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In early February 1976, two recruits stationed at Fort Dix in New Jersey, had an 
influenza-like illness. One of the soldiers died. Isolates of virus taken from 
them included A/New Jersey/76 (Hsw1n1), a strain similar to the virus believed 
at the time to be the cause of the 1918 pandemic, commonly known as swine 
flu. Serologic studies at Fort Dix suggested that fewer than 200 soldiers had 
been infected and that person-to-person transmission had occurred. 
 
At the urging of the Center for Disease Control and several well-known and 
respected scientists, the Ford administration moved quickly to initiate a 
program to inoculate every American against this perceived threat. 
 
After approximately 40 million Americans were vaccinated fears of the 
possibility of severe side effects from the vaccine emerged. Some blamed the 
vaccine for the deaths of Thirty-two people who received the swine flu vaccine 
from Guillain-Barre Syndrome. 
 
The vaccination program was officially halted on December 16, 1976. 
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SWINE INFLUENZA PROGRAM MEETING 
Monday, March 22, 1976 

11:00 	to 11:30 a.m. (30 minutes) 
Cabinet Room 

From: James ~nn 
-


I. 	 PURPOSE 

To discuss a possible Federal initiative to immunize all 
Americans against swine influenza. 

II. BACKGROUND PARTICIPANTS AND PRESS PLAN 

A. 	 Background: HEW is concerned about a possible "out
break" of swine influenza during the winter of 1976
1977 and recommends a $134 million Federal program to 
immunize every American. If this is to be done, 
drug companies must be given the go-ahead to produce 
the necessary vaccine within the next two weeks. The 
decision to give the go-ahead to vaccine manufacturers 
and to seek a 1976 budget supplemental is complicated 
by both uncertainties and its precedential implications. 

Attachment A outlines some of the uncertainties 
within which this decision must be made. 

Attachment B is an HEW memorandum on the subject. 

B. 	 Participants: Secretary Mathews; HEW Assistant Secretary 
Ted Cooper and his deputy, Jim Dickson; Richard Cheney, 
James Lynn, James Cannon and Paul O'Neill. 

C. Press 	Plan: None 

III. TALKING POINTS 

A. 	 Mr. Secretary, would you please start off by explaining: 

1. 	 \~at swine influenza is and how it can be dis
tinguished from other types of flu in terms of 
its severity? 
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2. 	 What is the probability of an occurrence of an 
epidemic in the winter of 1976-1977, given the 
lO-year cycle of epidemics, the last of which 
occurred in the 1968/1969 winter? 

3. 	 Why do we believe that the very same swine influenza 
virus that was recently identified in New Jersey 
will cause a nationwide epidemic this coming 
winter as opposed to say, a mutant form of this 
virus or another virus? 
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uncertainties Surrounding a Federal 
Mass Swine Influenza Immunization Program, 

Scientifice Evidence on Likelihood and Success of Immunization: 
Person-to-person transmission of the swine virus has been 
proven in only one location, Fort Dix in New Jersey. Further 
scientific evidence on the probability of an occurrence of 
swine flu virus next year mayor may not become available 
before the current flu season is over. HEW epidemiologists 
have stated that the probability is "unknown." 

The swine virus is a different strain entirely from the 
flus of the past few years. The swine flu vaccine will 
have no effect whatever on preventing these more conven
tional flus. Moreover, there remains a possibility that 
mutated swine virus may occur -- against which the vaccine 
to be developed would not be effective. 

Seriousness of Swine Influenza: The number of Americans 
that would be seriously ill or killed if an epidemic did 
occur may not be analogous to the 1919 experience of 500,000 
deaths because of the absence in 1919 of antibiotics. We 
cannot be certain that there have been no person-to-person 
transmission of swine influenza since 1930. 

Implications of a Federal Initiative: Will it be necessary 
to mount another massive Federal effort in each succeeding 
year (1) if the swine influenza epidemic does not occur in 
the winter of 1976/1977 or (2) in order to protect every 
American against mutating versions of swine virus? 

Press Attention: The national press is already aware of 
a possible swine influenza occurence through weekly HEW 
press conferences on the flu morbidity. 

Views of the Scientific Community: HEW is now in the 
process of trying to obtain consensus from all important 
members of the virology scientific community on the advis
ability of a nationwide immunization drive against the 
swine flu virus. Nevertheless, what is the contrary virology 
argument against the massive immunizations? 
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DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE ~fEMORANDUM. '. 	 OFFICE OF TIlE ASSISTANT SU'/U:TARY FOR 111-.,,\1.'1'11 

TO 	 The Secretary . DATE: 

Through:. ES___ 


.. 

FROM 	 Assistant Secretary for Health 

SUBJECT: 	 Swine Influenza--ACTION 

ISSUE 

How should the Federal Government respond to the influenza' problem 
caused by a new virus? 

FACTS 

1. In February 1976 a new strain of influenza virus, designated as 
influenza A/New Jersey/76 (HswlNl), was isolated from an outbreak of 
disease among recruits in training at Fort Dix, New Jersey. 

2. The virus is antigenically related to the influenza virus which 
has been implicated as the cause of the 1918-1919 pandemic which 
killed 450,000 people--more than 400 of every 100,000 Americans. 

3. The entire U.S. population under the age of 50 is probably 
susceptible to this new strain. 

4. Prior to 1930, this strain was the predominate cause of human 
influenza in the U.S. Since 1930, the virus has been limited to 
transmission among swine with only occasional transmission from swine 
to man--with no secondary person-to-person transmission. 

5. In an average year, influenza causes about 17,000 deaths (9 per 
100,000 population) and costs the nation approximately $500 million. 

6. Severe epidemics, or pandemics, of influenza occur at approximately 
10 year intervals. In 1968-69, influenza struck 20 percent of our population, 
causing more than 33,000 deaths (14 per 100,000) and cost an estimated 
$3.2 billion. 

7. A vaccine to protect against swine influenza can be developed before 
the next flu season; however, the production of large quantities would 
require extraordinary efforts by drug manufacturers. 
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ASSUMPTIONS 

1. Although there has been only one outbreak of A/swine influenza, 
person~to-person spread has been proven and additional outbreaks 
cannot be ruled out. Present evidence and past experience indicate 
a strong possibility that this country will experience widespread 
A/swine influenza in 1976-77. Swine flu represents a major antigenic 
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shift from recent viruses and the population under SO is almost universally 
susceptible. These are the ingredients for a pandemic. 

