme as among the most A-
portant. Nevertheless, we would -regard the data relating to each
provider as privileged against general disclosure, at least until it was
concluded that the information, or certain pieces of it, had positive
value to consumers and would neither mislead them nor affect
some providers unfairly.

A related and important element in our system is the nQncan-
cellability of MAI policies. Although the insurer might raise the

-provider's premium in accordance withthe experience-rating for-
mula to be prescribed, it would be unable to terminate the coverage
of:individual providers. The only other recourse of the insurer
carrying an apparent bad risk would be to call the attention of gov-
ertmental or professional quality-control authorities to. the provi-
der's poor or sub-par performance. This would allow the normal
peer-review and other mechanisms to determine whether the necessi-
ty existed for limiting the provider's practice in some way or impos-
ing some other quality-promoting sanction; the provider would, of
course, have an appropriate opportunity to defend- against the im-
putation by showing such things as the special circumstances in par.
ticular cases or the high-risk character of the cases treated or the
population served. Variations in the experience-rating formula
could be used to make the medical specialty or the ,medical profes-
sion as a whole a risk bearer, thereby inducing strengthened profes-
sional oversight and perhaps other professional efforts. at improving
outcomes. .

-Inevitable disputes would.bev minimized by listing only com-
pensable outcomes which were readily detectable and by specifying
events in.,szch a way that, at the price of a certain arbitrar.'ness, i
sues abwt -etiology or collateral facts would be avoided. Occur-
Mee of' an event might nevertheless occasionally; be in doubt, and

claims payment might bo resisted on'this ground by either the insur-
er or thb provider (even after giving the patient notice of a possible
claim). Administrative adjudication or arbitration would& be. entu
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,,,% j, :, and the pcovidar's cooperation in the, fact-finding effort
would be compelled. To deter insurers from, unreasoftably resisting
payment and to guarantee patients their day in whatever forum was
provided,, aiw added fixed fraction of the, award could be allowed a;
successful claimant as attorney's fees.. :

Because:the list of compensable events in the MAI policy
would not purport to cover all of,'the possible occtirrences which
might be treated as compensable under traditional notions of -ial-'
practice, a parallel-system for adjudicating-claims not fallingwithin
the policy would. have to be maintained. Although this system
would not be part of MAI, it would be complementary, an4 its de,
sign would require some specific attention. Presumably an arbitra-
tion system or a system of administrative adjudication similar to
that which would be needed tohandle disputed claims'under MAI
would be provided for, and providers would purchase liability in-
surance covering this residual exposure. Design of this system
would draw heavily on the* experimentation currently being carried
on to develop improvements in existing malpractice adjudicatory
processes (Medical World News, 1972; Ellwood:e al., 1972:403-
463).-.

MAI would- require legislation to implementitoAdministrative
supervision would. be needed to operate the adjudication system,
and, some authority would be needed to preside over:t-e develop-
meat and improvement of the list of c9mpensable events, Whether
the machinery would be operated at the federal or state level is not
,lear,.but a period of experimentation at the state level would scen
desirable before a national system tied to federal dancing" pro;
grams is considered.. A pending. legislativeproposal to establish a
Commiision on Quality.Health Care at the federal'level.,(U.,S. Sea-
ate, 1973), with specific instructions to concentrate on' qality-mco-
trol measures emphasizing "he outcomes of medical treatment, sug-
gests that a federassolution raght ultimately be adopted. Such A
Commission .would surely, consider, something like MAI ,s oft
meas of carig out this mandate. :,':. ; .. " ,,

I. Identifying :Compensable Events,

An Illustrative List for Future Study ,
.,Th difficulty ot'defining a compensable event is, self-evident to
nearly 4verqone, but particularly to physicians Badesults of medi-
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cal treatment can be regarded as incidents of the original disease or
condition or of the probabilistic character of most therapies just as
easily as they can be seen as results of errors or negligence in the
health care system. Others who have considered the prospects for a
no.fault system in this field have very nearly despaired of reducing
medical outcomes to a list of compensable events (Keeton, 1973;
Rubsamen, 1972; McDoniald, 1971), and our study only began when
it was recognized that it would not be necessary to handle all cases
of possible negligence under the scheme we were proposing. Our ob-
ject then became to develop a list of compensable events which, with-
out being all-inclusive, would remove the greater number of cases
from the fault-liability system, regularize compensation, and
strengthen quality-promoting incentives. We began by devising an
empirical study to delineate in a rough manner some possible com-
pensable events in one area of medical care having substantial ex-
perience with malpractice claims-.-.orthopedic surgery.

Appellate cases involving orthopedic care over the past forty
years were reviewed to sort out those which presented a strong
medical presumption that the event was avoidable, in the sense that
good care would have prevented the adverse outcome. After these
cases were collated under various categories to develop a tentative
listing of compensable events, a small meeting of orthopedic spe-
cialists, law professors, and lawyers was convened to consider it. Fol-
lowing a briefing on the purpose of the exercise and the principles
that in our view should be applied in including an outcome on the
"list," the group examined the items in the preliminary listing and
proposed a number of significant additions. The resulting list, al-.
though still regarded as highly tentative, included the outcomes
found to be negligently caused in the great majority of the cases
previously reviewed.

The orthopedists who participated in the meeting appeared en-
thusiastic about the scheme as presented. As the list illustrates, they
were quite free in their willingness to include items. In addition to
demonstrating that some agreement could be reached by medical
specialists on the over-all concept and a list of appropriate com-
Pemsable events, the meeting provided the opportunity for examin-
ing the complex medical, economic, and social issues which must be
addressed in developing the list.

The compensable events tentatively identified fell into three
broad groupings. The first grouping consisted of medical care we-
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quelac which can affect the nonorthopedic as well as the orthopedk
patient and which arise from the over-all surgical treatment and
post-operative course of patients. The suggested list included the
following:

-post-operative infections
-thrombophlebitis and embolism
--catheter infections
-allergic and toxic reactions to antibiotics and other drugs
-blood transfusion reactions
-foreign bodies
-hospital accidents
-adverse consequences during experimental treatment (see

Havighurst, 1970a)
-secondary injuries from surgery.

Many of these events are relatively frequent occurrences and will
be controversial. We would emphasize, however, that their inclu-
sion here is meant to be suggestive only, that greater specification
would be needed, and that a complete examination of each item has
yet to be undertaken. Our criteria for such an examination and our
thoughts on the nature of the specification required are set forth
further on.

The second category of compensable events consisted of those,
which affect only the orthopedic patient and physician because they
involve diagnosis and treatment of orthopedic conditions. This list,
also highly tentative, was somewhat more specific:

-growth deformity secondary to bone injury
-Volkmann's contracture and other consequences of improp-

erly administered casts
-failure of healing of fractures (including malunion, nonunion,

and delayed union)
-the consequences of bon6 pathology errors
-the consequences of misreading skeletal X-rays. -

A third category of events was also identified. Entitled "Cons&
quences of Conduct Appropriate for Specific Sanctions," this group
included the adverse consequences of failure to obtain informed
consent, abandonment of the patient, gross negligence, intentional
misconduct, and illegal behavior. Because these behavioral lapse
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relate to special societal expectations regarding professional con-
duct, they seemed inappropriate for treatment in a no-fault system.
Traditional legal doctrines and forums seem adequately to express
and effectuate societal norms with regard to these matters. We rec-
ognize, of course, that the letter of the law on informed consent and
other matters is apt to be confusing, but we regard the jury's role as
substantially more important than stated legal doctrine in enforcing
society's paramount expectation that the physician will accord his
patients their full due as sovereign human beings. Damages in cases
where such duties are violated need not be strictly compensatory.

Criteria
A definitive list of compensable events can ultimately be compiled
only by drawing heavy on the informed judgments of accom-
plished clinicians. Our experience in attempting to identify com-
pensable events is limited, but we have hypothetically addressed
numerous possible candidates in seeking general principles to be em-
ployed in list development. We will state our conclusions on the
general nature of the inquiry, giving some simple cxazmples, and
then provide, by way of illustration, a detailed analysis of the pros
and cons of adding adverse reactions from bloo4 transfusions to the
list.

Arriving at our scheme, as we did, by way of seeking an alter-
native to the present judicially administered tort system, we have
naturally used judicial experience as a starting point, and any list that
is developed to test the idea in practice is likely to include for the
most part things which the courts have frequently identified as com-
pensable events. Our analytical method may ultimately lead well
beyond such events, however, resulting in the listing of adverse out-
comes which have seldom been the subject of a lawsuit. It is at this
point that medical adversity insurance would begin to be seen more
as a new and more finely tuned instrument of quality assurance in
medicine and less predominantly as a means of providing physi-
cians relief from the stigma and trauma of malpractice claims, The
open-ended character of our list is well suited to gradual evolution
in this direction as experience with the easy cases indicates the sys-
tern's capacity to deal with harder ones.

Relative A voidability (Perceived Fairness). The first criterion for
use in deciding about inclusion of an outcome on the list is relative
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avoidability. By this term we invoke epidemiological probabilities
and call attention to the difficulties of designing a system which
meets providers' general expectations of fairness. Having removed
the attribution of actual fault as either the main object or a by-
product of the system, we have shifted substantially outward the
boundary at which perceived unfairness sets in and have thereby
improved the prospects for acceptance of compensation even
though the outcome in a significant proportion of the cases is argu-
ably unavoidable. Nevertheless, until a good deal of education has
been done, the medical community can be expected to resist treat-
ing as compensable a set of outcomes over which they consider that
they have little control. 2

So long as MAI's purpose is seen primarily as one of replacing
the judicially administered system of malpractice law, the judgment
of the minimum degree of avoidability required for a compensable
event will be relatively straighdorware:. The issue would be simply
whether the benefits (in increased fairness) of maintaining the op-
portunity for a fault-related inquiry are worth the cost. This opens
up, first of all, the frequency with which the adverse outcome could
be expected to have a satisfactory explanation which would excul-
pate the provider." But this is only a small part of the problem.

'Fairness is likely to be overemphasized as a concern by physicians accus-
tomed to the fault system. Workmen's compensation, covering all industrial
accidents, makes no pretense at limiting compensation to cases in which the
employer could have prevented the event. In fact, a substantial percentage
of the cases in which compensation is paid involve actual fault on the part
of the injured employee himself. Although there are many factors which
may outweigh fairness concerns, we adhere to a fairness requirement as A
means of recognizing the impracticality of turning providers of medical care
into guarantors of life and health for all.

'On the question of fairness, our conception of the compensable though
possibly unavoidable event may be compared with malpractice claims which
fall under the legal doctrine of res Ipsa loquitur. This doctrine permits a
jury to find a physician to have been negligent solely on the basis of the
court's lay judgment that the adverse outcome (e.g., the sponge left in the
incision) is not likely to have occurred in the absence of negligence. Doc-
tors often object to this doctrine on two fairness grounds: first, that the pre-
sumption of negligence is sometimes factually unwarranted and, second,
that, although theoretically rebuttable by an affirmative showing of due
care, the presumption is practically conclusive in a jury's hands. Although
under our theory, likewise, occurrence of an event included on the list
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One must also contend realistically with the imperfections of what-
ever fact-finding system may be adopted and with the problems and
costs of getting proof which will adequately reveal whether the case
was in fact one of unavoidability, negligence, or what. The risks of
encouraging unproductive, litigation-inspired kinds of "defensive
medicine" must also be counted (Duke Law Journal, 1971). Given
these imperfections in any system requiring extensive fact- and
fault-finding, as well as the high costs of maintaining such a system,
a substantial degree of seeming arbitrariness in a no-fault system
could be justified.4

Once MAT has proved its capacity for effective quality assur-
ance in areas previously policed with some frequency by malprac-
tice suits, the process of moving it into other areas would be merely
evolutionary. To the extent that a greater number of seemingly ar-
bitraiy payments were compelled, there would be desirable incen-
tives to find ways, through research and otherwise, to avoid currently"unavoidable' occurrences. Moreover, the plan could appropri-
ately be regarded as containing an element of social insurance, un-
der which providers would initially bear some of the burden of the
population's unavoidable illnesses. So regarded, the scheme should
not seem unfair since, to the extent that unavoidable compensable

makes compensation automatic, the fundamental difference is that there is
no imputation of fault to the physician. Indeed, avoidability is explicitly a
relative matter in our formulation. We would not require compensation to
be confined only to highly avoidable events, since that would be to reintro-
duce fault through the back door. Another important difference between
MAI and res ipsa loqulitur lies in the medical input into the process of de-
fining compensable events. The criteria and the data used by medical ex-
perts in defining compensable events would go well beyond anything that
enters a judge's mind in deciding whether to apply the doctrine of res Ipsa
loquitur.

'The law frequently sacrifices the parties' opportunities for a full factual in-
quiry of the kind which might be deemed necessary for perfect justice.
Strict tort liability for defective products and the use of "per se" rules in
antitrust law are two examples. One senses, however, that there is a greater
willingness to indulge in such conclusive presumptions where corporations
rather than individuals are thus imposed upon. Whether a physician is a fit
candidate for "enterprise liability" is no longer an open question, however,
SiAce the doctrines of respondeat superior, the "borrowed servant," and the"captain of the ship" all reflect judicial acceptance of nonfault liability for
nodlca practitioners.
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events are randomly distributed, providers would have little trouble
in passing the costs on to consumers through higher charges, thus
spreading the burden throughout the population. There would be
no windfalls to patients or large legal fees included in the payments,
and no doctor would have reason to feel victimized, as physicians so
often do now, by an ad hoc judgment against him and his profes-
sional reputation by a seemingly hostile agency of the state.

To arrive at an estimate of relative avoidability, it is necessary
first to estimate the frequency with which an event is therapy-in-
duced (iatrogenic) and the extent to which it can infact be pre-
vented, or detected and treated if it should develop. latrogenicity
would usually be comparatively easy to determine but would not be
conclusive on compensability because it is common in medical
practice for a treatment regimen to be selected with full awareness
and expectation of its side effects. In these cases, the therapy may
indeed be the best available, in which event the side effects may ap-
propriately be regarded as unavoidable incidents of the condition
which occasioned the therapy.

A decision to make an event compensable must also reflect a
judgment of unexpectedness and of preventability through correct
application of medical knowledge. Although perfect preventability
is not a necessary condition, it may often be possible, by, further

.classification and subcategorizing, to identify events having a higher
degree of avoidability. Thus, for example, a particular adverse drug
reaction, usually tolerable, might be compensated when it occurs in
pregnant women but not otherwise, if pregnancy is a particular con-
traindication. Moreover, even if a side effect were predictable and
acceptable, it might still be made compensable (perhaps with a
higher deductible) if medical science was capable of initiating early
and effective treatment once it develops, reducing concomitant
morbidity or mortality. Other fairness problems might be dealt with
by adjustments in experience-rating formulas. Also, as we suggest
later, subsidies might appropriately be paid to MAI insurers to the
extent of the unavoidable events which were estimated to be cov-
ered. Such subsidies would reduce the over-all financial burden on
providers without disturbing the desired incentives.

The important thing about relative avoidability as a criterion is
that it provides no absolute guide. A lesser degree of avoidability,
i.e., a greater proport .n of seemingly arbitrary payments, can be
justified by a perceived opportunity to obtain substantially im-.
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proved outcomes in .the small percentage of cases where the adverse
outcome is avoidable, by a need to stimulate greater attention (per-
haps research) to increasing preventability, by a need to balance in-
centives resulting from classifying another outcome as compensable,
or by other pragmatic factors. The issue to be faced is simply the
effect on the system's over-all credibility and workability and the
value of the quality inducements achieved. At the outset, how-
ever, in order to assure acceptance by physicians and to pre-
vent the social-insurance element (and costs, if insurer subsi-
dies are unavailable) from becoming too large, the list would
probably include only events which were regarded as avoida-
ble in a high percentage of cases.

Impact on Quality. The second criterion for use in defining a com-
pensable event is the impact on the quality of care. The quality-im-
proving dimension of medical adversity insurance rests, as does
much of the theory underlying the tort of malpractice, on an expec-
tation that the consequences attached to a bad outcome will induce
efforts to avoid it. The challenge is to arrange cost-bearing in such
a way as to harness such efforts and direct them toward achieving
net gains in quality. Incentives are difficult to order perfectly, how-
ever, and some parties are in a better position to influence certain
outcomes than are others (Calabresi, 1970:135-173). Identifying
the compensable event will often call for additional judgments, be-
yond specification of the event itself, which will contribute to a
greater positive effect on quality.

The selection of the appropriate risk bearer is a more complex
question than first appears. One obvious question illustrating
this complexity is which provider's MAT policy-the physician's or
che hospital's-should bear a particular loss. We visualize distinct
lists of compensable events in the two policies and would expect a
risk to be assigned to one policy or the other in accordance with a
judgment about which provider was best able to organize to reduce
or eliminate it. Thus, for example, post-operative staph infections
would probably be on the hospital's list, whereas the surgeon would
likely bear the primary responsibility for, say, antibiotic reactions.
Although this allocation of burdens will ofter seem arbitrary be-
cause responsibility is shared to a large degree," it may prove in-

'For example, staph infections may. prove to be more resistant to preventive
measures if hospital physicians have used antibiotics indiscreetly over time.
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consequential from a quality point of view because the hospital and
the medical staff relate in ways which enable them to work together
to minimize adverse outcomes. Bargaining between them would
surely be initiated whichever way the responsibility was initially as-
sgned, and it is probable that the same preventive actions would
be taken whichever party bore the initial loss (Calabresi, 1970:150-.
152, 161-173; Cease, 1960). It is an important insight that MAI
would create incentives not only for direct action but also for
initiating bargaining with others who are in a position to contribute
to obtaining better outcomes.6 Thus, continuing to hold the surgeon
responsible for the sponge count would make sense if one wished
to see the surgeon remain in control of the operating room and
thought that the surgical staff would be effective in persuading the
hospital to hire better counters.

The hospital and the physician are not the only possible risk
bearers. The risk may be shifted from the provider to-others by
adapting the experience-rating formula for the particular event. It
would be possible, for example, to impose the costs of a class of ad-
vrse outcomes on a particular hospital's medical staff, a particular
medical specialty, or all local physicians or hospitals simply by re-
quiring the insurer to spread them widely rather than allowing them
to be reflected in the premiums of the provider experiencing the
outcome. In this way, professional efforts to improve outcomes in
the particular class of cases could be stimulated.

In the last analysis, a decision not to make an event compensa-
ble is equivalent to imposing the risk on the patient himself, subject
to the possibility of his recovering for malpractice. Whether the loss
should be so assigned is a question which ultimately should be ex.
plicitly considered. There will be cases where the patient is indeed
in the best position to control costs. One such case would be where
patients' frequent failures to follow doctors' orders produce the
harms and where it seems unreasonable (or costly) to rely primari-
ly on the doctors' ability to take special steps to follow up with the

'If bargaining was thought to be too costly or Ineffective for other reasons,
the risk could be apportioned, in which case some bargaining might still oc-
cur. Assignment of the entire risk to one provider or the other, however,
would produce stronger incentives for initiating bargaining andmight better
stimulate desirable% quality-oriented interaction between hospitals and their
medical staffs. The obstacles to such bargaining are not costs bo much is
jealousies, which might yield to financial pressures.
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patient or to maintain the regimen (Calabresi and Bass, 1970:86-
87). Relegating the patient to his malpractice remedy would of
course allow his contributory negligence to be put in issue, whereas
explicitly listing an event as noncompensable could be given the
effect of precluding a malpractice suit altogether, in effect establish-
ing a conclusive presumption of contributory negligence. Perhaps a
high deductible under MAT would produce the risk-sharing arrange-
ment which would generate the desired incentives on both sides.

As another means of imposing costs on the party best equipped
to control them, the MAI insurer might i e induced or required
in some cases to seek recoupment against an independent party
rather than through an upward adjustment of MAI premiums.
For example, where a particular adverse drug reaction was initially
compensable under a physician's policy, the MAI carrier might at-
tempt to recover against the drug manufacturer, perhaps with the
patient as a co-plaintiff seeking any additional damages payable
under tort principles. Under present law in many states the drug
company's fault must be affirmatively demonstrated, but in at least
some circumstances the better rule might be one of warrafi or
strict liability, subject perhaps to the need to show that the physi-
cian had prescribed the drug properly, observing contraindications
and dosages specified in the labeling, and that the patient had fol-
lowed instructions in the drug's use. The physician would then be
liable (through an MAT premium adjustment) only in those cases
where he or the patient, whom he has considerable power to influ-
ence, had misused the drug; whether it would be desirable or ad-
ministratively feasible to absolve the doctor in a case of patient
fault would have to be separately considered. Employed in this
manner, MAI would fit nicely into a legal trend to strengthen the
safety-promoting incentives bearing on the drug manufacturer, the
party best able to obtain safety information and advise users of the
risks. It would also rather neatly effectuate proposals to improve
the reporting of adverse drug reactions (International Conference
on Adverse Reactions Reporting Systems, 1971:23).

In identifying the appropriate risk bearer in a class of cases,
there are reasons why the physician should not be imposed upon
too quickly. It is not sufficient, for example, to create adverse con-
sequences for him where a certain outcome occurs without first ap-
praising the likely.impact on his decision making; precisely because
we have chosen to take a piecemeal approach in developing our list
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of compensable events, we must be concerned about introducing
unwarranted biases into the choice of treatment. One would expect,
of c-6urse, that a physician faced with a cb6ice of two treatment
modes would select the one which had the least likelihood of result-
ing in a compensable event. Butif the adverse results of one meth.
od of treatment were on the list while the results of another availa.
ble method were not, the physician might be led to adopt the latter,
method even if it was not the best In the circumstances. The prob-
lem in defining compensable events is to encourage proper choices,
all things considered, and to avoid creating incentives which distort
doctors' judgments. Thus, if tetanus infections are to be made com-
pensable, so must adverse reactions from tetanus -toxoil, since to
prevent one Is to invite the other and the object Is to induce the
physician to consider the trade-offs.

Because of the need for a "systems" approach to the large dis-
ease categories, special rules of compensability may occasionally be
necessary. Thus, although certain surgical mishaps might be gener-
ally compensable, exceptions might be made in the case of particu-
lar disease conditions where surgery was to be encouraged and the
results of not operating could for some reason not be made com-
penable. Occasionally a high degree of seeming arbitrariness would
have to be tolerated in order that a "closed system" could be
achieved. In other cases where balancing of incentives was difficult,
imposition of the loss on the medical professiont might be preferable
-because of the peer influences generated-to reliance on the in-
centives bearing on the individual physician.

A final risk to be considered is whether MAI might induce
physicians either to refuse to treat patients whose conditions involved
a high probability of resulting In a-compensable event or to enter
those medical specialties in which MAI's coverage was less extensive.
If professional fees reflect higher risks, as they should, these problems
would not be significant. Although physicians would be induced
to avoid handling cases where they lacked confidence in their ability
to measure up to the professional average, this is a desirable effect
and should promote consultations and referrals. If the less skilled
physicians did congregate In certain specialties, it is'not clear that
they would do more harm there than where they are now.

Admlniftraive Simplicity. Our third and last criterion Is admlts.
trativo simplicity. The necessity for defining compensable events so
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that they can be easily recognized in practice can hardly be overem-
phasized. In cases where the etiology of an outcome may be in
doubt, the event must nevertheless be defined to avoid disputes/For
example (to anticipate the later discussion), hepatitis contracted
within six months following a blood transfusion might be paid for
from the transfuser's insurance eventhough the causal connection
could be disputed. Thus, a relatively low degree of avoidability and
an element of arbitrariness in attributing causation are accepted as
the price of obtaining desirable incentives without extensive (and
probably inconolusive) fact-finding efforts.

Issues of administrative simplicity are implicit in much of the
foregoing discussion of criteria. Thus, relative avoidability will of-
ten have to be sacrificed for simplicity, and responsibility for partic-
ular harms may sometimes have to be arbitrarily assigned to a par-
ticular risk bearer to avoid disputes and to provide a starting point
for bargaining directed to improving outcomes.

These and other difficulties illustrate the complexity of system
design, but our judgment is that enlightened practicality together
with high-level medical expertise could design a system which would
be capable at the outset of taking most malpractice litigation
out of the courts or other forums and ultimately of expanding to
provide quality-inducing incentives in most areas of medical care. A
high level of sophistication would be called for, but we believe dedi-
cated medical specialists would be capable of making the system
work.

A Sample Inquiry: Reactions From Blood Transfusions
By way of further illustration but also to show-that we do not mini-
mize the difficulties, let us sketch some of the problems which are
encountered in deciding whether to treat adverse reactions to blood
transfusions as compensable events. Again, our purpose is only to
be suggestive and to show the dynamics of accommodating medical
complexities and uncertainties to the need for a workable system.
We are aided by the earlier studies of the problem of hepatitis reac-
tions by Franklin (1972) and by Calabresl and Bass (1971:83-86).

Approximately five per cent of patients who receive blood
transfusions suffer some untoward effects, although only a much
smaller percentage actually experience large medical expenses, ex-
tended disability, or death (Erichson and Laufman, 1970). Com-
plications from blood transfusions range from mild allergic reactions
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to the transmission of serious diseases such as hepatitis, syphilis,
and malaria (Wintrobe and Foerster, 1970; Allen and Sayman,
1962). In contrast, allergic reactions and transmission of viral
hepatitis may be significantly less preventable, though definite
measures can be taken either to decrease the likelihood of contract-
ing the condition or to mitigate the disabling effects (Erichson and
Laufman, 1970).

Using the parameters developed in the previous section for de.
terminng whether a class of events should be compensable, we ex-
amine two particular blood reactions. The first, blood incompatibility
reactions, falls within that group which might be considered high.
ly avoidable, a likely case for a malpractice suit under the principle
of res ipsa loquitur, and therefore arguably appropriate for inclu.
sion on the list of compensable events. Hemolytic reactions which
are caused by the administration of incompatible A, B, 0, and Rh
groups (or other independent antigen systems) are the most fre.
quent of the severe acute transfusion reactions (Schwartz, 1969).
The clinical manifestations of intravascular hemolysis fall along a
spectrum from mild symptoms such as fever, chills, flushing of the
face, tachycardia, and respiratory distress to severe complications,
such as generalized bleeding, hypotensive shock, acute renal dis-
ease, and death (Schwartz, 1969). Most often these reactions are
due to mistaken identification of recipient or donor blood or inac-
curate typing or cross-matching in a laboratory (richson and
Laufman, 1970). Moreover, if an error should occur despite pre.
caution, early treatment-such as discontinuing the transfusion and
administering intravenous mannitol (an osmotic diuretic) or com-
patible blood-may prevent serious acute renal failure, which is the
most disabling of the common sequelae of these reactions (Erich.
son and Laufman, 1970).

Hemolytic reactions are also usually easy to identify. The clin.
ical manifestations begin immediately following the transfusion, and
careful examination of the blood should permit quick and accurate
diagnosis of the blood incompatibility (Schwartz, 1969).

Because of the high degree of avoidability, the probable bene.
ficial impact on incentives for exercising care, and the minimal op.
portunities for factual disputes, hemolytic reactions should certainly
be included as a compensable event under MAI.

The second adverse result of blood transfusions to be exam.
ined-transmission of viral hepatitis-is substantially less detecta.
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ble and less avoidable and consequently provides an opportunity for
considering some of the many problematical aspects of including
complex and arguably unavoidable events within the- Insurance sys-
tem (Erichson and Laufman, 1970). The importance of post-trans-
fusion hepatitis was highlighted in Cunningham v. MacNeal Memo.
rial Hospital (Illinois, 1970), in which the Illinois Supreme Court
held that a hospital administering infected blood was "strictly liable
in tort" for the consequences. It isnoteworthy that the legal doc-
trine employed eliminated the question of fault or negligence alto-
gether, requiring compensation whenever hepatitis results from a
transfusion, regardless of the efforts taken to avert the event. Al-
though not an issue in the court's decision, the causal relationship
between the transfusion and the hepatitis would probably not have
to be established conclusively but only to the jury's satisfaction,
presumably-by showing that the hepatitis followed a blood transfu-
sion within the disease's incubation period and that the plaintiff had
not been otherwise exposed.

The Cunningham decision was later overruled in Illinois by
new legislation which, similar to laws in most other states, re-
lieved hospitals of liability in the absence of fault (Illinois, 1971;
Franklin, 1972:459-461). Such legislation is arguably inconsistent
with the no-fault compensation system which we are proposing in
this paper. However, we regard our proposal, embodying as it does
a "systems" approach relying on sophisticated medical judgments,
as preferable to judicial singling out of particular events for special
treatment, as in the Cunningham case.

Among the methods available for decreasing the incidence of
post-transfusion hepatitis (aside from refraining from unnecessary
transfusions or unnecessary surgery requiring, blood), rigorous
selection of donors is the most effective (Erichson and Laufman,
1970). Donor selection requires at least extensive history-taking to
determine if there has been any jaundice or recent exposure to hep-
atitis. As shown by the decided decrease in the incidence of hepati-
tis where family donors and friends are used, donors, and particu-
larly paid donors, cannot be relied upon to report accurately, or
truthfully. However, record keeping and donor screening on socio-
economic grounds can dramatically improve results (Erichson and
Laufman, 1970). In addition to careful selection of donors, use of
blood components, such as frozen red cells and plasma, has been
shr wn to prevent much hepatitis, and the administration of gamma
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globulin during the week following transfusion and again one
month later was found in one study to reduce the incidence of icter-
ic hepatitis by over 75 per cent (Erichson and Laufman,
1970). There is some evidence, too, that a method of screening po-
tential donors for "Auftralian" antigen, an agent specific for serum
hepatitis, may be an important technique for detecting hepatitis in
donated blood, but it is reported to be only 25 per cent effective (Ad
Hoc Committee on Hepatitis-Associated Antigen [H.A.A.] Tests,
1971). Once the condition is contracted, the treatment is at best
palliative, including primarily bedrest and nutritional support (Koff
and Isselbacher, 1970). Although some helpful steps can be taken,
post-transfusion hepatitis would be difficult and costly to eliminate
altogether and must be classed as having a relatively low avoidabili-
ty quotient.

Our second criterion for determining whether an event is to be
compensable was the impact that such a decision would have on the
quality of care. We have no doubt that designation of blood reac-
tions as compensable events would result in constructive efforts' to
avoid them, including efforts of the kinds just mentioned. The na-
ture of the efforts to be anticipated dictates that the hospital, rather
than the prescribing physician or the pathologist, is the appropriate
primary risk bearer.7 The hospital is responsible both for procuring
the blood, either from donors or from independent blood banks, and
for performing the cross- and type-matching in its laboratories.
Moreover, the hospital is well situated to bargain with or take
measures against the blood banks and to allocate higher-risk blood
to patients less susceptible to severe sequelae. The hospital can also
induce peer-review efforts by the medical staff to encourage use of
blood components where appropriate, to eliminate unnecessary
transfusions, and to reduce the quantity of blood given. Possibly
some unnecessary surgery would also be prevented by introducing
the cost of these adverse consequences into the hospital's calculus,
thereby sharpening incentives for effective tissue and utilization re-
view.
rho blood bank's potential liability raises an Issue similar to that men.
toned earlier with respect to drug manufacturers. The MAI insurer would
be subrogated to part of the patient's claim, but because the bank's ultimate
strict liability might weaken the hospital's incentive to shop for blood sup.
plies on quality groutids and to encourage responsible behavior by physi.
clans, we would recommend that the bank be liable to the patient and the
insurer only for negligence (see Franklin, 1972:466-470, 479-480).
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A serious quality issue is whether designating blood reactions
as a compensable event will discourage the use of blood in therapy
where it is in fact the best treatment for various conditions. This is
a very difficult issue to resolve. Deterring physicians from certain
types of activities which require blood transfusions is of course one
object, but, unless the improper use of substitutes (plasma or plas-
ma expanders) or the omission of indicated transfusions or surgery
are subject to sanctions sufficient to induce physicians to use blood
when appropriate, making blood reactions compensable might be
counterproductive. Each indication for blood transfusion would
have to be considered, and some exceptions from compensability
might be made for particular antecedent disease conditions where
balancing of incentives proved impossible. Although patients in
these exceptional categories would usually get the benefit of the im-
proved blood-collection and dispensing methods induced by MAI,
disproportionate allocation to them of high-risk blood would have
to be guarded against by regulation and malpractice sanctions.

Although the potential quality gains would easily be substan-
tial enough to warrant listing post-transfusion hepatitis and ignoring
the practical impossibility of preventing it completely, the exigen-
cies of administering MAI would require acceptance of an even
higher degree of seeming arbitrariness. The problem results of
course from the practical impossibility of establishing a causal rela-
tion between a particular case of hepatitis and an antecedent trans-
fusion.

Although a distinction is sometimes made between serum hep-
atitis and the infectious variety, there is no accepted meant of dis-
tinguishing between the two by diagnosis except by reference to the
incubation period, which is thought to be anywhere from six weeks
to six months for the former and three to six weeks for the latter
(Schwartz, 1969; Koff and Esselbacher, 1970). While serum hepa-
titis is transmitted primarily through blood, infectious hepatitis can
be transmitted both person-to-person and parenterally (Koff and
Isselbacher, 1970). These factors introduce numerous complexities
into the identification of post-transfusion hepatitis as a compensable
event.s

'A similar set of diagnostic problems is presented by the possibUity that
hepatitis might result from the administration of chemical (pharmacologic)
agents. Even if transfusion-related hepatitis and that occurring as a side of.
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First, because the two types of viraLhcpafitis~canot be clini-
cally distinguished, some infectious hepatitis contracted by the per-
son-to-person route will have to be compensated for if a complex
inquiry about causation, exposure, etc., is to be avoided. Reliable
data are not available to reveal the relative frequency of contracting
the disease by the two routes, but it would almost certainly be
found that a very high percentage of the cases among persons're-
cently receiving transfusions was the result of infected blood rather
than interpersonal contact. More important, viral hepatitis contract-
ed by transfusion, which reportedly has a mortality in the 10 per-
cent range, is much more severe than that contracted by person.to-
person contact, for which mortality is estimated to be from 0. 1 to 0.4
per cent (Koff and Isselbacher, 1970; Committee on Plasma and
Plasma Substitutes, 1970). Hence, the amounts of compensation
paid on account of hepatitis contracted otherwise than by transfu-
sion would be relatively very small. We would therefore have no
hesitation in making post-transfusion hepatitis a compensable event
even though some hepatitis contracted interpersonally would be
swept: into the category. The consequences of accepting this neces-
sarily arbitrary classification would be less troublesome than, for
example, trying to treat post-transfusion syphilis as a compensable
event.

Second, the frequency of the infectious variety of hepatitis
contracted from blood is not well documented. If rare, a decision to-
deny compensation for hepatitis contracted in the first six weeks
following a transfusion (the minimum incubation period for the ser-

.um variety) might be contended for (Clark and MacMahon,
1967:482). It is not clear that such transmission might not be fre-

fect of drug therapy were both compensable events, an issue could still exist
over whether the loss should be borne by the hospital procuring the blood
or the doctor prescribing the drug. If a differential diagnosis is required, "di.
rect toxic" hepatitis can usually be distinguished by history of exposure to
chemicals along with rather characteristic morphological abnormalities on
liver biopsy. Hypersensitivity reactions are more difficult, and under certain
conditions may be indistinguishable in critical manifestations from viral
hepatitis. However, extrahepatic clinical manifestations of hypersensitivity
are quite common (rashes fever, leukocytosis) and would be useful in
most cases in distinguishing this condition. Hepatitis may also be a feature
of other diseases, such as leptospirosis and lupus erythematosis. But these
conditions would be readily distinguishable from viral hepatitis by their sys.
temic nature and through diagnostic measures.
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quent in the experience of at least some transfusers (Koff and Is-
selbacher, 1976), however, and it would seem desirable to maintain
incentivesto minimize its occurrence. .

Third, in view of the disease's incubation periods, it might be
appropriate to deny compensation for hepatitis contracted within
three weeks after the transfusion--or six weeks, if the desire was to
compensate for the serum variety only. Nevertheless, to avoid fac-
tual issues about the precise date when the diseasemanifested itself,
we would ignore the possibility that the disease was in incubation
when the transfusion occurred and would pay-for any case appear-
ing after the transfusion., Not only would this obviate a difficult ex-
planation to the patient, but also, in almost all cases, a physical
exam given at the time of the transfusion would document the ab-
sence of hepatitis symptoms as of the starting point (Koff and'Is-
selbacher, 1970). Failure of the patient to bring oyert hepatitis
symptoms to a doctor's attention by the end of six months would
cut off the patient's claim.

Another causation problem requiring an arbitrary solution
would be presented jf the patient had received several transfu-
sions at the hands of different providers in the six months preced-
ing onset of the disease.. The most recent transfuser might be made
the risk bearer in this case, or the cost might be spread proportion-
ally in some way. ..

Another important epidemiological consideration, especially
with respect to the drug addict population, is that other types of
needle penetration can transmit serum hepatitis (Clark and Mac-
Mahon, 196/:482). The disease contracted in this way has been,
shown to be comparatively uneventful, however, possibly because
of a close correlation between the total dose of the contaminated
material and the severity of the disease (Clark and MacMahon,
1967:482). In addition, it should be relatively easy through de-
tailed histories and physical examinations to identify that popula-
tion which might have received the hepatitis virus .via hypodermic
needles and to take extraordinary prophylactic measures (gamma
globulin). Liver function studies on admission may also aid in
screening those addicts who have entered the hospital in the sub-
clinical stages of hepatitis (Koff and Isselbacher, 1970; Chaliirs
et at., 1965). If, however, the probable incidence of claims for'
non-transfusion-related hepatitis seemed excessive, it might be ac-
ceptable and would create few administrative problems shniply to
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eliminate all hepatitis 8seen in the drug addict population from the
list of compensable events. Independent liability would attach, how-
ever, if such an exemption should induce the hospital to allocate
higher-risk, commercially procured blood to this population.

Another major question which would be presented from time
to-ttime is the extent of compensation when the listed outcomes can
directly produce a chronic condition which may require expensive
long-term ,treatment. There is, for example, evidence that post-ne-
crotic cirrhosis can be a sequela for a small proportion of patients
with hepatitis, and this condition can progress to severe deteriora-
tion of the liver, requiring frequent and expensive hospitalization
and treatment (Clark and MacMahon, 1967:269). Because cir-
rhosis is caused by other diseases, such as. alcoholism, it would
probably be necessary to deny compensation for this disease even
when appearing in patients previously suffering post-transfusion
hepatitis (Tisdale and Isselbacher, 1970). The alternative of ex-
cluding severe alcoholics from compensation would create the basis
for unpleasant factal" disputes which would be less manageable
than the exclusion of heroin addicts suggested earlier. It is notable
that administrative simplicity can be a ground for, excluding an
event from the list as well as including it, especially where substan-
tial quality gains are not to be anticipated.