2. Routine public health influenza recommendations (immunization of the 
population at high risk--elderly and chronically ill persons) would 
not forestall a flu pandemic. Routine aC~~Qns would have to be 
supplemented. . 

3. The situation is one of "go or no go". If extraordinary measures 
are to be undertaken there is barely enough time to assure adequate 
vaccine production and to mobilize the nation's health care delivery 
system. Any extensive immunization program would have to be in full 
scale operation by the beginning of September and should not last beyond 
the end of November 1976. A decision must be made now. 

4. There is no medical epidemiologic basis for excluding any part of the 
population--swine flu vaccine will be recommended for the total population 
except in individual cases. Similarly there is no public health or 
epidemiologic rationale for narrowing down the targeted population. . 
Further. it is assumed that it would be socially and politically unacceptable 
to plan for less than 100 percent coverage. Therefore. it is assumed that 
any recommendations for action must be directed toward the goal of 
immunizing 213 million people in three months (September through November 
1976). The nation has never attempted an immunization program of such 
scope and intensity. 

5. A public health undertaking of this magnitude cannot succeed without 
Federal leadership, sponsorship, and some level of financial support. 

6. The vaccine when purchased in large quantities will cost around 
50 cents per dose. Nationally, the vaccine will cost in excess of 
$100 million. To this total must be added delivery costs, as well as 
costs related to surveillance and monitoring. Part, but not all, of the 
costs can be considered sunk costs, or as non-additive. Regardless of 
what strategy is adopted, it will be extremely difficult to estimate 
the amount of additional costs that will result from a crash influenza 
immunization program. 

('0\ 

O:T.' ~ 
,l;. t 

51" 



3 The Secretary 

7. The Advisory Committee on Immunization Practices will recommend 
formally and publicly, the immunization of the total U.S. population 
against A/swine influenza. 

8. Any recomme'nded course of action, other than no action, must assure: 

--that a supply of vaccine is produced which is adequate to immunize 
the whole population. 

--that adequate supplies of vaccine are available as needed at health 
care delivery points. 

--that the American people are made aware of the need for immunization 
against this flu virus. 

--that the population systematically reach or be reached by the 
health system. 

--that the Public Health Service maintain epidemiologic, laboratory, 
and immunization surveillance of the population for complications 
of vaccination, .for influenza morbidity and mortality, and for 
vaccine effectiveness and efficacy. . 

--that the unique research opportunities be maximized. 

--that evaluation of the effectiveness of the efforts is conducted. 

ALTERNATIVE COURSES OF ACTION 

1. No Action 

An argument can be made for taking no extraordinary action beyond what 
would normally be recommended. To date there has been only one outbreak. 
The swine flu virus has been around, but has not caused a problem among 
humans since 1930. 

Pro: 

--The market place would prevail--private industry (drug manufacturers) 
would produce in accordance with its estimate of demand and the 
consumers would make their own decisions. Similarly, States would 
respond in accordance with their own sets of priorities. 

--The "pandemic" might not occur and the Department would have 

avoided unnecessary health expenditures. 


--Any real action would require direct Federal intervention which is 
contrary to current administration philosophy. 
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Con: 

--Congress, the media, and the American people will expect some action. 

--The Admit;listration can tolerate unnecessary health expenditures 
better than unnecessary death and illness, particularly if a flu 
pandemic should occur. 

--In all likelihood, Congress will act on its own initiative. 

2. 	 Minimum Response 

Under this option there would be a limited Federal role with primary 
reliance on delivery systems now in place and on spontaneous, non
governmental action. 

a. 	 The Federal Government would advise the drug industry to develop 
and produce A/swine vaccine sufficient to immunize the general 
population. The Federal Government would undenvrite this effort 
by promising to purchase vaccine for the 58 million Federal 
beneficiaries. 

b. 	 A nationwide public awareness program would be undertaken to 
serve as general backdrop for local programs. 

c. 	 The Public Health Service would stimulate community programs 
sponsored by local organizations (medical societies, associations, 
industries, etc.) 

d. 	 The Center for Disease Control would maintain epidemiologic and 
laboratory surveillance of the population. 

e. 	 The National Institutes of Health would conduct studies and 
investigations, particularly on new and improved vaccines. 

Pro: 

--The approach is characterized by high visability, minimum Federal 
intervention, and diffused liability and responsibility. It is 
a partnership with the private sector that relies on Federal 
stimulation of nongovernmental action. 

--The burden on the Federal budget would be minimal. Assuming 
purchase of vaccines for 58 million beneficiaries, plus additional 
costs related to c., d.~· and e., above the total new obligational 
authority requirement would not exceed $40 million ($32 million for 
vaccine; plus 8 million for surveillance, monitoring, evaluation, 
and research). 
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--Success would depend upon widespread voluntary action--in terms of 
individual choice to seek immunization and in terms of voluntary 
community programs not unlike the polio programs of the past. 

Con: 

--There is little assurance that vaccine manufacturers will undertake 
the massive production effort that would be required to assure 
availability of vaccine for the entire nation. 

--There would be no control over the distribution of vaccines to the 
extent that they are available; the poor, the near poor, and the 
aging usually get left out. Even under routine flu recommendations 
in which the elderly are a primary target, only about half the 
high risk population gets immunized against flu. 

--Probably only about half the population would get immunized. 

3. 	 Government Program 

This alternative is based on virtually total government responsibility 
for the nationwide immunization program. 

a. 	 The Federal Government would advise vaccine manufacturers to 
embark on full scale production of vaccine with the expectation 
of Federal purchase of up to 200 million doses. 

b. 	 The Public Health Service, through the CDC would purchase the 
vaccines for distribution to State Health Departments. 

c. 	 In each State the health department would organize and carry out 
an immunization program designed to reach 100 percent of the State's 
population. Vaccine would be available only through programs 
carried out under the aegis of the State health department 
(or the Federal Government for direct Federal beneficiaries). 

d. 	 Primary reliance would be placed on systematic, planned delivery 
of vaccine in such a way as to make maximum use of intensive, 
high volume immunization techniques and procedures--particularly 
the use of jet-injector guns. 

e. 	 In addition to a general nationwide awareness program, intensive 
promotion and outreach activities wou~d be carried out at the 
local level. Maximum use would be made of temporary employment 
of unemployed workers, high school and college students, 
housewives, and retired people as outreach workers and for jobs 
requiring no special health skills. 
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f. 	 The Center for Disease Control would maintain epidemiologic and 
laboratory surveillance of the population. 

g. 	 The National Institutes of Health would conduct studies and 

invest~gations, particularly on new and improved vaccines. 


h. 	 The program would be evaluated to assess the effectiveness of the 
effort in reducing influenza associated morbidity, hospitalization, 
and mortality in a pandemic period. 