The foregoing discussion suggests our conclusion that, subject
to open questions which await expert attention, most adverse reac-
tions to blood transfusions can be appropriately designated com-
pensable events. More important, however, it reveals the analytics
of arriving at such a conclusion for any medical outcome, including
those with obscure etiologies, In our view it is possible to accommo-
date medical complexities to the need for appropriate incentives
and administrative simplicity and to achieve a system whereby, in
most of the important areas of medical practices malpractice suits
will be rare. Those providers with better outcomes will be rewarded
in proportion to their better performance. Much remains to be done,
of course, to verify our instincts.

III. Cost Implications of Medical Adversity Insurance

The Distribution of Costs Among Providers
One premise of our plan is that literally unavoidable outcoiries (and
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their costs) will be randomly distributed over the provider popula-
tion so that they will be reflected uniformly in fees. No single provider
will suffer a financial disadvantage except insofar as his outcomes
reflect a lower degree of care or skill. This premise is not alto-
gether valid. Aside from the statistically predictable variations in
experience which the assumption of randomness obscures, some
physicians and some hospitals will be more exposed than others to
increasing insurance premiums because of the nature of their prac-
tice. Thus, the best specialists, who have the hardest cases referred
to them, could expect to have poorer. experience than their less tal-
ented colleagues. Providers serving poorly educated patients or pa-
tients from unhealthy environments could also expect a greater in-
cidence of various mishaps-such as hepatitis contracted otherwise
than by transfusion but nevertheless compensable under our
scheme. We believe it is apprehensions such as these, as well as a
pardonable fear of a run of bad luck, which would lead many phy-
sicians to accuse us of trying to "guarantee" the results of medical
care. We take very seriously tlis accusation and the problems it re-
flects.

The system as we have designed it supplies many built-in proa'
tections against egregious distortions. Other protections could be in.;
troduced if they were thought necessary. A provider serving a poor
population might end up paying more claims, but each would be
somewhat smaller in amount because of the economic status of the
patients themselves. Furthermore, physicians similarly situated--in
terms of population served or type of practice-would face similar
costs and therefore minimal competitive disadvantages; the expert
physician accepting high-risk referrals would receive higher fees
and thus could reasonably be expected to bear higher costs. In
some instances, compensable events might be defined to reflect cer-
tain excessive exposures, as in the suggested -exception for post-
transfusion hepatitis contracted by heroin addicts. Similarly, adverse
outcomes in cases presenting particular, definable complications
could be excluded to reduce the exposure of physicians or hos-
pitals accepting such patients. On the other hand, care must be
exercised not to eliminate the incentive to refer complicated cases
to the more qualified provider, perhaps by exempting only the
board-certified physician from the bearing of particular risks. The
most flexible solution would allow providers with greater exposure
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to qualify for a less burdensome experience-rating formula.' Al-
though this range of concerns clearly complicates further the deline-
ation of some compensable events---coming under the criterion of
relative avoidability and fairness-we believe it can be handled eq-
uitably in our analytical scheme.

.. To characterize our scheme as "guaranteeing" results misrep-
resents the matter a bit and obscures the overriding purpose. The
compensable events will for the most part be outcomes which were
avoidable by good medical practice and which left the patient worse
off than he had a right to expect to be. The event will only occa-
sionally te such as to produce an absolute warranty of a cure and
then only when the medical experts formulating the list conclude
that this is the best means of inducing high-quality care. Again, the
achievement of the practical objective requires suppressing some
qualms, and it should be noted that our decision to treat a particu-
lar provider's outcomes experience as privileged against disclosure
reflects our sensitivity to the fairness issue involved.

MAI Premiums vs. Real Costs
Ultimately the dollar cost of MAI premiums to providers could be
quite high. We would argue, however, that on a total social ac-
counting there may be no'net increase in real costs at all and, more-
over, that the quality gains to be anticipated would justify some in-
creased cost in any event. There are several points to be made.

First, substantial savings are possible by eliminating the ad-
ministrative costs of the present malpractice tort and insurance sys-
tem. It has been estimated that as little as 17 per cent of total liabil-
ity insurance premiums paid is actually paid out to injured patients,
the rest going for administrative and legal costs (McDonald,
1971:5); this figure is much lower than the comparable and also
disturbingly low figure (44 per cent) in automobile liability insur-
ance (Conard et al., 1964). It is far from clear that adjudication of
the fault; or freedom from it, of health care providers is worth this
high cost, particularly in view of the untrustworthiness of the ver-
dicts rendered in emotion-laden trials. Since MAI would almost
certainly eliminate a great deal of these administrative and legal

'An analogy may be drawn to "manual rating" in workmen's compensation,
under which industries having different risk exposures are treated separate.
ly. Similar classification of hospitals, for example, would facilitate arrival at
an appropriate average for use in-cost-reimbursement financing schemes.
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costs, it promises on its face a substantial saving in total expense for
the public. Even if providers' MArVemiurts would be larger than
their current malpractice insurance premiums, they would more
clearly represent payments actually made to unfortunate patients
and should therefore occasion less resentment.

Second, MAT would result in compensation for many injuries
which are not the subject of malpractice suits today. It is widely ac-
cepted that many claims are not brought because patients are una-
ware of any mishap. Many more adverse results are accepted by
patients who either lack a litigious spirit or sympathize with the
physician and regard him as nonculpable. To the extent our plan
would result in compensation for meritorious claims -not brought
under the present system, there is arguably no now cost but only 4
transfer of costs from injured patients to others who were, in one
sense at least, always legally obligated to bear them. Moreover,
even the amounts paid under MAI to patients suffering unavoida-
ble results represent only the socialization of private costs and are
not really new expenses in a social sense. Nevertheless, the transfor-
mation of patients' lost wages, etc., into a cost of health care, re-
flected in doctors' fees and hospital charges, will contribute to the
appearance of inflation.

Third, many of MAT's dollar costs will reflect payments to col-
lateral sources, such as health and disability insurers and employers'
sick-pay plans. Thus, reductions in the costs of other public and
private programs will offset the costs of our scheme, producing no
change in a total accounting. Providers through whom the funds are
redirected will, of course, perceive the matter otherwise, and, again,
the appearance of inflation in health care costs will be inevitable.
To the extent that such appearances rather than realities provide
the basis for governing the country, we anticipate problems in sell-
ing our scheme.

Fourth, total perceived costs will depend on the contents of the
list of compensable events. Undoubtedlycost considerations would
enter into decisions not to list particular outcomes, although we
would not regard this as appropriate for inclusion as an explicit cri-
terion.

Fifth, the total dollar costs to providers might be reduced by
allowing MAT insurers to pool the risks of "unavoidable" events
and then providing subsidies to this insurance pool. These subsi-
dies could appropriately come directly from the various health in-
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surance plans, the same sources which would have paid them ulti-
mately if they had instead been reflected first in MAI premiums
and thence in higher provider charges. The subsidy would of course
not be so large that MAI insurers would not still bear the full risks
associated with departures from good quality. Premiums would con-
tinue to reflect providers' individual experiences, thereby preserving
the incentives. The ideal subsidy arrangement would, however, the-
oretically enable the provider experiencing no avoidable events and
only the average amount of unavoidable outcomes to pay only a
zero premium, with the premiums of his iess competent or less
lucky competitors ranging upward from that figure. The point is
simply that a subsidy to the insurance pool could permit the incen-
tives in the system to operate-without a funneling of too large a
share of the nation's health care costs through the providers and
into higher charges which merely reflect large MA premiums paid by
everyone.

Sixth, it the "unavoidable" portion of the cost could be re-
moved as a burden on MAI by a subsidy, the remainder of the cost
would theoretically be subject to reduction to zero by the providers'
own efforts. Tt would therefore be inappropriate to estimate future
MAI costs solely by reference to past experience. As an illustration,
our "back-of-the-envelope" calculation of the aggregate cost of
treating post-transfusion hepatitis as a compensable event, assuming
no change in present practices or performance, is $175 million. 10

*y accepting the current incidence of hepatitis among volunteer do.
nors as the best attainable performance-roughly five infected units
per thousand, a figure which could probably in fact be improved
upon somewhat-and estimating that the number of units con-
sumed could be reduced by 10 per cent, we further calculate that

"This figure was derived by using the following assumptions, some of
which were obtained from the Ad Hoc Committee on Hepatitis-Associated
Antigen (H.A.A.) Tests (1971) and the Committee on Plasma and Plasma
Substitutes (1970): Approximately 2,000,000 Americans receive blood over
the course of one year, of whom 1.5% (30,000) develop overt hepatitis which
requires hospitalization. Of these, 10% (3.000) die from the acute episode.
For those surviving, the average period of hospitalization is 28 days, with an
additional month of convalescence. The costs for hospitalization are $100 per
day, medical care and convalescence costs are $200. and lost wages average
$100 a week. A conservative $25,000 is ascribed to costs associated with death.
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the irreducible portion of the total is $42 million." If a subsidy of
this amount were arranged, MAl premiums would vary from a very
low figure upward, and no provider would have reason to anticipate
a burdensome rate unless it was failing in its quality-control obliga-
tions. Our expectation would be that the $133 million remaining in
our calculations as the cost of "avoidable" events would fall sub-
stantially if MAT were inaugurated. We therefore regard that figure
more as an estimate of maximum potential benefits than as an esti-
mate of potential costs. (The figures themselves are of course not
meant to be taken as accurate measures but only as indications of
the magnitudes involved and of the statistical information useful in
developing the system.)

The foregoing thoughts are meant to distinguish apparent costs
from real ones and to suggest that very substantial gains can be an-
ticipated from MAI with no significant new costs other than those
of MAT administration. Nevertheless, there exists one different and
very important basis for concern about MAI's effect on the actual
total costs of medical care. This concern originates in the probable
tendency of the incentives created by MAI to stimulate lavish ex-
penditures by providers in pursuit o better outcomes. We of course
expect our system to produce numerous valuable quality improve-
ments, many of which can undoubtedly be obtained quite cheaply.
Nevertheless, our plan provides no control on expenditures made

uFranklin, (1972:441,445), using the best available (but very possibly un.
reliable) data, breaks down the blood supply as follows:

4,300,000 units of volunteer blood @ .005 infection rate = 21,500
1,700,000 units of paid-donor blood @ .05 infection rate = 85,000

Total infected units = 106,500

If the 1,700,000 commercial units could be obtained at the .005 infection
rate, roughly 76,500 infected units would be eliminated. If the same 75 per
cent reduction as in the total infected units could also be expected
in the estimated number of serious, transfusion-related hepatitis case,
there would be a reduction from 30,000 to 7,500 per year. Next, assuming
that a 10% reduction in transfusions would be veftected in the incidence of
cases, we reach 6,750. to which we add about 200 cases of serious infectious
hepatitis likely to be contracted interpersonally by the roughly 1,000,000
recipients of blood in any six-month period (using a national annual incidence
rate of .00019). The total of roughly 7,000 cases, at an average cost of about
$6,000 under MAT, sives $42 million as the irreducible amount.
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in setking quality improvements. We recognize that beyond some
point the further cost increases induced would outstrip the value of
the resulting quality gains. We choose to address this very real in-
flationary threat in the following section under a heading derived
from the name given to a similar tendency allegedly generated in the
present system by the threat of malpractice claims-"defensive
medicine."

The Inflationary Threat from "Defensive Medicine"
Legal scholars are coming to expect liability rules (i.e., those affect-
ing risk bearing) to produce "optimizing" tendencies--that is, to
induce private decisions reflecting appropriate cost-benefit trade-
offs between increased safety on the one hand and the cost of
achieving it on the other (e.g., Calabresi, 1970). Thus, a manufac-
turer will add safety features to his rotary mower only as long as he
can induce consumers through advertising to'pay for them or can
anticipate a reduction in damage payments which is at least as great
as his outlays for safety devices. Aside from possible concerns
about fairness (Blum and Kalven, 1967), well-designed liability
rules which require no fault-finding are thought to offer the best
opportunities for properly ordering incentives and achieving the
"correct" level of safety through a self-optimizing system (Calabre-
si, 1968). Circumstances will conspire, however, to disappoint any
hope that medical .dversity insurance would produce a system with
such optimizing tendencies. Because of a series of phenomena
which are reflected in the practice of "defensive medicine," MAT
will be of only slight assistance i- minimizing the social costs repre.
seated by the sum of expenditures on accident avoidance (i.e., im.
proved "quality" in medical care) and the costs of accidents them.
selves (i.e., technically avoidable adverse medical outcomes).

The problem of "defensive medicine," the name given to those
nonproductive practices of physicians which are widely alleged to
result from fear of malpractice suits, can be broken down in sevcrnl
ways (Duke Law Journal, 1971 ). First of all, the patient's Igno.
rance allows the physician a substantial amount of discretion about
what should and should not be done, and there are few occasions
for the patient to exercise meaningful choice about whether particu.
lar diagnostic tests should be done or therapeutic steps taken. Sec.
ond, the prevalence of third-party payment for the care given re,
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moves the patient's direct financial take and frees the physician
from any fiduciary responsibility to the patient for holding down the
total bill. In its most extreme manifestations, defensive medicine re-
flects an unfortunate conflict of interests on the part of the physi-
cian, who may be tempted to use the resources of others for the prl,
pary purpose of protecting himself from a possible thalpractice
claim. Some instances of "defensive medicine" are almost complete-
ly nonproductive, such as redundant diagnostic tests and X-rays,
record making for possible litigation purpose, refusal to accept pa-
tients perceived to be litigious, and hesitation in embracing proven
new techniques. In other cases, some medical benefit may in fact
accrue to the patient, but there is no check to determine whether
the benefit was great enough to be worth the cost of achieving it 6r
whether the probability of a benefit justified the expenditure.

Because MAT would do nothing about changing the physi-
cian's dominant decision-making role or the financing of health
care, physicians and hospitals would continue to have relatively free
hands in spending money in pursuit of better outcomes. Indeed, the
incentives created would probably encourage choice of expensive
treatment modes and stimulate inflationary pressures. One could,
however, have some confidence that such inflation was contributing
something to obtaining better outcomes and that the system was not
stimulating the nonproductive kinds of defensive medicine or exces-
sive use of those measures which carry a significant risk of com-
pensable iatrogenic disease.

We would be content to leave cost controls ir medical care to
other mechanisms. Cost control can take many forms, Including
(1) direct regulatory controls, through peer review or other ovet-
sight of physicians' activities in treating particular conditions and
through limiting hospitals' service capabilities by "certificate-of-
need" requirements; (2) giving providers a fixed budget with which
to produce the best possible outcomes for an enrolled population;
or (3) a market-oriented system, with lem..relinnce on automatic
Plirif-porty p:aymcnI. of cetlI and cIiorgesu unit freilrinjg encotir" e-
mcnt of prepaid HMOs as a potentially strong competitive check on
the insufid-fee-for-service sector's tendency to absorb resources
(Havighurst, 1970b). Clearly quality and cost are ultimately in
conflict, and some mechanism for expressing the limit of society's or
individuals' willingness to devote resources to health care must be
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found. We believe, however, that creation of incentives for Im.
proved outcomes is an extremely important building block in the
health care system of the future and that it might prove undesirable
for quality controls to be tied in too directly with cost constraints.

Although we would be quite satisfied to see the necessary cost
controls introduced independently, with providers left free to max-
imize the quality of outcomes within the limits externally imposed,
we would anticipate substantial interaction between cost and quality
assurance. We would expect, for example, that some decisions
against listing an event as compensable will be influenced by a fear
about Inducing very expensive but insufficiently productive coun-
ter-measures. Although we have not suggested such cost consider.
tions as an explicit criterion for decision making, we would not wish
to exclude them altogether. Quite possibly the listing of a compens-
able event might be accompanied by a recommendation to funding
agencies concerning the appropriateness of paying providers for
certain costly tests or precautions.

The Hazards of Undervaluing Damages
The lack of any immediate prospect for obtaining optimizing be-
havior by health care providers may appear to reduce the impor.
tance of imposing on them the "full" costs of the adverse outcomes
which they experience. For example, it might be asked whether the
proposed subsidies to the MAI system could not appropriately ex-
ceed the value of so-called "unavoidable" events, since, given the
weakness of cost constraints, there should be little concern that the
quality induced would be suboptimal; under this reasoning, more-
over, it might seem not only permissible but desirable to illow a
larger subsidy for events the listing of which seemed likely to induce
excessive expenditures. Nevertheless, acceptance of larger subsidies
would threaten the system's integrity and potential benefits in sevet-
al ways. For one thing, health maintenance organizations are an ex.
ception to the system's nonoptimizing characteristic, since they have
no opportunity to pass on the cost of "excessive" quality to third-
party payers. Rather, they will wish t? find the most marketable
combination of quality and price. To impose on them less than the
full cost of avoidable adverse outcomes might be to induce poor
quality. But to impose less substantial costs on their competitors
would creAte a competitive disadvantage for HMOs. Moreover, as
cost-conscious HMOs begin to appear in the marketplace, their
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competition will lead other providers to recognize cost constraints.
In these circumstances, it would be important that the cost of poor-
quality care delivered not be greatly understated. The shortcomings
of workmen's compensation should be a warning that inadequate
quality incentives---in the form of out-of-date benefit schedules-
can produce suboptimal performance (National Commission on
State Workmen's Compensation Laws, 1972).

These thoughts lead us to a recognition that our system al-
ready understates true damages- somewhat by' ignoring some wage
losses and "noneconomic" damages and by using Insurance to some
extent to spread costs. If cost constraints become appreciably
stronger in the future, it may become necessary to increase the
compensation paid under MAI in order that appropriate incentives
for good quality be maintained. In recognition of the possibility of
change in the economic pressures acting within the system, we
would wish any legislative prescription of MAI to include a require-
ment for periodic reexamination of the strength of the incentives
provided and of their sufficiency to induce care of no less than opti-
mal quality. For the moment, we are persuaded that providers' ori.
entations, consumers' expectations, and market forces are such that
the quality of care resuming from the incentives generated by MAI
would be in keeping with society's reasonable expectations. Al-
though MAI should produce substantial quality gains in the present
system, we would not want it ultimately to become, like workmen's
compensation, a ,rimary cause of suboptimal performance.

IV. Medical Adversity Insurance and
Other Quality-Assurance Mechanisms
Strong pressures exist for strengthened regulation of the quality of
medical care. Physicians are apprehensive about attempts to regu-
late in this area for many reasons. Among them are a fear of bureau-
cratic intrusions and an appreciation of the elusiveness of quality and
the difficulty of formulating and applying standards to measure or
attain it. We regard medical adversity insurance as an attractive,
nonregulatory alternative to other quality-control efforts, although
its adoption would not foreclose, or necessitate dismantling, other
programs.

Present regulatory measures designed to assure quality look to
the control of the inputs into. medical care, either by excluding such
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things as personnel lacking required credentials, unproved drugs,
and unapproved facilities or by mandating the presence Of other
personnel or equipment (Carlson, 1970). Institutional quality con-
trol and evaluation usually depend on methods-e.g., the "medi-
cal audit"-in which processes are reviewed by -peers to see
if "good medical practice" has been followed (Donabedian, 1968).
Such process-oriented quality-assurance techniques are also being
adapted for regulatory purposes in utilization review and other
peer-review mechanisms (including Professional Standards Review
Organizations), though they promise to be quite expensive to oper-
ate and highly dependent on the reviewers' good will and providers'
willingness to cooperate.

Eschewing specification of either inputs or processes, MAI
looks only to outcomes. This makes it at least potentially the most
effective and efficient q-uality-assurance mechanism, since it is con-
cerned only with ends and inspires providers to find the means most
appropriate to achieving the demonstrably desirable results (Ell-
wood et al., 1972; Williamson, 1970). Of course, regulation of in-
puts and processes is also directed at obtaining better outcomes,
and, when properly administered, these approaches reflect attempts
to find reliable proxies for good over-all performance. But the diffi.
culty of relating inputs and processes to outcomes is very great, and
the danger, realized over and over again, is that adherence to forms
and possession of credentials will be too quickly equated with quali.
ty itself. Because MAI would create ubiquitous incentives for im.
proved performance rather than merely compelling compliance with
some prescribed minimum level of achievement, it is the ideal tech.
nique for quality assurance in medicine-if it can, as we think, be
made to work administratively for a wide variety of outcomes. We
would argue, for example, that compensating adverse transfusion
reactions under MAI could reasonably be expected to do much
more to prevent them than the emerging regulatory efforts being di.
rected at this problem (e.g., U.S. Food and Drug Administration,
1972); it would also do as well as or better than the return to
altruism in blood collection desired by Titmuss (1971).

As a quality-assurance device, the law of malpractice has to
some extent focused attention on outcomes, since for the most part
a claim arises only where a disappointing outcome occurs. Never.
theless, the standard of care employed, looking to negligence or de.
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parture from accepted practice, necessitates an extensive and often
inconclusive process-related inquiry. Only in cases falling under the
doctrine of res ipsa loquitur has a true outcome orientation been
achieved. But the necessity for attributing fault in those cases has
prevented extension of the principle so as to make outcomes the
paramount concern in a wide area. Of course, if physicians have in
fact concerned themselves more actively with achieving better out-
comes as the best means of avoiding lawsuits, then desirable, out-
come-oriented incentives have indeed flowed from malpractice law.
Our view, however, is that the law's blessings in this regard have
been so mixed with less desirable effects--reflected not only in high
administrative costs and nonproductive kinds of defensive medicine
but also in deteriorating doctor-patient relationships and in physi-
cian distrust of law and its processes-that the tort law approach
must be accounted a failure. Even assuming some net beneficial ef-
fect on the quality of care, we think doctors should not be terror-
ized by the potential stigma and emotional trauma of a malpractice
suit. True quality will be best promoted by systematically directing
the doctor's attention to the outcomes he is achieving and by using
the quality-related information and the incentives generated by
medical adversity insurance to direct professional attention to those
places where substantial improvements can be achieved.
- Nothing in MAI is fundamentally incompatible with work now

being done on quality assessment or improvement. Indeed, the mar-
ket demand for quality-control techniques which are effective in
terms of outcomes would increase if MAI took hold. Moreover, all
kinds of research directed to improving outcomes-including basic
biomedical research into causation,, detection, and prevention of
disease as well as improved treatments-would receive an impor-
tant stimulus. The data generated by MAI would facilitate both epi-
demiological evaluations of various treatment modes (see Coch-
rane, 1972) and emerging efforts at applying probabilistic decision
analysis to medical care situations (see Ginsburg and Offensend,
1968). Most important, physician interest in the findings of such
research and the demand for continuing medical education would
increase, with a direct and immediate effect on quality.

With MAI added to the mix of quality-assurance mechanisms,
regulatory measures concerneZ with the quality of care would be of
substantially reduced importance, although they might continue to
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exist side by side with MAI, particularly for the purpose of cover-
ing portions of the field not immediately reducible to compensable
events. The incentives produced by MAT might obviate regulation
of inputs altogether, particularly personnel licensure, or at least al-
low a shift to institutional licensure, covering only hospitals and
HMOs and allowing greater flexibility of manpower use in such en-
terprises (Tancredi and Woods, 1972; Carlson, 1970). Also, hospi-
tals might be influenced, either directly or by their medical staffs or
their MAT carrier, to invest their resources more often in quality-
promoting facilities and equipment rather than in 1he frequently
wasteful ways which have prompted so-called "certificate-of-need"
laws governing health facilities construction. Although many argu.
ments for more intensive hospital regulation would remain, quality
issues would loom less large. Accreditation and licensing efforts
could look more to human values and fiscal responsibility. The
chief source of concern about the quality of care rendered by
HMOs, particularly proprietary ones, would be largely eliminated
by MAT, allowing fhe adoption of less restrictive policies and thus
promoting quicker realization of HMOs' promise as a competitive,
cost-conscious alternative to insured-fee-for-service medicine.

The medical profession has consistently looked to "peer re-
view" as the preferred means of controlling physicians' impact on
medical care costs, utilization, and quality. Clearly, physicians are
more competent than anyone else to oversee medical care. Never-
theless, experience with peer review and with the profession's other
self-regulatory efforts has been spotty. In our view, these mecha-nisms will not be sufficiently dependable as long as the regulators
and the regulated are motivated to make them work o'ly by a varia-
ble sense of professional responsibility and by fear of regulatory in-
trusion by government. MAI could provide a rnore consistently felt
incentive for diligence in pee4 review by putting all doctors at some
degree of risk for bad outcomes. Once such an incentive was intro-
duced, the public could be sufficiently assured that peer review and
professional self-regulation protected them against poor-quality care
rather than doctors against criticism. While MAI would rely strong-
ly on peer review to accomplish many quality improvements, -it
would be a more aggrebive kind of peer review than is usually
found today. Nevertheless, it appears to us that medical practition-
ers stand to gain a great deal from MAI in the way of noninterven-
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don in their decision making and in the physician-patient relation-
ship.

Conclusion
Current discussions of liability (cost-bearing) rules among legal
scholars focus largely on the need to design such rules to order the
incentives bearing on actors who are capable of affecting perform-
ance of an economic system. Health care providers' incentives are
difficult to order correctly, but there should be no argument about
the desirability of increasing providers' stake in the quality of the
outcomes they are achieving. This is not to say that providers are
motivated by economic incentives alone, for dedication to patient
welfare and professional excellence are prominent characteristics
of most individual practitioners and most health care institutions.
Nevertheless, we believe major quality improvements would flow
from arranging things so that financial interests and professional
responsibilities closely coincide. Perhaps a more important influence
than the mere desire to keep premium costs down would be the chal-
lenge which recorded outcomes experience would provide to pro-
fessional pride and excessive self-confidence. The financial impact
will be the critical factor only among those providers, a distinct mi-
nority, for whom professionalism is a weak control.

Medical adversity insurance is designed to create correct
quality-inducing incentives by means of a systems-engineering
approach to the incentives operating in highly complex medical
problem areas. We have tried to specify the MAI system in enough
detail to permit a preliminary judgment to be made about its poten-
tial value. We believe it has spivcial attractions both as an escape
from the dysfunctional malpractice tort and insurance system and
as a nonregulatory attack on the problem of obtaining higher quali-
ty medical care.

The next step in developing MAI would be to launch some so-
phisticated professional efforts at specifying compensable events for
particular areas of medical practice and developing the necessary
MAI policies and experience-rating formulas. If it turns out that
this can be done to the satisfaction of responsible medical experts
and other interested observers, the system and the list of events
should then be tested for manageability in a "dry" run against the
experience over a period of time of several hospitals and perhaps
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even aA entire county medical society. Experience gained in these
simulated studies, though giving only an inadequate indication of
the quality gains possible, might pave the way for a run using real
money, perhaps initiated by a state legislature in cooperation with a
far-sighted Professional Standards Review Organization, or founda-
tion for medical care.

" In view of the need for prompt attention to quality issues, ex-
peditious action on MAT and some willingness to plunge forward
without complete assurance would seem to be indicated. In addition
to promising very great quality dividends, the system would feature
enough flexibility and would be sufficiently uer professional con-
trol that no major harm could occur. Nevertheless, its complexity is
such that only a major effort could bring it into being in time to as-
sist in the preservation of a pluralistic, unregimented medical care
system. Without the support of major elements of the medical pro-
fession, however, such an effort is unlikely to be launched. While
we expect reaction of professional groups to be favorable on bal-
ance-if still not finally convinced- we await their responses with
interest. As challenging as MAI has been to us as an academic ex-
ercise, we do not offer it as such.
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STRICT LIABILITY AND ALLERGIC DRUG REACTIONS

The duty of the manufacturer or seller of a product to persons who
are allergic to,' or are unusually susceptible to injury from, the product
is one of the most intriguing and most complex subjects which arises in
the field of products liability. Intrigue and complexity arise due to the
use of generalized terms such as "reasonable man" and "ordinary care"
which do not lend-themselves to precise application.

The focal point in dealing with the allergic drug consumer is the
element of proximate causation. In general the problem arises when a
person who is allergic or unusually susceptible to injury from a product
and who has suffered injury from the use of the product sues the seller
or manufacturer for compensation for damages sustained; the usual
defense -being that the cause of the injury is the allergy or unusual
susceptibility and not a defect in the drug.

Nearly every product intended for intimate bodily use, such as
drugs, foods, and cosmetics, will inevitably produce an adverse effect
upon a certain percent of the population.3 Allergenic reactions to drugs
can be entirely unpredictable and can range from the mild and reversi-
ble to the severe and irreversible. When these unanticipated injuries are
compared with the many beneficial effects of drugs, a dilemma arises
for the courts, which frequently strive to compensate unknowing allergy
victims by spreading the burden of the injury among the consumers of
the drug, holding the drug manufacturer liable notwithstanding the
exercise of due care in production. In the vast majority of cases the
beneficial effects of drugs greatly outweigh the catastrophic ones; there-
fore, the policy consideration which call for strict liability in the case
of defectively manufactured piducts are not necessarily present where
a drug Is not defectively produced but nevertheless causes injurious,
allergenic reactions in a part of the population. This comment discusses
whether strict liability should be imposed upon at manufacturer for In-
jury caused by its drug, not because the drug was physically defective,
but because of an allergenic condition in the makeup of the injured
person not present in everyone. The importance of this area of the law
cannot be overemphasized, for the public is becoming drug-reaction
conscious, and it is becoming increasingly clear that society will con-
tinue to support new drug development only to the extent that the law

'The words "allergei or unusu&ily susceptible" pertain to iAjuries suff'ed by a
person because pf some unusual c arcteristc, not common to the population as a whole,
which makes the person peculiarly susceptible to an adverse reaction when exposed to the
product. " I

' Whltmore, Allrivie and OthlirReactiom Due to mbsp and Csmetice, 19 8w. L.
76(196).
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provides appropriate and adequate remedies for consumers injured or
killed by drug reaction.

I. L muLrr rO ALmLe RzAanoNs

Allergic or idiosyncratic individual are those persons more suscep-
tible to harm from a given product than most others;' they react ad-
versely and in unforeseen ways.' No recovery is generally allowed in
these instances on the theory that the manufacturer is unable to predict
what will happen to a hypersensitive consumer and that the benefit of
the general public in the use of the product outweighs the harm suffered
by a few.' Usually courts have held the manufacturers not liable where
the consumer's reactions exist in an insignificant percentage of the pop-
ulation.' These decisions are grounded on the rationale that if the prod-
uct is not harmful to a significant number, then it is reasonably fit for
the purpose for which it is sold. Proximate cause of the injury is attrib-
uted to the existence of the idiosyncrasy or allergy in the Injured party
and not to a defect in the product.'

On the other hand, when a significant number of consumers are
susceptible, the manufacturer has been held liable on the theory that
the manufacturer should have known and recognized the danger of its
product and warned the consuming public of this defect-' The manufac-
turer need not have actual knowledge of the defect prior to the injury;
constructive knowledge of the defect is implied If the defect is one of
which the manufacturer could reasonably have known.'

T, v. CAmnburg, 157 Ten. 187, 1 *2Id We (19n).
* Schattmsn, A Caue of Actloi for te AUglcP Cmuenr, S Ioum L R.8,

8"4 (1971).
6 Donowski v. Revlon, Inc., 251 lows 141, 100 N.W.2d 5 (105); Thoms v. Gillette

Co., 30 So. 2d 870 (La. Ct. App. 1070); Kempte v. IAhn & Fk Prod. Corp., 21 App.
Div. 2d 197, 540 N.YJ.2d 840 (Sup. Ct 1964).

* Mm"e v. Wyeth Lab., Inc., 214 Cal. App. 2d 40, 3 Cal. Rptr. 322 (2d Diet. CL
App. 1963); Csagrand v. I.W. Woolworth Co., 340 Mon.. W% 105 N.B.2d 10 (1960).
The aurts have varied in determining what I an hmelBslcan pecntage of the popula.
tion. Merrill v. Beauts Vues Corp., 235 P.2d ON (10th Cir. 1956) (500,000,000 products
sold with "only rare" ide effects); Bonowski v. Revlon, Inc., 251 Iowa 141, 100 N.W.2d 5
(199) (1 in 5 million); Cesagrande v. F.W. Woolworth Co., eup (1 in 2,000); Walstrom
Optical Co. v. Miller, 59 S.W.2d 895 (TaL Cv. App. 193) ("moat unusual) ; Bennettv.
Pilot Prods. Co., 120 Utah 474, 235 P.Id 65 (1951) (1 in 1000).

8 .. Mopneen v. Hicks, I3 Iowa 130, 110 N.W.2d 583 (1961). See pVwreW Note,
C4wotes and Vwccine: (,formobl. Risks in Mu, unNrs' Uty under ImpUled
Wemty, 63 Cowse L Rav. 515v 537 (196).

* Thnrholm v. Pack., Davis & Co., 411 F.2d 48 (2d Cit. I0); Sterling Drug, Inc.
v. Cornhh, 370 Pd S (4th Cit. 1968); Carter v. Yardley, 519 Mon. 92, 64 N.B.2d 603
(1946).

* Sting Drus, Inc. v. Cornish, 370 F.2d 82 (8th Cir. 1966); Branchl v. Denhom &
McKay Co., 302 Mass. 409,19 N.E.d W7 (1939).
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When a manufacturer, having knowledge of the harm a drug could
cause, fails to warn the consuming public of dangers attendant in the
use of the drug," the drug is considered "legally defective."" Again, the
knowledge that the din is dangerous may be constructive; the manu.
facturer must have known or should reasonably have known at the
drug's dangerous propensities." Because the manufacturer is held to be
an expert with respect to the drug it produces, the manufacturer has a
continual duty to test its product and to keep abreast of any advances
in connection with it."3 Where the drug was not known to be defective
when first placed on the market, but defects subsequently become ap-
parent, the manufacturer may be required to warn the public at the time
the danger becomes apparent."

II. AppucAur or STcr LAwrry To ALL=zoc Dmao RPmCnos
Generally, the doctrine of strict tort liability is inapplicable to al-

lergic drug reaction& Mer, proof by the plaintiff that his injury was
caused by the product used in the manner and for the purpose intended
is insuficient-to invoke the doctrine because there is no proof of a
"defective" product. The victim of an allerpnic drug reaction can re.
cover under the doctrine of strict liability in tort only if he first proves
a breach of the manufacturer's duty to warn. The courts have semanti-
cally constructed "defect" from failure to warn. This breach of duty may
be established by showing either (1) that the manufacturer did not warn
of a known dangsa" or (2) that the manufacture gave inadequate warn.ins. m

Toole v. Richa-rdson-Mfrel, Inc." involved a drug known as
MER/29 which, was sold for its anticholesterol effect. The plaintiff
after having been treated with the drug for almost a year, began to

WrV/ight V. Carter Prods. Inc., 244 Fi N8 (2d Ci. 1967); Crotty v. 8hautmnbeqa.
ew Hams, In., 147 Coms. 400, 1 ASd 513 (160); Grln v. Brown & Seher Co., 177Mich. 41k 14,3 N.W. 41 (18M).1i ch ., 41t4 NWW. : How Good Don a Product Hoe to Be, 41 bm.

U. 301. 881 (1967).
Witt ice & Gas Co. v. Bedway, 72 Ari. 12, 231 P.2d 92 (1961); Pedrol v. Rumel,

167 Cal. App. 2d 281, 320 P.9d 873 (let Diet. Ct. App. 1966).
SO'Ha v. Marck & Co., 861 F.2d 286 (Sth Cir. 1967); Wright v. Cart.a Prods., Inc.,

244 F-2d 18 (2d Cir. 1967); Bis v. String Drug, Ic., 422 S.W.2d 628 (Mo. 1M).
".g.. ie v. Sterling DruIg, W., 425 8.W.24 628 (Mo. 196).

, S.. Tool v. Rishudsos.Mamn, Inc., 261 Cal. App. 3d US. 60 Cal. Rptr. 39 (1Rt
Diet. Ct. App. 1967).

SU #e.. Ste.rlDq Dra Inc. v. Yaw, 406 F.2d 7 (8th C r. 1969).
21 Cal. App. 2d 0s, 60 Cal. Rptr. 3 (1t Diet. Ct; App.-196).

' See Rhoingold, Te MER/ 8tory-An Instence of Sinwuld Mo. Dimter
Lit4gi^ 6 CAr. L Raw. 11, 117.-20 (196).
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develop serious eye problems. Evidence was introduced showing that the
manufacturer had not disclosed to the Food and Drug Adpinistration
(FDA) the full extent of its research as to possible side effects. This
resulted in FDA approval without a consideration of all relevant data.
The prescribing physician, in testifying for the plaintiff, stated that the
drug would not have been administered had he known of the possibe
side effects, because the risk of harmful effects would outweigh any
benefits which might be obtained. The drug mamfacturer contended
that it was exempted from the doctrine ofstrict liability in tort, arguing
that the drug had been properly prepared and marketed and was Incap.
able of being made safe for intended use. The court found, however, that
the- manufacturer was strictly liable for failing to give adequate and
timely warning of the potential danger after it had become known.

In its decision the court advanced three positions with respect to
strict liability in allergic drug ration cas: (1) the factual situation
surrounding manufacture and marketing detmine whether strict Ha-
bility will be imposed; (2) the manufacthror will not be held to strict
liability if the drug is properly produced and adequate diretions and
war n1ng are coupled with its sale; and (3) a showing of improper preps.
ration or inadequate warning may bring about the imposition of strict
liability upon the manufacturer.

Similarly, in Sterling Drug, Inc. v. Yarrow, 0 the drug manufacturer
was liable for failing to give adequate warning about a drug it produced
for treatment of arthritic conditions. The plaintiff rec d damage
for a permanent 80 peet vision loss. Although the manufacturer had
furnished the doctor with literature warning of possible side effects,
meeting the requisite FDA requirements, the court held that the jury
was justified in imposing liability.

The evidence showed that the doctor relied upon.oral information
from company representatives as to possible deleterious, effects at the
drug and was never informed of this side effect. In its decision the court
cited section 402A* and comment k" of the Restatement (Second) of

* 40.o d 978 (th cr. low).
*(1) Ote wto sl ay product in a defece omdltio unmaobly

to the uwe or consemer or to his pp ty Is subject to liability for
physical haw thereby emsed to the utote um or csumr, or to his prop.
erty,lit

(a) the selle Is engago In the businesses *ofslig such a product, and
(b) • It is expected to and dos tech the us or consumer wkto seubstan.

tia chang in de c don I wInch It Is sohLd
(2) The rule stated In Subseetlon (1) applies skihg

(a) tdi le hs exeed all possible cam In the pirparatlo. and sale of
his product, and
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Torts, discuss* liability in the case of unavoidably unsafe products.
The court'indibted that although dispersion of such drugs did not make
the manufacturer strictly liable for unfortunate consequences resulting
-from their use, improper preparation and inadequate warning would
invoke strict liability. The court expressly h6ld that after the irug com-
pany realized that the drug possessed dangerous side effects, the drug
company had a duty to inform the doctor of the potential dangers.