Pro: 

--Under this alternative adequate availability of vaccine would be 
closest to certainty, and the vaccine would be distributed throughout 
the nation most equitably. 

--There would be greater certainty of participation of all States 
as well as a predictably more uniform level of intensity across the 
nation. 

--Accessibility to immunization services would not depend upon 

economic status: 


--This approach would provide the framework for better planning 
for e~mple, the use of travelling immunization teams which could 
take the vaccine to the people; and greater use of the jet injector. 
and other mass immunization techniques. 

--The Federal and State governments traditionally have been responsible 
for the control of communicable diseases; therefore, the strategy 
relies upon government action in an area of public health where the 
States are strong and where basic operating mechanisms exist. 

Con: 

--This alternative would be very costly and given the timing, the 
magnitude of the problem, and the status of State fiscal health, 
the costs would have to be borne by the Federal Government. The 
impact on the Federal budget would be an increase of $190 million 
in new obligational authority. 

--The approach is inefficient to the extent that it fails to take 
advantage of the private sector health delivery system, placing 
too much reliance on public clinics and government action. 
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--While this approach would undoubtedly result in a higher percentage 
of the population being immunized than would be the case with the 
Minimum Response strategy (alternative 2), it is unlikely that the 
public sector could achieve uniform high levels of protection. 
Although' socioeconomic barriers to immunization services would 
be virtually eliminated, breakdowns would occur because the program 
is beyond the scope of official agencies. 

--A totally "public" program is contrary to the spirit and custom 
of health care delivery in this country and should only be 
considered if it is clearly the most effective approach. 

4. 	 Combined Approach 

A program based on this strategy would take advantage of the strengths 
and resources of both the public and private sectors. Successful 
immunization of our population in three months' time can be accomplished 
only in this manner in this country. In essence, the plan would rely on: 
the Federal Government for its technical leadership and coordination, 
and its purchase power; State health agencies for their experience in 
conducting immunization programs and as logical distribution centers 
for vaccine; and on the private sector for its medical and other resources 
which must be mobilized. 

a. The Federal Government would advise vaccine manufacturers to 
embark on full scale production of enough vaccine to immunize 
the American people. The Public Health Service would contract 
for 200 million doses of vaccine which would be made available 
at no cost through State health agencies. 

b. State health agencies would develop plans to immunize the people 
in their States through a combination of official and voluntary 
action - travelling immunization teams, community programs, 
private physician practices, as examples. 

c. The strategy would be to tailor the approach to the situation or 
opportunity--using mass immunization techniques where appropriate, 
but also using delivery points already in place such as: 
physicians' offices, health department clinics, community health 
centers--any place with the competence to perform immunization 
services. 

d. 	 Awareness campaigns would be carried out at the local level against 
a broader, generalized nationwide effort. Use would be made of 
unemployed workers, students, etc.,. for certain jobs. 

e. 	 The Center for Disease Control would maintain epidemiologic and 
laboratory surveillance of the population. 
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f. 	 The National Institutes of Health would conduct studies and 

investigations of vaccine effectiveness and efficacy. 


g. 	 The program would be evaluated to assess the effectiveness of the 
effort in reducing influenza associated morbidity, hospitalization, 
and mortality in a pandemic period. 

Pro: 

--Under this alternative adequate availability of vaccine would be 
closest to certainty, and the vaccine would be distributed throughout 
the nation most equitably. 

--There would be greater certainty of participation of all States 
as well as a predictably more uniform level of intensity across 
the nation. 

--Accessibility to immunization services would not depend upon 

socioeconomic factors. 


--Making use of all delivery points better assures that the vaccine 
will get to more people. 

--The approach provides the framework for planning and expands the 
scope of resources which can be applied. 

-~Undertaking the program in this manner provides a practical, 
contemporary example of government, industry, and private citizens 
cooperating to serve a common cause--an ideal way to celebrate 
the nation's 200th birthday. 

Con: 

--This strategy would require substantial Federal expenditures. A 
supplemental request of approximately $134 million would be needed. 

--Under this alternative there is the greatest possibility of some 
people being needlessly reimmunized. 

DISCUSSION 

Any of the courses of action would raise budgetary and authorization 
questions and these will be discussed later. More important is the question 
of what the Federal Government is willing to invest if some action is 
deemed necessary to avert a possible influenza pandemic. We have not 
undertaken a health program of this scope gnd intensity before in our 
history. There are no precedents, nor mechanisms in place that are suited 
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to an endeavor of this magnitude. Given this situation, can ~e afford 
the administrative and programmatic inflexibility that would result from 
normal considerations about duplicative costs, third party reimbursements, 
and Federal-State or public-private relationships and responsibilities? 
The magnitude pf the challenge suggests that the Department must either 
be willing to take extraordinary steps or be willing to accept an approach 
to the problem that cannot succeed. 

It is recommended that the Department, through the Public Health Service 
and the Center for Disease Control, undertake an influenza immunization 
~ampaign as outlined in alternative 4, Combined Approach. This alternative 
best satisfies all of the .minimum program requirements outlined earlier 
and more importantly, it is the most likely to succeed--more people would 
be protected. 

The question of legislative authorization is not entirely clear. It 
would appear that Section 311 a. of the Public Health Service Act contains 
adequate authority to implement the recommended program. If 311 a. cannot 
be used, then it will be necessary to seek "point of order" authority 
in the supplemental appropriation act. It is anticipated that Congress 
would be receptive to "point of order" language.in this instance. 

It will be necessary to seek a supplemental appropriation so that all 
parties ca.n begin to mobilize for the big push in the fall. It will also 
be necessary fcrrthe funds to be available until expended because the 
program, although time-limited, falls into fiscal year 1976, the transition 
quarter, and fiscal year 1977. In general terms the request would be for 
approximately $134 million made up as follows: 

Immunization Programs 
(vaccines, supplies, temporary personnel, 

awareness) $126 million 

Surveillance and Research 	 8 million 

RECOMMENDATION 

It is recommended that the Secretary adopt alternative 4 as the Department's 
strategy and that the Public Health Service be given responsibility for 
the program and be directed to begin immediate implementation. 

Theodore Cooper, M.D. 