Foreseeability is often a determinative factor in decisions concern.
ing the imposition of strict liability upon the drug manufacturer. When
the evidence shows that the adverse effect of the drug was long delayed
and unpredictable, many courts have refused to give a Jury instruction
on strict liability. In Christoffereon u. Kaiser Foundation Hospital 3 a
damage action was maintained against a drug manufacturer, physi-
cians, a health plan, and a drug retailer, for injuries consisting of irrever-
sible limitation of vision after prolonged use of "Aralen" (chloroqulne
.disphosphate), a drug administered for treatment of a skin ailment. The
court, in affirming a judgment for the manufacturer, held that strict
liability was inapplicable since the adverse effect of the drug was long
delayed, unforeseable, and unrelated to the ailment it was designed to
cure, and since the adverse effect was an extremely rare result of the use

(b) the usw or coum.r has not boh the product fom or entered into
any contractually nation with the seller.

RwrATnmf (Sacom) or Tom 0 402A (1968).
STherare an some products which, In the present state of human knowledge,
or quits incapable ot being made safe for their intended and ordinary; us,.
Thee a especially common in the 11eld of drup. An outsading exam, It, is
the vaccine for the Pastou tmetmont of rabie, which not uncommonly -
to very serious and deming omeqiems wben it I injected. Sine the di..ee
invariably leads to a dreadful deh both the marketing and we of the -l,-ine
us fully jusftied, notwitltanding the unavoidable high degree o r.A which
they involve. Such a product, property prepared. and accompanied by proper
directions and'warnins is not defctive, nor is it untasonably dangemu. The
sme Is true of many other drugs, vaccines, and the like, many of which for this
very reao cannot legally be old except to physicians, or under the prescription
of a physician. It is also true in particular of many new or experimental drugs
as to which, because of lack ot time or opportunity for sufficient medical experi.
once' them can be no asuranc of safety, or perhaps neve purity of ing ients,
but such experience as tbre Is justices the marketing and uos of he drug
notwithstanding a medically recognizable risk. Te seller of such products,
again with the qualification that they are prprly prepared and marketed, and
proper warning is given, where the situation calls for it, Is not to be held to strict
ability for unfortunate consequences attending their use, merely because he
has u to supply the public with an apparently useful and desirable
product, attended with a known but apparently reasonable risk.

RISATMSw (Sscou.) or Towr # 402A, Comment k (1968) (emphasis in original).
. 0 15 Cal. App. 3d 75, 92 Cal. Rptr. 25 (lot Dist. Ct. App. 1971).
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of a medication distinctly valuable in the treatment of serious al.
mnta.3

I. Ti. QAM TO. WARN; THz PR ALR*cB OF INJURY VuIs T=
Gzuvrr or HAlm

The duty to warn has become the primary focus of strict drug
liability. Usually the burden has been placed upon the injured consumer
to prove that he Is a member of an appreciable class of similarly affected
persons whom the manufacturer should have anticipated as being sus-
ceptible to injuries arising from use of the product." In Johnston v.
UpJohn Co.," an action was brought against a drug manufacturer for
damages resulting from the plaintiffs severe reaction to the defendant
manufacturer's drug, 'Lincocin." The court held that because an Insert
accompanying the drug accurately described adverse reactions of which
the manufacturer was aware and because it had never received reports
of allergic reactions as severe as the plaintiff's, the manufacturer could
not ha.ve known, and therefore had no duty to warn, of reactions such
as the plaintiff had suffered.

In case involving cosmetics, most coUrts have allowed recovery
when the evidence shows that an ingredient in the product exists to
which an appreciable class of persons is allergic and that the plaintiff
Is a member of the class.* With respect to drugs, however, the quantita-
tive concept of "appreciable class" has often been disre ded and a
duty to warn has been imposed, notwithstanding that the number of
persons potentially Affected by the product might be negligible.3 In

* In Stating Drug, Ic. v. Gash, 370 F.2d 82(8th Cu. 196), the drugm
we held liable, however, for retinal inJuiy sustained by the plaintiff after using the same
ding involved in the Chroferemn case. The court bas liability upon the fact that the
defendant knew or would have known that some conmume would be harmed by the drug
md was negligent in falling to warn doctors, including the plaintiff's doctor, of potential
adveme effects. Additionally, in Kershaw v. Sterlin Drug, Inc., 415 F.2d 1000 (5th Cir.
i96), the defedant was hold able for failing to give timely warning of the dang ot
"Aralen", since the tww eaonably s ld have knwn of the drug's properties

ryam befor it Isued warning.
See Oaks* v. Geig Agicultural Chem., 7 Cal. App. 3d 645, 77 Cal. Rptr. G0

(3d Dist. Ct. App. 1909); Crotty v. Shartenber's-New Have, In,., 147 Con. 480, M
Aid 513 (190); Gravis v. Abbott Lab., 462 S.W.2d 410 (TCx. Civ. App.), tffd in pert
nd ve'd in part on other groud, 470 8.W.2d 639 (Tea. 1970); Albto-Culver'Go. v.

Morgan, 444 S.W.2d 770 (Tax. Clv. App. 196); Bbrog v. Bailey Drug C., 61 Wash. 2d
347, 378 P.2d M98 (1963); 21 8w. LJ. 678, 481 (1967).

" 442 S.W.2d 93 (Mo. 1909).
SCrotty v. Shartenbarg'sNew Haven, Inc., 147 Conn. 460,1 62 A,2d 513 (190) (hair

imover); Albeto-Culver Co. v. Morgan, 444 8.W.2d 770 (Trz. Civ. App. 1969) (hair dye);
&hrog v. Bailey Drug Co., 61 Wash. 2d $47, 8 P.2d M (1963) (hair tint).

In Wright v. Carte Prod.. Inc., 244 Pd 53 (2d Cit. 1967), although the plaintiff
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Basko v. Sterling Drug Co.,f' the plaintiff, after having been treated
with the defendant-manufacturer's drug for a number of years, suffered
irreversible eye damage. The plaintiff contended that her Injury was
caused by a very rare allergenic drug reaction. Expert testimony estab.
wished that the alleged side effect had an incidence of Im than one-half
of I percent, or perhaps as low as one-tenth of I percent. The court, in
striking down a jury instruction that the duty to warn applied only
where the danger involved an appreciable number of users, held that the
manufacturer was obligated to varn when the drug may affect only a
small number of allergic users and that the duty to warn attaches re-
gardless of vwether the number of persons affected could be said to be
appreciable.*

A leading case on defective warning in strict liability is Davis u.
Wyeth Laboratories.' The plaintiff had been inoculated with Sabin
Type 3 polio vaccine in a community mass immunization effort. The
vaccine was given to the public in clinics without a physician being
present to administer the drug and evaluate in each instance whether
the vaccination was worth the potential risks involved. Upon suffering
a severe reaction to the vaccine, the plaintiff sued on the basis of several
theories. Without addressing the plaintiff allegations of negligence, the
court held the manufacturer strictly liable for filing to warn the con-
sumer of the drug's potential dangers. The court noted that although
this was a prescription drug, the warning must be given directly to the
consumer if there is no intervening physician. On the theory of strict
liability, the court held that failure to warn the consumer of the dangers
of the product rendered the product defective or dangerous.'

wos unable to establish the e.lstes of an appreciable " cla o( similarly affected pa-
som the court granted remSy. "IWle beleve that duties to warn an not, in all cass,
meaNuI by sole quantitatve standards." IE at 56. See .1. Davis v. Wyeth Lab. Inc.,
390 F.2d 121 (9th Cit. 1966); 8twling Dnag Inc. v. Cornish, 370 FP2d 82 (8th Cir. 196).

"416 F.Sd 417 (2d Cir. 1960).
It A . Gravis v. Abbot Lab., 4U S.W.d 410 (Tex. Civ. App.), off'd In prt en

reuld in part on othw gioud., 470 8.W.2d 9 (Ta. W70), holding tht strict tort liability
Is Inapplicable whem the injury results fom an unpedib a unavoidable allergy
whih Is not known to o iau In an appreciable number o perns.

7039 .U 121 (9th Cir. 196).
a Iat 128. In its on th court noted:
Wie reject (the manufba]sJ contention that the rule (of strict liability)
appli only where Iesa dangw results because oan ascdetned "de-
fect" or "Impurity" In the product, ad ino this... [polio vaccine) wa--
preciey what it intended to be, there wa no such deect. The u test Lin a
cae of this kind is whether the product ws u aby

We conclude that the fwc ofthis case imposed o the ma duty
*to warn the customer (or make adequate provisions for his bein warned) as to
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Another decision adopting strict liability for failure to warn'was
Sterling Drug, Inc. v. Yarrow.0 The claimant brought an action-gainst
the manufacturer of a drug containing chloroquine for the side effect'
injury to her eyes. The court held that when a drug is manufactured
without negligence, yet is unreasonably dangerous because no adequate
warning of a side effect is given, the manufacturer may be held liable
under the strict tort liability doctrine for the injury resulting from the
failure to give a warning reasonable under the circumstances."

The same manufacturer was also held liable in Singer v. Sterling
Drug, Inc.," wherein chloroquine was again the allergy.inducing agent.
The court held that when there is no evidence of drug misuse and when
the manufacturer, with knowledge of the risks involved, fails to give
adequate warning to physicians prescribing the drug, strict liability will
be imposed.

An analysis of these cases reveals that the duty to warn of possible
adverse effects extends to that class of persons for which the drug was
intended. With respect to the duty to warn, it is essential that the
following two situations be clearly distinguished: (1) when the drug is
prescribed by a physician; and (2) when there is no physician involved
in prescribing the drug, such as occurs in public clinics. Where a pre-
cription drug is involved, courts have held that warning the doctor who
will dispense the drug to the patient is sufficient." These holdings are
grounded on the reasoning that the physician is more capable of deter-
mining whether the drug which he administers will affect his patients
adversely. Where there is no physician involvement in administering the
drug, however, the warning must reach the ultimate consumer-*

The obligation to warn as affected by the risk of injury is perhaps
best summarized as follows:

Where the aleg is so extremely rare as to amount to almost a personal
idiosyncrsy, or where it is a very Infreuent oe, found in only an
insignificant pecentae at the population, and the threatened harm is
not very serious, the tendency has been to hold that the "ller need not
give warning. But if it is one common to any substantial, even though

risks involved, and that failure to m"t this duty rendered the drug unfit in the
ses that it was thereby renderd unenably dangeru. StHct liabilit.
then, attwa d to its sale in the absentm o warning.

IM at 130.
" 408 P.2d 978 (8th Cir. 1968).

SId. at 992-93.
" 461 P.2d 288 (7th Cir.), wet. dved, 40 U.S. 8" (It72).
1Tlnnerholm v. Parked, Davis & Co., 411 F.2d 48 (2d Cir. 1900); Magee v. Wyeth

Lab., Inc., 214 Cal. App. 2d 340, 29 Cal. Rptr. 322 (2d Dist. Ct. App. 1963).
S terlin Drug, Inc. v. Corna 370 l.2d 82 (8th Cit. 1966).
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relatively small, number of possible users, and the consequences are
more serious, the courts have tended to require the warning, and with.
out it to find negligence.

It would, however, be an oversimplification to reduce all this
merely to the percentage of those who might be affected, and to ignore
the seriousness of the harm to be expected, and the expert knowledge
which the defendant has or should have of the dangers. Quite rare side
effects of drugs and the like have been Included within the duty to
warn; and the most extreme case of all required a warning as to the
possible dangers of oral vaccine for poliomyelitis, where the evidence
was thot the risk was only to one person in a million. The allergy cases
have tended to reject any exclusively quantitative standard, and to look
instead to the overall danger.0

IV. WM IS A WARNmo ADEUATz?

After determining the propriety of the duty to warn, the element of
adequacy of the warning arises. The adequacy of a warning is usually a
question of fact in each case. The warning should be specific in describ.
ing possible dangers. A warning simply stating that the product is dan-
gerous is inadequate;* and an insufficient warning has been held to have
the same legal effect as no warning whatsoever.0 The duty to warn has
also not been satisfied where the dangers are minimized by promotions
or advertisements used in selling the drug." A substantial damage
award was upheld in Stevens v. Park, Davis & Co.," a wrongful death
action which arose as the result of administration to the decedent of the
drug chloromycetin. Although a warning had been given in compliance
with regulations of the FDA, the court held that the manufacturer had
not discharged its duty to warn the medical profession of possible dan.
ger in the use of the drug. Only a minimal warning had been given, and
it had been nullified by defendant's overpromotion of the drug through
a strong sales program, including visits to doctors by defendant's "detail
men" and advertisement of the drug by various means.,u

MW. Paoesm, Towrs , at 64849 (4th ed. 1971).
Carmen v. El Lilly & Co., 100 tud. App. 76, 32 N.E.2d 729 (1941); Marcus v.

Specific Pharm., 82 N.Y.S.2d 194 (Sup. Ct. 194).
0 Gonzale v. Virsinia.Carolina Chem. Co., 239 F. Supp. 67 (ED.S.C. 196).
*Cram v. Ses Roebuck & Co., 218 Cal. App. 2d 865, 32 Cal. Rptr. 754 (4th Dist.

Ct. App. 1963).
0 7nerhim v. Parke, Davis & Co., 411 F.2d 48 (2d Cir. 196); Love v. Wolf, 249

Cal. App. 2d 822, 8 Cal. Rptr. 42 (3d Dist. Ct. App. 1987)
* 9 Cal. 3d 6, 07 P.2d 630, 107 Cal. Rptr. 45 (1973).
0 80 aosLove v. Wolf, 249 Cal. App. 2d 2,, 8 Cal. Rpt. 42 (3d Dist. Ct,. App.

1967, where the manufactum was held liable in a sult for injuries caused by ch~eomyce.
tin. The court held that the evidence warranted a verdict for the plaintiff o6 the
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Liability for an inadequate warning has-been imposed where the
warning was "lost" within other literature furnished with the product."
The warning must be precise,4 strong and unambiguous," and placed
in a noticeable position." The force of the warning should be commen-
surate with the potential danger."

V. Tux PHt1CIAN'S LEJMATY FoR ALL==wc Dauo R ACTIONS

Because the physician is often joined as party defendant with the
drug manufacturer in allergic drug reaction cases, a discussion of the
physician's liability is necessary. Ordinarily, proof that an injury was
due to an allergy will remove the physician from the scope of liability
for the injury. If, however, evidence shows that the injury might have
been pertly the result of the doctor's negligence, liability may be im-
posed. now

When a true allergy or hypersensitivity has been proved, the courts
have been hesitant to apply the doctrine of res ipsa loquitur." This
doctrine would allow a jury to find i physician negligent upon proof that
(1) the injury occurred; (2) such injuries ordinarily do not arise from
such treatment without negligence; and (3) the drug was in the control
of the physician. In Campos v. Week." the patient developed an infect.
tion from a lacerated finger. Before administering an injection of penicil-

o

grounds that the overprecriptioa of the drug was caused by the defendant manufacturer's
overpromotion.

" Crane v. Seam Roebuck & Co., 218 Col. App. 2d 858, 32 Cal. Rptr. 754 (4th Dist.
Ct. App. 1963).

0 Lovejoy v. Minneapolis.Molin Power Implement Co., 248 Minn. 319, 79 N.W.2d
w, w (196).

" Croe v. Wilbur-lils Co., 77 Ariz. 319t 272 P.2d 352 (1964).
0 Maripy v. Dejoi*, 172 lo. ON (LA. App. 1937).

Tampa Drug Co. v. Wait, 103 So. 2d 03 (Fla. 1968).
Ayers v. Parry, 192 F.2d 181 (3d Cit. 1961); Hall v. United States, 136 F. Supp.

187 (W.D. La. 1955); Campos v. Weeks, 245 Cal. App. 2d 678, 53 Cal. Rptr. 915 (2d Dist.
Ct. App. 1966); Tangora v. V ittanky, 231 Cal. App. 2d 468, 42 Cal. Rpt.. 348 (2d Dist.
Ct. App. 1965). Surabian v. Lmoren, 229 Cal. App. 2d 42, 40 Cal. Rptr. 410 (5th Dist.
Ct. App. 1964); Kuttner v. Swanson, 56 Ga. App. 818, 2 8.8.2d 230 (1939); Mogensen v.
Hicks, 253 Iowa 139, 110 N.W.2d 663 (1961); Wilsm v. St. Francis Hoop. & School of
Nursing, Inc., 190 Kan. 150. 373 P.24 180 (1962); Wells v. McGehee, 39 So. 2d 196 (La.
1949); Fritz v. Parked, Davis & Co., 227 Minn. 210, 152 N.W.2d 129 (1967); Caseidy v.
McLaughlin, 205 Minn. 30,286 N.W. 60 (1939); Cochran v. Brooks, 243 Ore. 89, 409 P.2d
904 (19"6).

" Ayers v. Pany, 192 F.2d 181 (3d Cir. 1951); Hall v. Uniteil States, 136 F. Supp.
187 (W.D. La. 1968); Campos v. Weeks, 245 Cal. App, 2d 678, 53 Cal. Rptr. 915 (2d Dist.
Ct. App. 196); SuraWan v. Lams, 229 Cal. App. 2d 462, 40 Cal. Rptr. 410 (5th Dist.
Ct. App. 1964); DeLaughter v. Womack, 250 Miss. 790, 164 So. 2d 762 (1964).

U245 Cal. App. 2d 678, 83 Cal. Rptr. 915 (2d.r st. Ct. App. 1966).
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lin, the attending physician asked whether the patient had ever experi-
enced an adver. reaction to the drug. After the patient answered in the
negative, the Injection was given resulting in anaphylactic shock and
death. In finding t.hat the physician had not been negligent, the court
specifically held that the doctrine of res ipsa loquitur was inapplicable.u
The court reasoned that no reliable test for an anaphylactic reaction
existed except questioning the patient. Related is the case of Ta gorz
v. Matanly," where a wreck victim developed a strep throat while under
treatment for previous injuries. The physician, again after careful ques-
tining about prior reactions to the drug, to which the victim replied in
the negative, administered penicillin. The patient went into anaphylac-
tic shock and died within 10 minutes. In finding that the physician was
not negligent, the court stated that accepted treatment in the case indi-
cated the administration of penicillin. The court stressed the general
rule in malpractice cases that the fact that a particular injury results
does not prove negligence in and of itself. The court further noted that
anaphylactic shock is an inherent risk in the use of penicillin and does
not indicate neglence when it occurs."

Courts have held the physician liable where the patient's medical
history should have alerted the physician to the existence of an allergy,
regardless of proof that the injury was due to hypersensitivity." In
Yorston v. Pennel" the plaintiff was aware of his allergy to penicillin
and carried a note in his wallet to that effect. After involvement in an
industrial accident, he was taken to the emergency room of a nearby
hospital. His history was taken by an extern, to whom he reported his
allergy and to whom he handed the note. No mention was made of the
allergy on the patient's chart. Penicillin was administered during sur-
gery and again after the patient regained consciousness, even though the
patient protested that he was definitely allergic to the drug. As a result
of the allergy, the patient suffered a cardiovascular injury. The court
held that the attending surgeon was legally responsible for the negligent
action of his subordinate.