CONCURRENCES 

Date____C, Young: Concur 	 Nonconcur 
See tab 

Prepared by: CDC, SENCER, 3/13/76, 	 (404) 633-3311, x329l 
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President Gerald R. Ford's Remarks
Announcing the National Swine Flu Immunization Program 

March 24, 1976 

I have just concluded a meeting on a subject of vast importance to all Americans, and let 
me report to you the results of that meeting. 

One month ago, a strain of influenza sometimes known as swine flu was discovered and 
isolated among Army recruits at Fort Dix, New Jersey. The appearance of this strain has 
caused concern within the medical community, because this virus is very similar to one 
that caused a widespread and very deadly flu epidemic late in the First World War. Some 
older Americans today will remember that 548,000 people died in this country during 
that tragic period. 

During the last few days, I have consulted with members of my administration, Secretary 
Mathews and Dr. Cooper, and leading members of the health community and public 
officials about the implications of this new appearance of swine flu. I have been advised 
that there is a very real possibility that unless we take effective counteractions, there 
could be an epidemic of this dangerous disease next fall and winter here in the United 
States. 

Let me state clearly at this time, no one knows exactly how serious this threat could be. 
Nevertheless, we cannot afford to take a chance with the health of our Nation. 
Accordingly, I am today announcing the following actions. 

First, I am asking the Congress to appropriate $135 million, prior to their April recess, for 
the production of sufficient vaccine to inoculate every man, woman, and child in the 
United States. 

Secondly, I am directing the Secretary of HEW David Mathews, and Assistant Secretary, 
Dr. Cooper, to develop plans that would make this vaccine available to all Americans 
during the 3-month period from September to November of this year. 

Finally, I am asking each and every American to make certain he or she receives an 
inoculation this fall. Inoculations are to be available at schools, hospitals, physicians' 
offices, and public health facilities. 

The reaction to the shot, I am told, may mean a few sore arms for a day or two -- a very 
small price to pay for this vital protection. 

The facts that have been presented to me in the last few days have come from many of 
the best medical minds in this country. These facts do not suggest there is any cause for 
alarm. The scientific community essentially understands what we are dealing with, and 
they have developed a vaccine that will be effective in combatting it. 

The facts do suggest, however, that there is a need for action now -- action by the 
Government, action by industry and the medical community, and most importantly, 
action by all of our citizens. 



We are taking the first steps this afternoon, and before next winter I hope we will have 
put this threat behind us. 

I would like to thank the very outstanding group of technicians who came in and met 
with me for an hour or so this afternoon -- Dr. Salk, Dr. Sabin, and others here who have 
convinced me beyond any doubt whatsoever, that this is the right course of action. And 
tomorrow, I will submit to the Congress a message and a budget supplement, so that this 
money will be available, and available as promptly as possible. 

We discussed how the supplemental should be handled, whether it should be a part of the 
supplemental that is now going through the Congress or a separate supplemental that 
would be identified only for this purpose and passed by both the House and the Senate 
for this purpose and this purpose alone. It is my recommendation that the Congress take 
this item for $135 million, act promptly on it, and not tie it up with a broader 
supplemental appropriation bill. 

And now, it is my pleasure to ask Dr. Mathews, Secretary of HEW, and Dr. Cooper and 
the other distinguished scientists who are here who can answer your technical questions.

Thank you very much. 

Note: The President spoke at 4:50 p.m. to reporters assembled in the Briefing Room at 
the White House. 

Following the President's remarks, a news briefing on the subject was held by David 
Mathews, Secretary, Dr. Theodore Cooper, Assistant Secretary for Health, Dr. David J. 
Sencer, Director, Center for Disease Control, Department of Health, Education, and 
Welfare; and Dr. Jonas Salk and Dr. Albert B. Sabin, pioneers in the development of the 
polio vaccine.
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THE BRIEFING ROOM 

4:57 P.M. EST 

SECRETARY MATHEWS: I will discuss the history 
of virology and Dr. Cooper will discuss its current effects. 

We have no additional statements. We are ready 
for any questions you may have. 

Q Dr. Mathews, the President~id flatly that 
heis asking each and every American to receive an innocu
lation of this this fall. If this is grown on an egg 
substrain, what are you going to do about people who are 
allergic to that and cannot handle it? 

SECRETARY MATHEWS: Dr. Cooper, Dr. Sabin and 
Dr. Salk are experts in that field. I shouldn.tt answer 
that question in their presence. 

DR. SALK: The only caution that should be 
exercised is to inquire whether or not a person is suffi
ciently allergic to eggs to develop asthma or hives. 

Q And if so? 

MORE 
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DR. SALK: If so, they should avoid being 
vaccinated and they will be protected as part of the 

effect by virtue of the beneficial vaccination of 
the rest of the population. The purpose of vaccinating 
on a mass scale is to offer community protection, 
nationwide protection, as well as individual protection. 

DR. COOPER: I would add to that that it is 
part of our intention in the campaign, therefore, as 
part of the necessary awareness activity, to make a 
full disclosure of the sensitivities, what the expected 
adverse reaction would be, including the sore arms that 
the President talked about,since it is inevitable as we 
deal with 207 odd million injections that we have to alert 
the public to this in a responsible way. This also is the 
proper way to deal with the question of liability. 

Q One other question, to follow up, if I may. 
Do you have any rough estimates of how many people are 
sufficiently allergic to egg to make this an unwise 
procedure for them? 

DR. COOPER: When I asked about this, the best 
estimate I could get on this was about one per 100,000 -

DR. SALK: And they know it. 

DR. COOPER: and usually they know it, as Dr. 
Salk points out. 

Q Are you going to recommend a monovalent 
vaccine, what CC level and how many doses? 

DR. COOPER: We are recommending monovalent 
vaccine for this particular activity, one dose. 

Q How many doses totally are you going to 
tell the drug companies to manufacture, 215 million? 

DR. COOPER: Enough for every citizen until we 
have completely covered the popUlation. 

Q Dr. Cooper, are there going to be monies 
available so that people who could otherwise not afford 
it will have it available? Will there be outreach, in 
other words? 

DR. COOPER: Yes. As part of our proposed 
activity, there are three main parts. One is the pro
duction and certification of high quality vaccine. We 
have been assured by the experts it is efficacious. 

MORE 
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Secondly is the organization of the system so 
that the capability of delivering it is present in any 
setting, including the financial barrier system that you 
just described, and thirdly is having the capability there, 
without the public awareness and willingness to participate, 
would not be as successful campaign and,as was pointed 
out to the President, I believe by Dr. Sabin earlier, the 
previous campaigns that did not include an important 
awareness activity of this type were only 50 or 60 percent 
effective. So, the program that is proposed has all three 
elements. 

Q Can I follow up, if I may. I understand 
that this means-~this will mean the holclinr; of the vaccines 
for the present strain of flu so that the entire production 
effort can be devoted to this. 

DR. COOPER: No, this is not to be done at the 
expense of all other production of vaccines. 

Q Other production of flu vaccines? 

DR. COOPER: Even other flu vaccines because 
there is a need -- particularly for certain high-risk 
groups -- to have the other flu vaccines that are being 
produced all the time, even now. That would not be set 
aside. This will continue. 

Dr. Sencer might want to comment. 

DR. SENCER: The production cycle for the 
Victoria strain, which is going to be in the vaccine, 
recommended for high-risk has already been completed,as 
has the production of the B virus, so that we are not 
displacing any of that. 

SECRETARY MATHEWS: I think this might be a 
good point1o make this observation. It was made several 
times in the meeting. There are many different kinds of 
flu.. EVen though we will inoculate, hope to inoculate, 
200 million people to protect them against this particular 
kind of flu, that does not mean that they are protected 
from flu in general. 

I think all of us have a difficult problem 
before us even conveying to the public the seriousness 
of the problem and yet, with some precision about what we 
are doing, as both Dr. Salk and Dr. Sabin will tell you. 
Flu is almost a generic disease. It is a term for a 
disease that covers many varieties, and I think we need 
to be very precise because we would not want to have 200 
million people inoculated feeling they were protected 
from flu and then come down with some other form of it 
end be surprised. 

MORE 
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Q Was there anything said at the meeting 
by the representatives of organiaed medicine about their 
cooperation in keeping down the cost of inject~ons? Did 
they say they would give them for nothing or cut their 
office visit charges in half or anything like that? 

DR. COOPER: We did not discuss that specific 
question specifically, but there was discussed the 
previous experience where the people were mobilized, 
physicians did donate their time and capability. The 
representatives of organized medicine did offer full 
cooperation from both the American Medical Association, 
the National Medical Association, the pediatricians, the 
family practice physicians, the State and territorial 
health officers and the American Public Health Association. 

They all described with great enthusiasm their 
willingness to participate, as they have in previous 
campaigns. 

Q What is this likely to cost a patient? 

DR. COOPER: In many cases it will not be much 
at all. It depends on what locus that he eventually elects 
to have his inoculation. Some people will choose to go 
to their own physician's office, and although he will not 
have to bear the cost of the vaccine, it is their, maybe, 
Administration cost. 

Others who go to public facilities may not have 
to pay, depending on what the arrangement is in a selected 
area. All this has not been worked out. 

Q The Government is paying for the vaccine. 

DR. COOPER: The vaccine. It is not a completely 
federalized campaign in which the Administration costs 
in totality are being borne by the Federal Government. 

MORE 
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Q Mr. Secretary, are you aware that some scientists 
and public health officials oppose this program on the basis 
that with only one death and only a few hundred cases, that 
it may not be an epidemic and may never become one,and if 
you are aware of it, what is your answer to that? 

SECRETARY MATHEWS: tve had the advice of our own 
scientific advisory committees on this point. We explored 
this question with them. It was their firm recommendation 
to us that even though they could not give us a probability 
description, they felt that the possibility was such that 
they could do nothing other than recommend to us in the 
strongest terms that we proceed with the action that the 
President just announced. Moreover, the purpose of the 
meeting today which involved a wide range of people from 
the scientific community, including the two eminent, 
distinguished gentlemen who are on the platform with me 
today, reviewed that evidence just as we received it and 
came to the same unanimous conclusion to the President. 

DR. SABIN: This is a very important thing for the 
public to understand and I would like to have an opportunity 
to comment. 

It is very important to realize that this is a most 
difficult decision that has an aspect of your damned if you do and 
you t re darmed if you don? t. Let me ex')lain this. Su?po::iing you do 
nothing and along comes Labor Uay and sc~ools are open and you 
have one of those big forest fires that can take place with a 
virus for which most of the population has no immunity. 
You have done nothing. You have done nothing because you 
cantt be sure -- and nobody can be sure -- that it will 
really produce an epidemic. 

Now then, you decide, well,we have got to do 
something. Then it is going to cost a tremendous amount of 
money. It is going to take a tremendous amount of effort. 
And then nothing happens,or what is even worse, there is 
going to be a lot of influenza-like disease and other acute 
respiratory disease because every year now over 400 million 
days of bed disability are due to acute respiratory disease 
of all kinds. 

So you can visualize the situation in which this 
vaccine is administered and people are getting influenza 
and they will say, "What good was all this, we are getting 
sick anyway." Influenza represents this difficult situation. 

What then is the crux of the disease. This 
particular virus has raised up an image of potential 
seriousness that was not created,for example, by this in 
influenza that caused a lot of disease this year. 

MORE 
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It has a bad history. Now just because it was 
bad in 1918, 1919, 1920, doesn't mean that it is going to 
be bad again,as was brought out during the meeting by 
Dr. Kilbourne. We don't know. But the point is can we take 
a chance. And this is the important thing to realize. 
It is a very difficult thing. 

Q Doctor, what about the people that might 
possibly get the illness from the inoculation? Is there no 
risk there? 

DR. SABIN: It is not a question of getting the 
illness from the innoculation in this particular case. 
They may get some reactions, although this is a highly 
purified vaccine that is now being used by zymosthenigation 
which most of the egg material has cleared out. 

I think the experience in large numbers of people 
have shown that reactions, perhaps in younger children -
a fever and things like that -- may be encountered, but again 
they are not all that serious if one keeps in mind the 
potential. 

In other words, you are preparing for a potential 
attack that might never happen. This is what the Defense 
Department is doing, too. We are spending a lot of money 
and a lot of effort against something that may never happen. 
But should we do it? 

DR. COOPER: In the common parlance it would be 
called a dead virus so it is really not active to cause 
the disease. 

Q Dr. Cooper, the drug companies have said if 
they have to manufacture high potency vaccine they would 
have a very difficult time in manufacturing 200,000,000 
doses. Here you are talking about 600 CCA. What are you 
going to make a recommendation for, a less potent vaccine, 
something a little below that? 

DR. SABIN: Absolutely not. 

DR. SENCER: The formulation has not been 
determined. There is another workshop tomorrow at the 
Department of Biologics to get to the full formulation of 
the vaccine, but we would not sacrifice potency. 

I think the problem is going to be a production 
problem rather than changing the potency. 