Apparently, a physician's failure to discover in the drug literature
a hypersensitivity or a condition for which a contraindication Is stated

Id. at 679, 3 CaL Rp*. et 918.
* 231 Cal. App. 2d 408,42 Cal. Rptr. 348 (2d Dist. Ct. App. l96).

F For n eceisat disewesi d rm ipa loquitur as applied to the physician, mso
Quintal v. Laurel Grow Hosp., 2 CSl. 2d 154, 37 P.2d 161, 16-68, 41 Cal. Rptr. 577,
83-4 (1964). Sm a Senmes v. Haas, 46 Cal. 2d aUt,291 P.2d 915,922-26 (1966); Mayor

v. Dowwtt, 240 Ore. 19 ,400 P.2d 234 (100).
a Dcho v. Shutkln 144 Com. 102, 12 A.2d 618 (1966); Yc"to v. Pe Il, 397 P..

28, 153 A.2d 255 (1966).
. 397 Pa. 20t 16 Ad 255 (1969).
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will support an action for negligence if adequate history or reasonably
available laboratory tests would have led to the discovery. A physician
risks an adverse verdict if he prescribes a drug for a condition not known
to be benefited by it, or for a condition les serious than that for which
the drug is indicated, and an allergenic reaction results." If the physi.
ciaa does not make the test necessary to determine hypersensitivity
before the drug is administered" or continues therapy after a reaction
has been observed," the physician may be liable despite evidence that
the injury resulted from hypersensitivity. Implicit in all the decisions is
the conclusion that the physician is not liable for the reaction if he has
used all reasonable means to prevent it, but, to avoid liability for the
injury to the patient once the reaction occurs, he must take prompt
action to combat it." Failure to act appropriately would indicate lack
of skill, care, and knowledge which would subject him to liability for a
failure to use standard &d accepted practice.

The general rule to be gleaned from the reported cases is that a
physician is not liable for injuriq resulting from adverse reactions to a
drug unless the physician'q neglignce caused the injury. Failure to note
a history of allergy, failure to test for sips of a reaction, failure to stop
treatment with the drug once reactions have been observed, failure to
provide treatment- to avert a reaction, aWd treatment with a drug iot
proper for the illness are acts and omissions that have been held to
constitute such negligence.

VI. Smir U N D THU RwrrATnKT or Tors
Section 402A of the Restatement (Second) of Torts states the fun-

damental rule of strict liability." Before this sectia can be accurately
applied to allergenic drug reactions, an examination of two comments
to the section is essential.

Comment j entitled '"Diretions or Warninr' provides:

Whee-howewe, the product contains an Ingredient to which a sub.-
stantial number of people are allergic... the seller is required to give
warning against it, if he hab knowledge, or by the application of resson-
able, developed human skill and foresight should have knowledge, of
the presence of the ingredient and the danr.

Rotan v. Greenbaum, M7 F.2d 80 (D.C. Cir. 1969).
SWinstead v. Hiklenbrimd, 159 F.2d 9 (D.C. Cir. 1948); Neely v. St. Fmncs Hosp.

& School of Nursing, c., 188 Kan. 646, 363 P.2d 438 (1961).
Parrh v. Clark, 107 Fla. 698, 145 So. 648 (1933).
Quintal v. Laurel Grove Hosp., 62 Cal. 2d 1154. SP P.2d 161, 41 Cal. Rptr. 577

- (1 n24).
" See note 20 .upa
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Where warning is given, the seller may reasonably assume that it
will be read and heeded; and a product bearing such a waming which
is sfe for uae if it is follow , is not in defeciue condition, nor is it
unreaeonably dangerousa

Comment h, entitled "Unavoidably unsafe products" directly sup.

plements this reasoning:

There are some products which, in the present state of human knowl.
edge, are quite incapable of bhing made oaf* for their intended and
ordinary use. These are esecially common in the field of drugs. ....
Such a product, properly ppaed, and accompanied by proper direc-
tio. and warning, is not defectiue, nor is it unraonably danoeros.1

In basing a claim for damages upon strict liability, the plaintiff is af-
forded advantages not provided for in warranty and negligence theories:
Privity is not required," and due care in the bnaitufacture of the product
provides no defense.*

Obviously, a manufacturer should not be liable for damages simply
for marketing a product which injures a consumer; therefore, strict lia.;
ability must rest on evidence that the product was defective or unsuita-
ble. For the most part, the term "unsuitable" has been utilized by courts
finding liability based on a warranty theory, yrhereas the term
"defective" usually refers to strict liability in tort. Accordingly, section
402A of the Restatement (Second) of Torts makes "defective" the key
to liability." Before being allowed to recover, -the plaintiff must show
that something is "wrong" with the product," i.e., that the product
contained a defect which rendered it unreasonably dangerous to him.
The comments to section 402A indicate that the occurrence of a defect
is to be viewed from the consumer's perspective. Th liability of the
manufacturer is decided by the presence of a "defect" within ,the prod-
uct which is defined as "a condition not contemplated by the ultimate
consumer, which will be unreasonably dangerous to him."* "Unreason-
ably dangerous" is interpreted to mean dangerousness to an extent
which would not be contemplated by the ordinary consumer.' There-
fore, even though a product is produced exactly as the manufacturer has

R" TATPUN (Sos) or To, 402A. comment j (1966) (emphs added).
UId, I 402A. comment k (emphasis added).

AtS, I 402A(2) (b).
Id., f 402A(2) (a).
Id., 402A(1).

" Dickerson, .upr note 11, at 304; Rheingold, What Aro the Consumer'
"Reoneb/. E£peetatiowm1, 22 Bus. LAw. 0, 661.92 (IN?).

- RwrATn wc (8Scomv) or Tton 402A* commentg (1 661.
0 Id., 0 402A, comment 1.
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Intended, it may be regarded as defective if it Is unreasonably dangerous
to a particular plaintiff.".Even though section 4OkA is customarily thought to impose liability
without fault,in the warning cases it does not." Because the product
must be unreasonably dangerous before section 402A can be invoked,
essentially th0 same result is reached under traditional negligence
theory in cases of tho manufacturer's alleged failure to supply adequate
warnings with its product. If the manufacturer "adequately" warns, his
drug is not "defective" within the meaning of comments j and A, even
If the warning does not render, the product absolutely safe. Moreover,
comment j limits the manufacturer's duty to warn to those instances in
which reactions are foreseeable in a substantial number of users. There.
fore by relating comments and h to section 402A, some courts have held
that the theories of strict liability, breach-of implied warranty, and
negligence are interchangeable in drug injury caues."

Recent decisions have indicated a reluctance on the part of some
courts to impose section 402A strict liability upon drug manufacturers.
Oravi. u. Porke, Davis & Co." was a strict liability action by the plain.
tiff, a surgery patient, for injuries allegedly resulting from the adminis.

- tration during an operation of a spinal anesthetic composed of drugs
produced by multiple defendants. The court held that no showing bad
been made that any of the defendants' drugs were defective. The court
stressed that, even in a strict liability case, the showing of a defect is
indl~pensable. The court further noted that although the drugs involved
reached the hospital and the operating room in sealed containers, that
fact did not in itself establish a defect but merely gave rise to an infer-
ence that the product reached the user without substantial chang.

VI. WHY STacr Ianma Au acu?

Because allergic reactions to products usually involve items which
are manufactured exactly as they were intended and which serve the
purpose for which they were designed, why hold a manufacturer liable

SSee Wade, Strict Tct Uability of Mamacure, 19 8w. LJ. , 16 (195).
" I#., Singor v. Sterling Drug. Inc. 461 7.2d 28 (7th Cit.), cert. denid, 409 U.8.

878 (1972); Bako v. Sterling Drug, Inc., 416 P.2d 417 (2d Cir. IM); Chrlstoffoea v.
Kaiser Foundation Hoep., 15 Cal. App. 3d 75, 92 Ca. Rptr. 825 (1at Dist. Ct. App. 1971);
McLod v. W.8. Merrell Co., 174 So. 2d 736 (Fla. 1965); Cochran v. Sucks, 243 Ore. 89,
409 P.2d 90 (1966); Gravis v. Abbott Lab., 462 8.W.2d 410 (Tea. Ci*. App.), aefd in per
and reu'd Vn pwat on othew gmron, 470 8.W.Sd 639 (Ta. 170).

" See Bask* v. Steding Drug, Inc., 416 ?.2d 417, 426 (2d Cit. 190); Davis v. Wyeth
Lab., Inc., 399 .2d 121, 126 (9th Cir. 1966); OrInnell v. Charles Pfter & Co., 274 Col.
App. 2d 424, 79 Cal. Rptr. 30 (lst Dit. Ct App. 1969).

"502 8.W.2d 863 (Tax. Civ. App. 1973).

76S471 0- 1 - 37
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that was without fault, having prepared a Vduct which is beneficial
to a substantial majority of the population?

Virtually all products Intended for personal bodily use possess the
potential to produce dangerous and unpredictable side effects in a
certain percentage of persons. 4 Injuries arise even thwgh adequate
wamings and instructions were given concerning the particular hazard
which brought about the victim's Injury. The consumer may be unaware
of the allergy, and an effort to determine the existence of an allergy
before using the product may prove inconclusive. Why then should a
manufacturer be hold liable in an area where perfection Is unattainable?
This type of inquiry has generated much dispute as to the propriety of
imposing strict liability on a manufacturr in this situation. I

The imposition of strict liability has sometimes been justified on
the theory that it will give incentive for due care within the industry.,
With respect to drup, however, It appeals that this theory can be re-
futed." Many factors require drug manufacturers to conform to a high
standard of care, including (1) stringent governmental standards and
supervision, (2) stiff competition in thew drug industry, (3) concern for
reputation, and (4) exacting scientific and medical standards. Addition-
ally, the public's confidence in a product would soon be lost by an
abundance of serious side effects. This does not mean, however, that an
application of general negligence law principles would neessarily result
in as high a standard as that imposed by strict liability. Certainly a
manufacturer could be persuaded to proceed with greater care in drug
production If cognisant of the poesible applicability of strict liability to
injuries caused by it* product.I

A second basis for the imposition of strict liability on the drug
manufacturer is its ability to distribute the risk of loss to all users of the
product." Competitors which develop a safer substitute will have a price
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advantage In the market. The manufacturer of the defective drug will
be forced to cure the defect or remove it from the market.

VII. Dasms To STor Lw nm

If the allrgic consumer fails to show that the drug was defective,
he cannot recover against the maufacturer under the doctrine of strict'
liability. This ilure is not a true defense, but a diey in meeting
the necessary burden of proof. Three theoies have been advanced upon
which a dense may be established:"

(1) the failure of th injured party to recognize the risk;
(2) the continued use of the product after the ddect and danger

associated with it became known; d

(3) injury asa result of product misuse.
Comment n" of -Restatement (Second) of Tort. section 402A has

established that contributory negligence does not exist when the injured
party fails t detect a product's defetivness." An injured party under
the strict liability theory has no duty to inspect for defects or guard
against possible defects. When, however, the injured party has knowl.
edge of a danger and voluntarily a unaobly Proceeds'to use the
defective product. then assumption of risk may be a defense.a This
defense would come into play when the injured party has detectd the
defect or has been warned of the defect but proceeds to use the product
to his own detriment. Under strict liability, the plaintifs misuse or
failure to follow instructions may be utled by the manufacturer to
rebut the plaintiffrs contention that his Injuries were caused by the
alleged defective condition of tbe product."

Epsin, Aodu Liebi- -:D* ft an P~0ii C""i, 16 Urm i-" Ry. , mS.
aCotbfftoy megiisac 40 the plaintiff Is "o a dfne When sMc "a-l
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As a result of extensive and costly research, as well as good manu.
ap facturihg practices and other aspects of quality control, the public is

constantly being provided with safer and more effective pharmaceutical
drugs. Regrettably, drugspowerful enough to battle disease also have
the potential to produce adverse side effects. Because of the highly
technical composition of most drugs, the courts, through substantive
statements of law and policy have tried to protect the consumer. The
injured consumer has a much greater chance of achieving recovery under
strict liability than under negligence and warranty theories.

The doctrine of "risk distribution" has been advanced as the under-
lying public policy in compensating those injured by technological prod.
ucts." Courts have imposed liability to ensure that the costs of injuries
resulting from defective products are borne by the manufacturers that
place the products on the market, rather than by injured consumers who
are powerlss to protect themselves. Underpinning the "risk distribu-
tion" doctrine is the notion that the ultimate costs of the injury should
be distributed to other segments of society which generally benefit from
the product and can more economically absorb the cost brought about
by the defetive drugs. The drug manufacturer distributes the risk by
passing the cost on to the consumer. If the risk lies with the government,
its cost will be borne by the taxpayer. If a physician Is involved, the risk
may be borne by him through malpractice insurance or increased medi-
cal costs, rather than by the allergic consumer.0

Apparently the theory behind the risk distribution rationale is both
social and economic. Before economic lose can be estimated, risks of
losses must be ascertained. The drug manufacturer is in the better posi-
tio% to assess the risks Inherent in its products and is able to spread the
costs of allergic drug reactions among those who benefit from using the
drug.

Although a risk is involved with the use of certain drugs, public
policy demands that they be used since the benefit of their use far
outweighs their disadvantages. Yet public policy does not require that
the consumer be ignorant of certain risks involved with a particular
drug. Whether the imposition of strict liability--and resultant risk dis-
tribution-on the drug manufacturer would reduce the frequency of
allergic reactions is unclear. The imposition of strict liability, however,

"Calabmi & Hhlmo Towrd a Tat for Sticietib y in To, at Y" L.
1066. 10674 (172).

" MeW Compeneo0M ioe f, P/O r MOe IM IJUPW,. 59 VA. Ibv. , 102.18
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would provide incentives for more extensive testing procedures, and
perhaps more important in the field of allergic reactions, the manufac.
turer would be motivated to stress, through the use of literature, hazards
connected with the drug.

Strict liability, where Its requisites are satisfied, is not an undue
burden upon the manufacturer, which can take necessary steps to shift
its losses. Strict liability would allow the allergic consumer to recover
when (1) the product produces injury that could not have been reasona-
bly anticipated, and (2) there is no misuse of the product on his part. A
drug which produces an allergic reaction in an individual is defective as
to that individual. The manufacturer's contention that its drug is safe
for the majority of consumers does little to ease the pain suffered by the
allergic consumer. Therefore, would it not be better public policy to put
the responsibility for the injury on the manufacturer of the drug so that
the cost can be spread to the entire society which has gained from the
drug? A realization of the necessity of drugs for the general population
indicates that compensating tragic consequences suffered by the allergy
victim would not unduly burden the drug industry.

Richard F. Yorborough, Jr.
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The Malpractice Equation:
A Conceptual Tool
For Analyzing the Problem

F ROM A HISTORICAL point of view, we have

had a series of malpratice crises in this country

for at least three decades, with California being
the predominant locus of the problem.' What

makes the current situation different Is the pervasiveness
of the problem and the extent to which it has impacted
on out health system as a whole.

It is entirely understandable that state legislatures, re-
sponding to the exigencies of the situation and parhicu-
lady the pressures o(the medical and hospital cornmun-
ity, hawe swiftly enacted laws assuring fat least for the
momen) the continued availability of malpractice insur-
ance. What is disturbing, however, is that these legisla.
tive responses generally give little consideration to the
Iundhmental causes of the malpractice insurance crises.
For the most part they represent legisalive tinkering with
the malpractice litigation process, e.g, limiting dam-
ages, shortening statutes of limitations, changing eviden-
tiary rules with respect to the burden of proof, modifia-
tion of the contingent legal fee system, submission of
malpractice claims to screening, mediation, or arbitra-
lion panels, and other similar concomitants of the mal-
practice claims resolution process. There is good reason
to believe that legislative changes of this nature will not
have the beneficial effect on the malpractice problem
that many proponents earnestly anticipate2

The core issue behind the present crisis is how to deal
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with the steady increase in malpractice claims fre-
quency.i This issue has less to do with defects in the
existing litigation and claims resolution process than it
does with the vast number of inuries, complications,
and other adverse results sustained by patients in the
course of treatment. This conclusion, which was raised
and partiallv documented by the HEW Secretary's
Commission on Medical Malwacfice,' appears to have
been ignored by many who have been focusing legisla-
lively on the problem and, particularly, by the medical
and hospital community itself.

To make analysis easier, it may be helpful to view the
many dimensions of the medical malpractice problem as
variables in # hypothetical equation. Although an admit-
led oversimplification, this technique provides a valu-
able conceplual tool for purposes of discussion.

The basic equation that expresses the essential rela-
tionships reads simply:

Mmpn. F x S

Where Mmp - magnitude of the medical malpractice
problem

F - frequency of medical malpractice
clairs/uits

S - severity of mec;ical malpractice
claims/suits

' 7
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Clearly, Mmp in our equation is a reasonable surro-
gate for medical malpractice premium levels, since the
latter are in fact Seared to the product of claims fre-
quency times claims severity. But to better comprehend
the various factors that have dh potential for influencing
claims frequency (F) and claims severity (S), we must
reduce these two concepts to their constituent parts.

Claims Frequency
The determining factors behind claims frequency in-

clude influences that are medical, behavioral, psycho-
social, and socioeconomic in nature. Some c these
influences are set forth below, but the list is by no means
all-7inclusive.
Factors tha Wfluence claims frequency (F)

F, - Negligently caused injuries, due to
0 outright incompetence or gross negligence
* unnecessary surgery (including failure to ob-

tain consent)
* overwork, fatigue, or emotional stress
* mental illness, drug addiction, senility
e deficits in skills or experience
a breakdowns in communication
e inadequate supervision of subordinates
* improperly maintained premises
* inadequate quality controls
* defective or improperly maintained equip-

menh
* inadequate recordkeeping

Fa - Nonnegligent injuries, due to
S-idiosyncrasies of patients (including anatomi-

cal distortions)
* rare drug reactions
* treatment complications associated with

higlh-risk diagnostic or therapeutic procedures
* latent defects in instruments, equipment, etc.
* nonspecific vectors of Infection
9 emergency circumstan es of treatment
* therapeutic misadventures accidentss)
* poor resuhs not attributable to errors in treat-

ment le.g., plastic surgery)
Fi - Psychosocial factors, such as

" physical and emotional pain and suffering
* cosmetic disfigurement
" unrealistic expectations with respect to treat-

ment outcomes
" general attitudes toward physicians and hospi.

talks
" poor rapport, beakdowns in communication

and understanding
" availability of grievance mechanisms

Is

* external stimuli to malpractice litigation (pub
licity, family pressures)

* psychosomatic and mental illness (emotional
instability)

e fraud, greed, etc.
F4 - Socioeconomic factors, such as

* claimant's occupation, age, and dependency
status

* incurred hospital, medical, nursing bills
" loss of wage earning capacity due to permna-

nent disability (or death)
" loss of services to the family land extra costs

resulting therefrom)
" loss of educational or job Opportunities
" bills for injuries unrelated to the original con-

dition (e.g., operations to treat complications)
" concurrent financial drains on the claimant

(college tuition, mortgage and auto payments)
o available finances and sources of financial re-

lief
Obviously, some of these factors influencing claims

frequency are amenable to control, while others are not.
Even a cursory review of the malpractice legislation
passed thus far by most states reveals that this part of the
illustrative equation essentially has been ignored. The
reasons undoubtedly relate to the technical nature of
medicine and the difficuhies legislators have in under-
standing ways to mandate health care quality controls.
Whatever the reasons, unless claims frequency can be
reduced, the problem will never be effectively attacked.