MORE 
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Q Dr. Cooper, the President mentioned a 
vaccination period from September to November of this 
year. But the 1918-19 flu was very unusual in that it 
appeared in this country in August and peaked in October. 

Now if you should have a replay of that at this 
time, what would be the effect of a September-November 
vaccination period, and by the same token, is there any 
possibility of getting 215 million doses of this vaccine 
ready to put intlJ people as early as July so it would be 
effective for an August appearance? 

DR. COOPER: Let me take the last first. 
After the workshop and the potency questions and the 
production questions are addressed, the lead time for 
production of the vaccine and its testing and certification, 
as was discussed with the President, takes six or so 
weeks. Some, of course -- depending on how much is 
available, how much could be done -- could be ready in the 
summer. 

It is true that the reporting of the 1918 pandemic 
did peak somewhat earlier than recent experience. But as 
reviewed with the President by people from the Armed Forces 
as well as other recent epidemiological history inoculation 
early in the fall usually has been quite effective in completely 
warding off expected activities by November. 

Q For a typical virus, but this is not a 
typical virus and that is the whole point of my question. 

DR. COOPER: We do not know that it is a 
completely atypical virus. 

MORE 
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Q Excuse me, I will amend that. The 1918
1919 was not a typical virus, and I ask if you were to 
have a replay of 1918, what would be the effect of having 
a vaccine ready for mass use in September? 

DR. COOPER: I think we would obviously miss 
some people and we would begin our innoculation on the 
high-risk groups as early as possible and continue until 
we have covered the populatione 

SECRETARY MATHEWS: I might say at this point 
this is one of the reasons the President is asking 
Congress for a most expeditious handling of this matter 
because time is of the essence and the decision about 
the time frame and when the inoculation begins, of course, 
is conditioned on when the industry gets the charge to go 
ahead. 

Q Did Dr. Salk agree with the decision that 
was made, and did all the others agree,and havewe ever 
had an immunization program of this size before? 

SECRETARY MATHEWS: On the question of agreement, 
the President paused in about the middle of the conver
sation and looked around the room and asked if there was 
anybody in the room who disagreed with the recommendation 
that was before them. No one disagreed. As a matter of 
fact, everyone there, including Dr. Salk and Dr. Sabin, 
pointedly subscribed to the decision. 

Q You are not saying theteis also agreement 
outside of that group, are you? Not full agreement, are 
you? 

SECRETARY MATHEWS: We have polled, one, the 
regular advisory group to the scientific organization 
within the Government. We secondly polled outside of that 
group, prior to this meeting, to check for concurrence. 
Third, we have taken this additional step of polling the 
principals, both in the medical profession, in the pharma
ceutical profession and in this particular field, and 
in all of those cases we have not found anyone who would 
recommend any course of action other than that the 
President is taking. 

Q Secretary Mathews, are you asking the 
pharmaceutical houses which will be making this large 
amount of vaccine -- ten times the normal supply for a 
year ~- to make any sort of financial concessions or 
sacrifices in terms of the amount of profit they will get 
out of the product? 

MORE 
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SECRETARY MATHEWS: We made no specific recommen
dations to them. The President I think made it clear this 
was the kind of effort that would take the cooperation 
of everybody in the country. The Federal Government, the 
Administration, by asking Congress for $135 million, we 
are prepared to pay for the serum that we are asking for. 

Q How much do you normally pay for flu 
vaccines in the course of a normal year when you don't 
have something like this? 

DR. SENCER: We have not purchased influenza 
vaccine as a Federal effort, so we don't have any compar
able figures. I think the going retail price is around 
75 to 90 cents a dcoe, but that is with a bivalent 
vaccine. 

Q Dr. Sencer, how long does it take to get 
the full, up to speed, on your titer? If you get a 
vaccine on a Monday, how long is it before you have 
immunity? 

DR. SENCER: You begin to have protective anti
bodies within two weeks. We have not had any experience 
with this particular strain of virus in human trials. We 
will be getting that within the next few weeks and can 
give you a better answer then. 

Q Dr. Sencer, are you going to be using Edwin 
Kilbourne's strain, and have you produced any vaccine at 
all yet? 

DR. SENCER: There are production lots that are 
derived from the recombatant that Dr. Kilbourne has made. 
I don't think any of those have been put into human 
subjects as yet. 

Q Mr. Secretary, have we ever had as large an 
immunization program as this in the country before? 

SECRETARY MATHEWS: Not to my knowledge. The 
closest I guess you would be most familiar with. 

DR. SABIN: One hundred million people received 
oral polio vaccine within a matter of about a year and 
a half. But, that provided a form of volunteer participation 
by the community, by the medical profession, by lay people, 
which made it possible to do this in the shortest possible 
time with the minimum of cost because if you are going to 
have to pay for administering every dose of this vaccine, 
you are going to end up with a bill that is going to be 
much larger than the cost of the vaccine. 

Q What year was that, Dr. Sabin? , '.~ . 

';:\.'MORE 
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DR. SABIN: It began in 1962 and went on to 
1963. This was the special vaccine -- on Sunday when 
people didn't go to work, the people came to &choo1, 
the vaccine was brought to them. It was a remarkable 
organization which I think may have some value. 

Q Would you like to see that done this time, 
and do you think it is feasible to do it this time? 

DR. SABIN: You see, the problem here is that 
we are faced with something for which we don't have enough 
know1edge,and the only reason it is being done now and was 
not done a yea~ ago or was not done, let's say, in 1968 
is a double one. One is the potential danger of 
this particular strain,and secondly, that because of new 
knowledge which makes it possible to develop more quickly 
a recombatant that will grow enough in eggs, now there is 
a possibility of making vaccine well in advance. 

I must go along with the fact that if that vaccine 
is not going to be ready by the time the schools open -
if it is going to be ready only for one part of the country, 
and if that virus does spread and is as bad an actor as it 
was in 1918, we are going to have an awful lot of bad 
influenza and you will have a.contro1. 

Q Dr. Sabin, what I was really trying to ask 
was whether you would advocate doctors and nurses volunteering 
their services, turn out in schoolyards and parking lots 
the way they did in 1962 and 1963 and get this done? 
Do you think that is feasible? 

DR. SABIN: I would certainly recommend it because 
I think if this is not done, merely encouraging people to go 
to their doctor or go to the Health Department and get it 
will get a very limited response,as done in the past. 

Q Dr. Sabin, are you thinking of doing anything 
about prevention? For instance, how is this passed on to 
someone? 

DR. SABIN: What we know at the present time is 
that the most important way in which influenza virus 
and other respiratory viruses is transmitted is by way of the 
hands rather than droplets, and I have a particular kind 
of handshake for people with common colds. Give me your 
hand, Ted. Don't clasp the hand. (Laughter) 

MORE 
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This is the acute respiratory disease handshake 
and it may be as important as anything else because you 
don't put that part in your nose or mouth. 

Now the reason school children spread so much 
is because they have it on their hands, and then another 
thing, too many people you see -- watch the President or 
King or anybody -- when he coughs he goes (gesturing) 
and then he shakes your hand. (Laughter) 

MR. NESSEN: Why don't we knock it off there 
and the more technical questions I think Sandy will help 
you with over at HEW. 

END (AT 5:25 P.M. EST) 
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THE WHITE HOUSE 

FACT SHEET 

SWINE INFLUENZA nmUNIZATION PROGRAI'q 

BACKGROUND 

Last month an outbreak of swine influenza was isolated among 
recruits in training at Fort Dix, New Jersey. Although only
12 cases were confirmed, extensive blood testing has indicated 
that several hundred recruits were probably infected during 
this outbreak~ and it was associated with the one death. 

This flu strain, \'1hich had been dormant for almost half a 
century, was the cause of an epidemic in 1918-19 that killed 
an estimated 543, 000 Americans. 

The entire U.S. population under the age of 50 is susceptible. 
Hundreds of blood samples of individuals tested from various 
parts of the country show that approximately 80% of people 
over the age of 50 have swine-like virus antibodies in their 
blood from exposure to the influenza which circulated until 
1930. However, the presence of these antibodies does not 
insure protection against the disease if it returns. 

Prior to 1930, this strain was the predominant cause of human 
influenza in the U.S. Since 1930, the virus has been limited 
to transmission among swine with only occasional transmission 
from swine to man -- with no secondary person-to-person 
transmission. 

Although there has been only one outbreak of swine influenza, 
person-to-person spread has been proven and additional out
breaks cannot be ruled out. Present evidence and past
experience indicate a strong possibility that this country 
could experience widespread swine influenza in 1976-77. 
Swine flu represents a major antigenic shift from recent 
viruses and the population under 50 is almost universally 
susceptible. These are the ingredients for a severe epidemic, 
or pandemic. Pandemics of influenza occur at approximately 
lO-year intervals. In 1968-69, influenza struck 20 percent
of our population causing more than 33,000 deaths (14 per 
100,000) and cost an estimated $3.2 billion. 

While there is no evidence that the flu has spread beyond the 
Army base, the reemergence of this strain has caused great 
concern in the medical community. Over the last few days
the President has consulted with members of the Administration, 
health community leaders and public officials. On the basis 
of these consultations, the President believes that it is 
important to take effective counter-measures to avoid an outbreak 
similar to the one in 1918. 

more 
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DESCRIPTION 

In view of these facts, the President has announced the 
following actions: 

He is asking the Congress to appropriate Cl35 
million prior to their April recess so that 
orders can be placed with the pharmaceutical
industry to ensure the production of enough 
vaccine to inoculate every man, woman, and 
child in the United States. 

He is directing HEW Secretary David Mathews, 
to develop plans that would make this vaccine 
available to all Americans during the three
month period from September to November of 
this year. 

He is asking each and every American to receive 
an inoculation this fall. 

Extraordinary measures are necessary because of the short 
time period available to assure adequate vaccine production 
and to mobilize the nation's health care delivery system. 
An extensive immunization program must be in full-scale 
operation by the beginning of September and should be 
completed by the end of ~~ovember, 1976. 

# # # # # 



White House Photograph

Event: Swine Flu Program

Location: Press Briefing Room 

Description: President Ford makes remarks to the press announcing the 
National Swine Flu Immunization Program. Also shown are Dr. Jonas Salk 
(to Ford’s left) and Secretary of Health, Education and Welfare F. David 
Mathews (to Ford’s right). 

Photographer: Ricardo Thomas

Date: March 24, 1976





White House Photograph

Event: Swine flu program meeting

Location: Cabinet Room

Description: President Ford conducts a meeting to discuss a 
Federal initiative to immunize all Americans against the swine flu 
influenza. [l-r: Dr. Jonas Salk, President Ford, HEW Secretary F. 
David Mathews, Dr. Albert B. Sabin] 

Photographer: Karl Schumacher

Date: March 24, 1976
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THE AMERICAN NATIONAL RED CROSS 

NATIONAL HEADQUARTERS 

WASHINGTON, D. C. 20006 

OFFICE OF THE CHAIRMAN March 26, 1976 

/~ 
My dear Mr. President: 

The American Red Cross applauds your plan to provide 
every American with vaccine to help protect against real 
possibility of epidemic of swine flu. 

We have always sought to help our citizens to avoid emer
gencies if possible -- prepare for those that are unavoidable-
and cope with crises when they occur. 

I assure you our three thousand chapters and a million 
volunteers stand ready in all parts of this country to assist 
you to protect the health and lives of our people. We await 
your directions as to how we may help. 

Faithfully yours, 

/...:.-:----::::7~~ 
./ Frank Stanton 

The Presid.ent 
The White House 
Was hington, D. C. 

Scanned from the White House Central Files Subject File (SP 2-3-94 - Exec.) at the Gerald R. Ford Presidential Library 
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THE WHITE HOUSE 

WASHINGTON 

April 1, 1976 

HEHORANDUM FOR: 	 DICK PARSONS ~:1 

FRON: 	 SPENCE JOHNSON~\. 
SUBJECT: 	 Legal Questions raised by the PMA 

regarding the pro9uction of influenza 
vaccine. 

Attached is the testimony of the Pharmaceutical 
Manufacturers Association, on the President's 
influenza immunization program, as presented 
before the House Health Subcommittee yesterday. 

The testimony raises two policy issues: product 
liability immunity and antitrust immunity. 

Committee staff has requested policy guidance 
in this area and I would appreciate any suggestions 
you might have as soon as possible. 

Scanned from the Spencer C. Johnson Files (Box 11 - Swine Influenza Immunization Program) at the Gerald R. Ford Presidential Library 



TESTIMONY OF 

C. JOSEPH STETLER~ PRESIOENT 
PHARMACEUTICAL MANUFACTURERS ASSOCIATION 


BEFORE THE 


SUBCOMMITTEE ON HEALTH AND ENVIRONMENT 


HOUSE COMMITTEE ON INTERSTATE AND FOREIGN COMMERCE 


PRESIDENT'S VACCINATION PROGRAM 


MARCH 31, 1976 

• ~i 

MR. CHAIRMAN AND MEMBER.S ,OF_THE COMMITTEE: 
~ s ~:.' .".t; 

I AM C. JOSEPH STETLER~ PRESIDENT OF THe PHARMACEUTICAL 
~! . . .... _.. 