Consider, for a moment, that 35 million hospital ad-
missions and nearly 250-million outpatient visits occur
each year.' With such vast numbers of persons undergo-
ing treatment, it is obvious that some will fare more
poorly than others-a is, will suffer negative medical
outcomes. In the normal course of events, one could
expect 35-million hospital admissions to give rise to
2.6-million treatment-related injuries, with 770,000 of
them attributable to some form of negligent conduct.,
These figures Assume a 7.6 per cent injury rate and a 29
per cent negligence rate, but even if we were to halve
both the injury rate and the negligence rate (i.e., from
7.6 per cent to 3.8 per cent for injury, and from 29 per
cent to 14.5 per cent for negligent injury, the net result
is still a very substantial 1.3-million injuries, with
193,000 of them probably attributable to neligent

treatment. The reader should note that these extrapola-
lions exclude the potential number of Ireatmen-retmed
injuries arising out of the 250-million anu patient
visits. Other empiical studies give hther evidence of
the iatrogenic injury problem: As many as 10,000 per-
sons die each year from surgical insersention (including
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anesthesia and postoperative complications);' as many
as 30,000 die from adverse drug reactions;' and
hospital-originated infections alone strike one out of
every 25 patients.'

Despite the vast numbers of persons who suffer injury
or death attributable to the treatment process itself, at
present only 20,000 to 25,000 malpractice claims are
being filed each year. If we are experiencing a malprac-
tice insurance crisis at a point in our history when a
small fraction of all potential claims are actually being
filed, what hope does this hld for the future Without
question, our current malpractice claims system would
have collapsed long ago if all potential claimants were
asserting their rights to recover damages for medical
injuries.

Considering the lag in claims filing, it should be appar-
ent that the current legislative emphasis on improving
malpractice claims-praressing mechanisms and modify.
ing legal doctrines will have no effect on reducing the
primary causes of all malpractice claims---namely, the
negative medical outcomes that prompt injured patients
to seek legal redress in the first place. Thus, if claims-
producing incidents are not controlled and inflationary
forces continue to elevate the costs of claims handling
and the sizes of payouts, further hikes in malpractice
insurance rates are inevitable,

The Problem of latrogenesis
Although we must make every effort to reduce all

possible causes of malpractice claims, even the most
sophisticated quality control legislaftGn will have little
effect on the psychosocial influences noted above or the
host of iatrogenic (trealment-induced) sequelae as-
sociated with modern medical practice. A well known
text aptly tilled Diseases of Medical Progress 10 discusses
the following complications of treatment:

" drug-induced anaphylaclic reactions
" drug-induced serum sickness
" conta dermatitis
* untoward reactions to vaccines
" brac'hial plexus paralysis from use of antitoxins
" sensitivity reactions to contrast media
" drug-induced collagen disorders
" complications of corticosteroid therapy -(steroid

diabetes, ulcers, pancrealitis, subcapsular
cataracts, destruction of the hip joint, myopathy)

" allergic reactions to antimicrobials (direct toxic ef-
fects, indirect biological reactions, staphylococcus
infection)

" Infections following catheterization
" acut radiation sickness
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9 radiation nephritis, pneumonitis, cachexia, der-
matitis, fibrosis, ulceration

" ialrogenic cancer (postradiation sarcoma, radiation
cancer, diagnostic x-ray exposure)

* blood transfusion reactions
" viral hepatitis
* drug-induced hemorrhage
" complications qf oral contraceptive drugs
* thromboic complications of IV therapy -

* iatrogenic anemia
* hemolytic anemias
* drug-induced aplastic anemia
* drug-induced jaundice
* drug-induced renal disease
* iatrogenic pulmonary disease (emboi, infarcts)
" digitalis-induced arrhylhmias
* complications of biopsy procedures and abdomi-

nal para.enesis
" anesthetic mishaps
* complications of closed chest massage
" complications of angiography
* drug-induced parkinsonism
The vast majority of these negative outcomes can

occur with the best medical care and without any negli-
gence whatsoever. This does not diminish their ability to
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precipitate malpractice litigation, however, particularly
where extensive disability occurs and substantial
economic losses are suffered. An injured person is an
injured person whether his injury was due to someone's
negligence or was purely fortuitous, and his economic
needs are the same in either case. This fundamental

19
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point is the key to the proliferating numbers of malprac-
tice claims, and It says volumes about what we may
expect in terms of future claims frequency.

Claims Severity
Let us now look at the factors that influence the sever-.

ity of claims. Claims severity iS) is a function of. three
elements that riay be expressed in a subordinate equa-
tion as follows:

S = (P + C (I)

Where P - payouts to claimants by way of settlements
or awards

C - cost of defending claims (the friction costs
d the system)

I - inflation factor
Here, again, any number of factors play a role in

influencing the severity of claims:
Fac to itat affect payouts (P

P, =degree of disabili y (including death)
P -degree of pain and suffering involved
Pi -,actual damages incurred (incurred losses)
R6 - age and occupation of claimant and extent of

loss of wage earning capacity
Ps - dependency status of claimant
P - probable liability of defendant (i.e., defensibility

of the case)
P, - applicability of legal doctrines. re5 ipsa koquitur,

informed consent, vicarious liability, Good
Samaritan, !pot immunity, charitable immunity,
etc.

P. - geographic differences in the litigation envi-
rorrnent lattitudes of jurors)

P. - limits on damages (statutory caps on awards,
collateral source rule, periodic payments)

Po. - capabilities of trial counsel
Pit - availability of expert witnesses
Pox -degree of sympathy plaintiff is likely to evoke

(appearance, reputation, community standing,
etc.)

P,, - attitudes of jurors, trial judges, and appellate
judges concerning desirability of compensation
for all serious injuries U.e., the tendency toward
injury reparation)

A great many of the legislative proposals introduced to
combat the sing costs of malpractice insurance relate to
influences affecting the severity of malpractice claims.
Even in this area, however, there are a variety of factors
that are beyond legislative control, not the least of which
is the growing trend toward compensation of all serious-

injury cases, item Pi in the above listing, which is
discussea more fully later.

As noted earlier, payouts (PI represent only part of the
severity equation, but costs are incurred in claims han-
dling regardless of whetherpayouts are made toclaiman15.
These costs (the friction costs of the present system) are
inevitably substantial in the process of determining lia-
bility in a medical malpractice case, a process that re.
quires proof both of negligence as Nell as proximate
causation. As legal scholars have roed, the latter con-
tinues to be among the most pervasive legal problems in
all medical malpractice litigation." The principal costs
involved in malpractice claims handling are:
Costs of defending claims (C)

C1 - defense legal fees (research, interviews, pretrial
activity, trial, etc.I

Ca - investigation costs, reproduction of records,
transcripts, etc.

Ca - medical record reviews and analyses by consul-
tAnts

C. -expert witness fees
C, - court costs, filing fees, etc.
C. - costs of appeals

Litigation costs are compounded when layering oc-
curs, I.e., two or more stages of claims resolution are
mandated or permitted:

(arbitration + litigation) + appeals
(creening panel + litiplion) + appeals
(mediation + litigation) + appeals

The Villainy of Inflation
Inflation (1) is the ever presept, ever increasing, and

essentially uncontrollable multiplier in the severity equa-
tion. It affects the sizes of payouts in virtually all decided
cases, particularly since appellate courts more fre --
quently take judicial notice of the existence of inflation
and the decline in the purchasing power of the dollar. As
a matter of fact, many trial courts today allow instruc-
lions to juries on the effect of inflation when determining
the amount of damages to award.)

Inflation not only affects payouts but drives up the
costs of defending malpractice cases. Defense legal fees
and Wos of expert medical witnesses are the most sig-
nificant factors in this part of the equation and, as noted,
the current "eres in legislating several stages of claims
resoution has the urrwelcome effect oif compounding
these defense costs. The Insurance *ervKCeS Office indi-
tales tha the average cL m cost nationwide will Approx-
imate $40,000 when all claims attributable to police
year 1975 ultimately are paid." Whether or not this
specific protection is credible, the fact remains that the
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inexorable trend of inflation is upward, and its impact on
the costs of malpractice claims handling (as well as
payouts) is very significant.

Will any legislative proposal enacted to date have any
effect on the rate of inflation? Does it really make any
difference whether claims are handled by a joint under-
writing association, a physician-owrd mutual, a single
carrier, or a state fund, or whether payouts are predi-
cated on occurrence or claims-made policies?

The Role of Insurance
Not even the most incurable insurance industry op-

timist would contend that our present malpractice Insur-
ance system is functioning well. Even the best actuaries
in this field have consistently underestimated the ulti-
mate levels of claims and claims costs, prompting re-
peaed rounds of "catch up" rate increases over the past
several years. But admitted flaws in the way in which
malpractice rates are established cannot-and should
rnt--mask a fundamental reality: Malpractice premiums
(like the Mmp in our principal equation) ar merely a
reflection of, and not the cause of, claims frequency and
severity. To blame the insurance industry for "causing"
the current malpractice crisis is much like blaming the
faulty digesive system of a glutton for his Increasing
obesity. Certainly, problems in the malpra-ice insur-
ance mechanism have triggered the crisis in New York
and elsewhere, but the underlying problems have been
festering for years, and it was only a matter of time
before they were bound to surface.

Those who would purport to deal comprehensively
with the malpractice issue by focusing primarily on the
insurance mechanism must sooner or later recognize
that they are dealing with a consequence rather than a
cause of the malpractice problem. No matter how poorly
or inefficiently its business may be conducted, the insur-
ance industry cannot solely be blamed for the steady
increases in claims frequency and severity.

The Reparations Issue
The present insurance indemnity system is a fault-

based system. Theoretically, it prices the loss-
distribution potential of a group of irsureds on the basis
of the estimated frequency and severity of claims at-
tributable to their nigent coduc during a specified
time span (policy year). In reality, hos'we, proving or
disproving negligent conduct, when it pertains to the
complexities of medical treatment, Involves essentially a
battle between the medical experts summoned by both
sides, with a jury of laymen deciding which experts) to
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believe. Considering the probabilistic nature of all medi-
cat outcomes, and the relative ignorance of laymen con-
cerning the technical aspects of medicine, the efforts of
juries to determine the elusive question of liability in this
manner is a guessing game at best. The entire process is
not only fraught with uncertainty but is costly and time-
coJisuming. Although most lawyers recognize the infirm-
ities of this system, they support it on the ground that
no alternative private legal remedy Is available to com-
pensate for medical Injury.

And this highlights a core issue: the fact that many-if
not mos-tnjured claimants are far less concerned with
proving fault than they are in recovering damages for
their economic losses. The more severe the damages, the
greater the likelihood a malpractice claim will be as-
sered, particularly if the patient lacks other forms of
financial relief. There being, as yet, no nationalized
health insurance scheme for our entire population, one
who suffers a serious and disabling treatment-related
injury has little choice but to seek compensatory dam-
ags by suing the physician or hospital who provided the
medical treatment. Perhaps as many as 50 per cent of all
malpractice claims now fal' i,.to this category; there is
little doubt claims of this typie will continue to increase if
patients' economic needs are not met in other ways.

To compound the problem, we see the courts straining
to find liability whenever a plaintiff's injuries are severe
and other avenues of financial relief are unavailable to
him. Judicial awareness of the physician's or hospital's
insurance coverage all too often has resulted in a finding
of liability without regard to the issue of fault. While this
liberal Judicial tendency may be understandable in the
abstract, there is no question that it is seriously under-
mining our current malpractice insurance system.

One of the clearest examples of this trend toward the
socialization of injury was the 1967 California Supreme
Court case of Clark v. Gibbons." In that case, the plain-
tiff was awarded damages for an injury resulting from an
inexplicable operating room accident, with the appellate
court afiming a judgmet for the plaintiff under the
doctrine of res ipsa loquiwts. In a separate written opin-
ion, Justice Tobriner advocated that the courts abandon
what he termed the "largely fictitious and often futile
search ior faull which presently characterizes medical
injury litigation." In an unusual display of candor, he
urged as a matter of public policy that the losses of
otherwise unexplainable medical accidents should be
shifted "to the parties best able to protect against them
irough insurance."

However laudable the social objective of courts who
view the problem in this manner, our existing liability
insurance system was never intended to compenm all
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unexplained injuries arising out of treatment, and con-
tinued judicial sanction of liabitiy without fault to
achieve this purpose is certain to cause the collapse of
the liability insurance mechanism as we know it.

If we, as a nation, are inclining toward a system of
injury reparations," then perhaps we ought to confront
that issue directly, rather thain permit continued violence
to the present (faut-based) system by undermining the
legal predicate on which it is founded. We well may find
that the public interest would be betwr served by a
comprehensive injury reparations system providing
prompt, although limited, compensation to those who
uffer injuries arising out of medical treatment--rather

than looking for ways to buttress a system that over-
enerously compensates a few claimants but provides

absolutely no help for the vast numbers of others who
wind up as casualties of our health care system.

Conclusion
To effectively combat the malpractice problem re-

quires the ability to control many factors (variables in
our principal equation) that are beyond le-islative con-
trol, e.g.:

" iatrogenk lnjuris not due to negligence
" physiologic idiosynrasies of patients
" unrealis(k expectation of patients
" poor rapport between physicians and their patients
" mental or emotional illness of patients
• fraud, greed (the "get rkh quick syndrome")

" dngee of disability sustained
" extent of pain and suffering
" age, occupation, and dependency status of patient
" attitudes of jurors and judges toward injury repwra-

lion
o inflation
We should also recognize the importance of dealing

with claims frequency, at least insofar as humanly possi-
btle. This means we must continually strive to find ways
to improve u tn existing health system quality control
rmecha.nisms. Programs in patient safety should be a key
pan of hospial-based continuing education programs.
Data atherirg and analysis of all adverse medical out-
come% are eisentiat to any effective injury-prevention
program. And hospitals should be required to establish
meaningful patki grievance mechanisms designed to
deal with complaints about medical treatment before
they bosom into full-scale litigation.

To guarantee the availability of funds to cary out the,
necessary studies and data gathering and to develop and "
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implement sophisticated loss-prevention programs, the
legislature might consider requiring a stated percentage
of all premiums collected by JUAs or physician-owned
mutuals (e.g., 2 per cent) be earmarked for this express
purpose, with an annual accounting thereof.

Finally, we (oust try to develop alternative sources of
financial relief for persons who suffer seriously disabling
injuries directly attributable to the medical treatment
process. One possible approach to this problem would
be the establishment of a State Medical Injury Disability
Benefits Program that would provide prompt, although
limited, benefits to eligible claimants who suffer dis-
abilities that can be expected to last at least 12 months.
Disabilities extending beyond that period might thereaf-
ter be covered under the Federal Social Security disabil-
ity benefits program, with appropriate changes in the
present isolation.

The malpractice problem is not going to be easy to
resve because it is an outgrowth of systems in conflict.
We have no choice but to attempt to make the present
systems as workable as we can but, I hope, with a more
realistic appreciation of their limitations and the direc-
tions in which they are heading. N
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SPECIAL ARTICLE

SWEDEN'S NO-FAULT PATIENT-INJURY INSURANCE

JAMU K COOPER, M.D.

Abstraot Sweden has introduced a nationwide no-
fault patient-4njury compensation plan. The plan was
not Introduced because malpractice Insurance costs
were high, but because so few Injured ,patients
received compensation through the tort liability
system. With certain exceptions, compensation
Is provided for loss that occurs as a result of Inju-
ry related to hospltalizstlon or medical care. The in-
surance plan has completed 12 months of operation.

LJAST year Sweden adopted a nationwide patient-injury
insurance program 7" program resembles Worker's

Compensation plans in this country; it proofides compensa-
tion for patient receiving injuries in connection with medi-
cal treatment without the necessity of proving negligence.
The plan completed 12 months of operation on January I,
1976, and preliminary results are now available. Since such
"no-fault" plans are often discussed in connection with
the American malpractice-insurance problem, Sweden's
experience may be of special interest in the United
States.

BACCRXouV

Before the new insurance program began, patients in
Sweden who were injured during medical care could not re-
ceive compensation for los directly unless they proved nel-
ligence on the part of the physician or hospital (as is cur-
rently true In the United States). This situation was criti-
cized because serious injury and economic loss could occur
in cases in which fault could not be established, and, in fact,
in only a few cases was compensation paid f'i)russion
about the issue kd in 1973 to negotiations between hospital
owners, the Federation of County Councils, and an insur-
ance-company consorium. (The County Councils are the
principal owners and operators of hospitals and clinics in
Sweden; most physicians and nurses are salaried emply-
ets of a County Council.) The negotiations led to an agree-
ment in 1974 between the County Councils and the insur-
ance consorium to establish an insurance plan that would
provide compensation or any patient injured during hospi.
talization or othnr .i e receiving medical care. The insur-
ance plan covms accident compensation for Injured pa-
tients, and also covers any loss through liability that the
hospitals or physicians might incur; the policy is then both
an accident and a liability insurance plan. The agreement is
a private transaction, and is not required by law. Although
nationwide, the plan is in no way an activity of the national
(federal) government.

From the Diviami of Health Cas Slyis, Ofiles o( PotI Deveop.
wmat and Ptaasia. Office of t1s Assetiaa Sonaer for Hfth. Depart.
om of Heek, Edwcaton ad Wetan (addresm re q s to Dr.
Coopat at Parklawa "td1. Room 17-12. M40 Fiabe Lana, Romvifle, Md
2sn

Its total cost Is lees than 504 per citizen, and It I fi-
nanced from general tax revenue. Sweden's expe-
rlence can be projected to a population the size
of the United States, and the results compared to
United States malpractice liability figures, Such
a comparison Indicates a total number of awards
greater than that of the United States, but a lower
average amount per award. (N Engi J Med 294:1268-
1270, 1976)

The plan is not unlike Sweden's nationwide worker's no-
fault compensation agreement Although several segments
of labor had previously achieved worker's compensation
insurance, a nationwide plan was not reached until May,
1974. This nationwide agreement between employer and
employee groups includes no-fault compensation for em-
ployees injured on the job. Employers purchase the insur.
ance from an insurance consortium.

The new patient-injury insurance plan fits into a pattern
of recent major insurance events in Sweden. Included in the
pattern are the Law of Lability of 1972, which clarified an
employer's responsibility for the acts of ts employees, the
Worker's compensation agreement of 1974 and the Indem-
nity Law that was implemented in 1975. The Indemnity
Law moves toward convening all liability insurance into
no-fault insurance by extending the definition of liability.
These events reflect a prominent opinion in Sweden that
insurance should compensate for lses, irrespective of
fault.

It is clear that the plan was not prompted by economic
pressure on physicians and third-party insurance payers
related to malpractice costs; malpractice-insurance premi-
ums for physicians cost about $25 per year in Sweden, re-
gardle of specialty.

Daswrnom
The American Bar Association Commission on Profes-

siona Liability Insurance has suggested that a system for
compensating persons injured as a result of medical treat-
ment can be described in terms of ive basic elements. That
framewok is used here to describe Sweden's patient-injury
insurance program.

CemPeable 1eaM
In the Swedish program, the compensable event is very

broadly defined. It includes any Injury received in direct
connection with health and sick care. "Care" includes both
examination ard treatment. Also included are injuries re-
suhing from being in the treatment environment, such as
when falling out of bed. Excluded are sel -inflicted injuries.
the natural results of the illness that would occur irrespec-
tive of care, the results of treatment that could not be avoid-
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ed (eg., surgical sears), infection alter surgical procedures
in contaminated fields (in which postoperative fever is fre-
quent) and injuries resulting from failure to diagnose, un.
less such failure occurred because the physician did not
comply with generally accepted medical practice (this last
exclusion provides the only "fault" criteria - i.e, the phy-
sician must negligently fail to diagnose). [)rug reactions are
also excluded, since liability might be shared with the drug
manufacturer (product liability). 'Ihis list of exclusions
contains the items for which payment cannot be made
under the no-tauls provisions: claims for injuries listed
can still be made, but the patient must prove that the in-
jury is the result of negligent treatment. If the claim of
negligence is substantiated, the Swedish program will
provide compensation under its hospital liability provi.
siols,

There is a two-year limit in which claims must be made
under the no-fault basis. The policy also covers all hospital
liability, which under the tort system has a 10-year ttatute
of limi:aticra

ExtoM o Comnpelmae

Patients are compenaed for bosh economic tos and
pain and suffering. An insurance-company table is used for
determining the award; the table is based on previous court
awards for each injury. Patients are also compensated for
loss of income and any other further real loss that can be
proved. Collateral sources (i e., money received from other
sources, such as unemployment insurance, worker's com-
pensation, or automobile collision insurance) are deducted
from the patent-injury award,

"ore of Compefseatle FlNde
The County Councils colect taxes directly, and purchase

the insurance policy with general tax revenues

-ase- MnPObW m
A patiem, physician or hospital can originate a claim, or

simply notify the insurance consortium oia loss The claim
or notification is sent to an insurance office for investigation
Generally, the investigation consists of returning a claim
form to the treating physician for verification of the injury
Most claims are then paid directly. Disputed laints and dif-
Ficult assessments are referred to a special panel for review
If any participant refuses to accept the p.nel's opinion, the
question is referred to arbitration. Such arbitration is bind-
ing

Is should also be nosed that, unlike Swedn's labor/in-
dustry no-fault liability insurance, under the no-fault plan,
the patient retains his or her right to sue a hospital or physi.
cian for liability in the court system The patient may also
take his case to a governmnental agency, the National Board
of Health and Weliare, for review The hoard rarely states
that negligence has occurred. It is said that only seldom
will the court, which does not have a jury, go against the
recommessdatio of the Board Physicians may appeal
decisions of te Board, patients, on the other hand, may
not

Table 1. Awards According to Type of Injury.

Tvin No o PAr A Rgui3viD
AW&is (APPIOiSTOii

Temporary diubility. < 30 days 179 $ 34.190
Temporarydrabilety, daysas 1" I113,824
Pcrmanset disability, < 30 184 37.763
Pemrs ni disability, > 30 3 1,469."9
Death 22 102.759

Tos 571 1557,22
Ave ge $ 4,473
US v.er c 1974 5 22,366

Fund Cosliodon and Dlaourseneint
The insurance policy is purchased directly by tne County

Councils as a group from the ii;surarce consortium. There
are no other parties to the contract. -

K RESULTS
As of January, 1976, there were 8W claims processed for

calendar year 19)5. (This number is expected to reach be-
tween I 0( and 1500 for she year.) Of the 808 claims, 237
were denied - about half of them because the injury oc-
curred before the insurance began (i.e., before 1975).

The total awards (including reserves) were SKr
10,500,000 (about 52.5 million) (Table 1). When all claims
are processed, the insurors believe the total payout will be
about 53 million, excluding adtntnissrative costs The in-
surance premium costs about $4 million, avetagig about
544 for each member of the population' The policy is expe-
rience-rated, so that the premium will be adjusted accord-
ing to future claims.

For comparison, before the no-fault plan their were usu-
ally only two or three malpractice court awards per year.
Insurance companies compensated an additional few cases,
and it has been estimated that perhaps 100 minor settle-
ments wer made privately between injured patients and
County Councils. If the awards under the no-fault program
reach 1000 per year, it will represent an increase ol over 100
times the tiumber of patients being compensated (ignoring
the minor private settlements).

For further comparison, Sweden's expenence can be ex-

Table 2 Sweden's Experiece with No-Faunt Pate#-Ijury In-
surance (PIl) and Projectlons as Compared to United Stain.'

' les tot Srsawll l t otal Atel us
vs een iSees Seoinll knee Ant US

Swa i975 Nwscno 14t Pr 1975
14i "Aabi AmAIOvtD jlon-I

nT S ToW eSon?

Court srds < 1' <t2 < 12 < X10 <i)s, 646
Out-o-court <I0o 1.000 t.000 to < 2.500 2 500O to 15,512

awards 1.5mt30 37,500
Tot,is TiT <2.300 )5.300 to 1Sl1I

'Ad Roon n appoessit~ (ee id? peo thse lbe acU es C.. ) (abeOw
kf"r i soo~ee ae poeehities .qwoicc. -n im US. c(.. cift' rqp"m&u dis

COWMIte to t'ok MisS eec-scsi m eantl oim ctravu.'d ta pcpeltoc eqcvaskS to
US SOne raImas (H Se9d"sh Fc dctao a, Ceofmsy Ciouft1, Coain 1t [ew.

I cetift aelye ttatosed b, Fdec cee ofCoacy (aUsS)

Vol 294 No 21 1269



570

THE NEW ENGLAND JOURNAL OF MEDICINl

erapolated to a population the size of the United States.
With such an extrapolation, one would have expected less
than 100 malpractice court awards and 2500 out of court
awards per year before a no-fault program, and 20,000
insurance awards for the rwst year of the program. If
the awards under the program average 1000 per year in
Sweden in the future, it would be equivalent to 25.000 per
year for a population the siz. o4 the United States. These
estimates are compared with American figures in Table
2

The comparison of Sweden's patient-injury system to the
United States's malpractice insurance sysi-m indicates that
under the Swedish system, more patients receive compensa-
tion, but the compensation is much smaller. Overall, the
total cost of Sweden's Patient-Injury lnsurancr is much
less than the cost of the United States's malpractice insur-
ance.

Docussmo
During January, 1976, when I visited Sweden, I found no

evidence of resistance to the no-fault program; support
seemed to be universal The program clearly does what it
was intended to do: it improves the Injured patient's ability
to recover for injuries sustained as a resuh of medical treat.
ment.

The program provides margiinal insurance - collateral
sources must be subtracted - to that the patient receives
only th difference between his real losse and funds he re.
ceives from other sourcts. In Sweden, health care is provid-
ed with essentially no cost to the recipient, and time away
from the job is covered by unemployment insurance, usual-
ly up to 90 per cent of the salary. Thus, marginal economic
losses are likely to be small for most people. "Pain and suf.
firing" are nrK covered by other plans, but traditionally
the awards have been small by American standards.
"hereore, estimates of award size for a United States
system based on Sweden's experience are not likely to be
valid.

Furthermore, the County Councils believe the average
yearly number of claims will "level out" at 1000 to I S0 per
year. Their estimate was not based on study of the potenmial
universe of claims, and the estimate is likely to be quite low.
On the basis of an annual hospital admission rate of 1. 5 mil-
lion per year in Sweden. they project a patient-injury rate
of about one tenth of I per cent. A study in the United
Sites indicated that such ijuries may be as high as 7.5
per cent.,

Theredore, a similar system.in the Unked States would
cost more not only because the awards would be higher but
also because the frequency of injury claims would also prob-

ably be higher. In Sweden the new plan is only now receiv-
ing publicity in the public. In the next few years the num-
ber o( claims may escalate considerably.

Discussion with several Swedish lawyers indicated that
they thought there was a trend in Sweden towards tort
liability court actions. These Lawyers further believed that
Sweden as a whole is beginning to be more litigious, and
malpr~acice court verdicts will Increase soon. In the United
States, of course, the trend of society toward more litigation
is often cited as a major ingredient of she malpractice-in-
surance problem. In Sweden, on the other hand, there has
not been a general increase in tort liability cases - there is
simply ks tendency for patients to sue. If this situation
should change, and Swedish society should begin more to
seek redress in court action, the no-fault program should
protect the health profession from any added liability, ex-
cept in cases in which the injury is not covered by the insur.
ance.

Lawyem in Sweden, incidentally, cannot work on a "con-
tingency-fee" basis; they mutt receive compensation on an
hourly basis.

There is no communication betweenthe insurance con-
sortium that administers the plan and the agency that li-
censes and regulates physicians, the National Board. Thus,
it is theoretically possible for a physician to be a repeated of.
fender. with an exceptionally high patient-injury rate, with-
out the Board's knowledge. In fac. the no-fauh program is
not currently used in any way to improve the quality of care
in Sweden, or to prevent its degradation. But there is di.
cusion about using it in this way in the future. Also under
discussion is a plan to assure patient representation In care
review and health planning - an extension of Sweden's om-
budsman concept.'

- 's report is based on interviews in Sweden with authoritsm of
the .'iasnal Board of Health and Welfr, Swedish Medical As-
sociaio, Scandia Insurance Corporation, Swedish Planning
and Rationalizatioa Institute (SPRI), and physicians and law-
yers The data pertmin to Sweden were obtained from Runt
Lind, of the Federation d Sweds County Councils, and Carl
Odert, of the insurance consortium Stockholm Birgista Wis-
tand and Shannan Stephens helped obtain material foe this re.port.

1. Pocacdm LS. Do3"es SJ. Uhwsrtz If, The =Wesis. of sstoge isow
nia, Report of the Ssceutuy's Cowassimio on tdi hf* lpraaettor Ap
padls. (DHEW Pubhice No. lOSI 73-89) Wushloatea. DC, Ouea-
MWat PrtAus Of(ros 197), pp 507

2. Winrd I The Medical Rssposilhhy Dlo s d the Fam Ombe&
nsu io Swedes Misi of Heslh sad Social AKsle (Suedes) Dons
0" 197W0-2). 597s
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LAW-MEDICINE NOTES

WIWAX J. CVGy Ns, J.D., S.M. Hvo., Eir

Medical Malpratike in Sweden

EGON JONSSON AND DvNCAN NzttmusAm, PH.D.

OVER the past five years, there has been a steady rise in
malpractice complaints from Swedish patients and this

trend Is expected to continue. There are three ways in which
a Swedish patient can formally make a complaint and i
compensation for injury. Complaints against practitioners
are handled by the Medical Responsibility Board ufthe Na-
tiontal Board of Health and Welfare. Secondly, a patient
may seek compensation from the local County Councls for
inury within one of their hospitals. Since this program is
explained by Cooper elsewhere in this issue of the )etmra,'
this disculion ill focw. a the Medical Responsibility
Board. Thirdly, patients go directly to court.

The Medical Responsibility board consists of two law-
yen, two members of the Rikadag (Parliament) and one
physician, all appointed by the government. The Board
considers complaints against national or local government
employees and private practitioners. The Board decides if
there was malpractice, errors in performance, or dereliction
o(official duties. It considers abuses related to the prescrip-
tion of narcotics and drugs containing alcohol. A patient,
his relative or a health o1cial may make a complaint to
the board informally and without an attorney. For each
complaint, a report, including written explanations from
the involved professional persons, is prepared by the
staff. The Board has access to " ialized medical ad-
vice

In the last five years, the Board has received an increasing
number o complaints, 650 in 1970, sing to 833 in 1974.
The Board has not been able to handle this load, and cases
have to be held over until the next year. For example, in
1973, ther were 705 complaints Of these, 461 were dealt
with, and 244 were held over until the next year. Of the 461
dealt with, 411 were declared not to warrant imposing sanc-
tions, and no action was taken; 53 wangs were given to
physicians and other heahh workers. In six cases, the Board
found that medical care was not conducted in a manner
consistent with "scientific knowledge and good experience,"
a deficiency that is the Swedish definition of malpractice.
These cam are referred to the government prosecutor or
the patient's lawyer, and they go to court for trial. Mot
complaints re against physicians (455 out of 523 cases
deak with in 1974), but dentists, nurses, physloherapists,
opticians, midwhvs, x-ry asitants, social workers, and
practical nurses ar alo the subject of complaints. Many of
these complaints ar minor: From 1970 to 1974, about 80

Frm FRI th swat Ptss4 ani iR.lla)tias Iteite of the
HeN sW Sid Sa vme 74 Kie stsa. StedItoW. a ath
Dertante of Heakth govis HarvaresolofPbetath 7St-

busse to Dr. tdeahseas.
Spotiebso-wo a(Mtl$?t 203) wIh1 Ntee

per cent of complaints did not lead to imposition of saic-
tions, and no aclon was taken.

Examples ofcomplaints rukting in no clon include a
wife's complaint that her husband should receive a sickness
pension, a relative's complaint of an unnecessary autopsy, a
postoperative infection, a patient's complaint that he unl-
derwent too much dianostic testing, and a friend of a pa-
tient who said that this patile needed a convalence in
Southern Europe paid by the County Council. Complaints
on which action is taken can result in a warning to the phy-
sician. dentist or other provider, a limitation of his author-
ity to presribe, a revocation of his license or court action.
The Board is not directly involved In compensatin pa-
tients, although it ha an indirect influence on cuese that go
to court.

Of the 30 cases that weit to court from 1970 to 1974, 26
wer against physicians. Of these 30, eight received final
dispositions during the years 1972-1975. In all eight, the dc-
fendant was fited and had -to pay his or her own lawyer's
fees and the fees for the patient's lawyer.

In these eight court cases, the fines ranged from 5222 to
89, and the defendant also had to pay anywhere from

1100 to $1.667 for the patient's legal coats. The doctor's
malpractice insurance pays for the fine, his lawyer's fee, and
the patient's lawyer's fee. in only two case was ther com-
pensation For injury, although additional compensation may
have been obtained by an out-of-court wttklem with the
physician's insurance company or through the Patient In-
surance Plan of the County Council. These awards were
11.111 and Si9,156 respectively. Below ar brief descriptions
of three of these cases.

I the first case the patient fell ad fractured her neck, She
was aditted to an orthopedic ward and an operative proedure
was done that required the drilling of two bols In the sktuS to at.
tach a wire and weights to straighten the head and neck. The
physician used a hand drill, which went through the skull, ino
the brai and hit an artery, causing hemorrhage and resulting in
a pernnsn, sere speech defect, and almaoss complete less of
movemnt on the rtihe si. The drill was not equipped with the
normal movable stop. The physicist was ined 359 ad paid the
lawyer's Ie r the pade 11,667, plus his own lawyer's fee.
The court awarded no cntipensation for the patient.

In the econd casn, a nie i in mental walrd screamed orders
at staf and patient an was violent to patients by throwing them
m of the dning room. The 'n se was Sened 5311, and paid the
patient's lwyer's fu of 1333, and no compemation was awarded
so say patient.

In the third case, the patient ws diagnosed as having a cys on
oe ovary. T1e sure. mnisok a ul bladder hr the ovarian
cyst, and cut the lef ureh. As a resui', the patient was perma-
nenitly Incapacitated, and the consineculon of an artificial uri-
nary passag was esayTIsk cam resuled in the surgeo's
paying a Ai of 5444. the pient'slawyer's eof $356, ad
compensation hor Injuy to te pales at ", 5154.

Swedish lawyer are paid ala ng to the time they work
and not on a pcentage of the award contingentt fee) as In
the United States. Uithe patient fh to win his case in court,

b must also pay the le of the defendant's lawyer, unless
he Is too poor to do so, in which case, the Public Loeal Aid
Service woul pay the fee. If the patient goes directly to the
court, the court almost always seeks the opinion of the Med-

4t
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ical Responsibility Board. If the Board comes out with a
finding favorable to the patient, there is a high probability
(eight out o eight cases) that the patient will win the cae. If
the Board does not urge a trial, the patient's chance of suc.
cess Is very slight. For thee reasons, a trial without the
Board's opinion is uncommon, although out-of-court set.
elements are made.

As a result, the Swedish physician's malpractice insur.
ance, obtained through the Swedish Medical Association.
costs him or her about $20 per year. Unlike their American
peers, Swedish physicians all pay the same amount for their
malpractice insurance. In the last five years, the insurance
company, owned by the Medical Association, paid com-
pensation for about 70 cases. This figure is equivalent to
about two awards per million people per year, or about one
award per 700 physicians per year.

The small awards to the patient need to be viewed in the
context o( the Swedish welfare state. Everyone is entitled to
medical and welfare services provided by the state.' In ad-
dition, all disabled persons are eligible for disability bene-
fits. The awards for medically related injury obtained in
court may be little more than is obtainable elsewhere.

Physician defendants may seek the advice and help of the
Malpractice Committee of the Swedish Medical Associa-
tion. The practitioner may appeal the decision ofthe Medi-
cal Responsibility Board to the Swedish Fiscal Court of Ap.
peals. In five years, there were 97 such appeals for a warn-
ing or recall of the license to practice. Of these, the Appeal
Court reversed the Board on 20 occasions, acquitting the
practitioner. In the remaining 77 appeals, the Court upheld
the Board's decision. This right of appeal is only given to
the accused practitioner and not to the complaining pa-
tient.

It is now true in some parts of Sweden, and may eventual.
ly be true in the rest, that the patient must go to the hospital
assigned to provide care For his district, unless a doctor in

that hospital refers him elsewhere. If the patient h a no
choice, the cynical observer might suspect that the patient
would be fearful of voleing a complaint about his hospital.
Perhaps such a patient would feel more comfortable ap-
proaching his elected representatives on the local County
Council that manages the hospital.

Some observers of Swedish culture believe that Swedish
patients, as compared to those in the United States, have
more respect for expert authority and their government.l
Americans seem to view their government as either a malig-
nant bureaucracy, an invader of privacy, or Incurably cor.
rupt. For example, all Swedes are assigned a number at
birth, which, among its varied uses, is their permanent med-
ical record number. This system allows easy record linkage
across hospitals and throughout life. A similar proposal In
the United States met substantial resistance from some peo-
pe, who feared that it would only facilitate spying on peo-
ple's private affairs. Perhaps Swedes simply trust their
government and their health service.

The fear of malpractice suits may lead American physi-
cians to practice "defensive medicine" by ordering large
numbers of diagnostic tests. Different approaches to mal.
practice may be an important part of the explanation of the
findings In another study.' In this study, we observed that
the volume of x-ray and laboratory tests in Swedish hopi-
tris is about half the amount ordered for similar patients in /
American hospitals.

t, COep JK: S" l's Go4't pess"-ay iftrsam. N ba J Mod
294 I 1270, 1976

2 Andems OW Healt Cam Can , s bs quity? The Usakd Sat.
Swed sad Engt. New York, Jos Wity sad So.m. 19"2

3. S9kia SN: Mediari odsise. medical can sad loi is 6Sdes. J
Med E4di 49357-31. 174

4. Joasso . Nelamer 0- Hospital stafltas ra a tM UViod Staes sad
Swades. laqsy 52t26.t3. 1575

MASSACHUSEMTS MEDICAL SOCIETY - REGISTRY ON CONTINUING MEDICAL EDUCATION
To obtain information on continuing medical education courses in the New England area, write or call, indicating

rarlds(s) or specialty in which information is desired, to the Committee on Medical Education, 22 The Fenway, Boston,
Massachusetts 02215; telephone (617)5364812.

0

Val. 294 No. 23 1277