MANUFACTURERS ASSOCIATIqN3~ TESTI FYING WITH ME TODAY ARE BRUCE ,'il. ._ 

BRENNAN~ PMA VICE PRESIDENT AND GENERAL COLINSEL~ AND JOHN G. ADAMS~ PHtD.~ 
! 

PMA VICE PRESIDENT FOR SCIENTIFIC AND PROFESSIONAL RELATIONS. 
, ! t·· 


WE ARE PLEASED, TO '~P~f'EAR BEFORE YOU TODAY TO DISCUSS THE 

~,_ ':i. 

PROPOSED PROGRAM TO INOCULATE ALL AMERICANS AGAINST AN EXPECTED 
r ~ ~-:~:-

EPIDEMIC INFLUENZA. W~IARE NOT IN A POSITION TO~ NOR WOULD WE~H -;:. 
" 

ATTEMPt TO QUESTION THE~SCIENTIFIC DECISION THAT THE COUNTRY IS 
• <

THREATENED WITH A SERIO·~~2:.EPIDEMIC. OUR MISSION IS TO OUTLINE AS 
- .. ~z;, 

;:::
ACCURATELY AS POSSIBLE THE ESTIMATED CAPACITY OF THE PHARMACEUTICAL.,. . , 

INDUSTRY TO PRODUCE AND DELIVER THE VACCINE NEEDED FOR A TOTAL' 

IMMUNIZATION PROGRAM. WE ALSO WANT TO RAISE SOME EXTREMELY IMPORTANT 

QUESTIONS WHICH HAVE NOT BEEN CONSIDERED AND WHICH MUST BE FACED UP 

TOBY THE GOVERNMENT BEFORE THE MANUFACTURERS CAN PROCEED FULLY. 
; :-:. 

k ~ . 
BEARING IN MIND THAT~ GIVEN THE NUMBER OF UNANSWERED QUESTIONS 

f ;1 
THAT REMAIN~ NO ONE CANJ~ROVIDE ABSOLUTELY RELIABLE DATA ON THESE 

7: 
MATTERS. LET ME DESCRIBE THE SITUATION AS WE SEE IT TODAY. 
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THERE ARE FOUR PHARMACEUTICAL COMPANIES IN THIS COUNTRY WHICH 

ARE PRESENTLY PRODUCING INFLUENZA VACCINES. Two OTHER FIRMS ARE 

LICENSED~ BUT THEY HAVE NOT BEEN PRODUCING VACCINES RECENTLY~ AND 

IT IS UNLIKELY THAT THEY COULD GET INTO PRODUCTION QUICKLY ENOUGH TO 
.' 

PARTICIPATE IN THE PROGRAM. IF THERE IS ANYTHING FORTUNATE ABOUT THE 

PRESENT SITUATION~ IT IS THAT THE FOUR PRIMARY PRODUCERS HAVE JUST 

COMPLETED PRODUCTION OF REGULAR VACCINES. THE FIRMS HAVE ALREADY 
. 

BEGUN PRODUCTION OF EXPE~IMENTAL BATCHES OF THE A-SWINE STRAIN~ ~ND 

CAN BE PRODUCING SOON ON AN AROUND-THE-CLOCK BASIS. 
. 

IT IS ESTIMATED THAT INITIAL BATCHES WILL BE TURNED OVER TO:. 

THE GOVERNMENT FOR CLINICAL EVALUATION BEFORE APRIL 15. THOSE-. 

STUDIES WILL DETERMINE THE POTENCY OF THE VACCINE~ AND ENABLE THE~ 

GOVERNMENT TO SET THE NECESSARY STANDARDS. ONLY WHEN THAT INFORMATION 

IS IN HAND~ PROBABLY BY THE FIRST OF MAY~ WILL IT BE POSSIBLE 

ESTIMATE THE PRODUCTION YIELD WITH ACCURACY~ AND PREDICT THE TOTAL 

NUMBER OF DOSES THAT CAN BE PRODUCED. IT MUST -BE UNDERSTOOD THAttc.. 

DESPITE OUR EXPERIENCE WITH OTHER KINDS OF INFLUENZA VACCINE~ WE DO 

NOT KNOW~ AND CANNOT KNOW UNTIL MAY~ HOW MUCH YIELD WE CAN EXP~CT~ 

OF A STRAIN WE HAVE NEVER PRODUCED BEFORE. 

WE ARE HOPEFUL THAT THE FIRST BATCHES OF THE SPECIFIED VACCINE 

WILL BECOME AVAILABLE FOR TESTING AND DISTRIBUTION IN JULY OR 

AUGUST AND OF COURSE PRODUCTION WILL CONTINUE THROUGH THE FALL •. AT 

THIS MOMENT~ IT IS IMPOSSIBLE TO GIVE ASSURANCE THAT SUFFICIENT 

VACCINE TO INOCULATE ALL AMERICANS (213 MILLION DOSES) CAN BE;: 

PRODUCED BY THE TARGET DATE OF OCTOBER OR NOVEMBER. THE PROBABILITIES 

ARE THAT IT CANNOT. HOWEVER~ THERE IS ALSO NO ASSURANCE OR LIKELI

HOOD THAT EVERYONE WILL WANT TO BE INOCULATED OR THAT THE PROCESS 
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FOR COUNTRY-WIDE ADMINISTRATION CAN BE FULLY ESTABLISHED. WE CAN 

PROMISE OUR MOST DILIGENT EFFORTS. IT IS OUR PRESENT BELIEF THAT 

IF THE ABOVE SCIENTIFIC ISSUES ARE SOLVED WITHOUT UNANTICIPATED DELAYS, 
!j 

AND IF THE REMAINING LEGAL PROBLEMS ARE SOLVED, WE CAN SUPPLY THE 

VOLUME OF VACCINE NEEDED ON SCHEDULE. 
.~ 

IT SHOULD BE EMPHASIZED AS WELL THAT THE SWINE FLU IS NOT THE 

ONLY INFLUENZA STRAIN THAT MAY STRIKE THIS YEAR. FEDERAL OFFICIALS 

HAD PREVIOUSLY AUTHORIZED A VACCINE FORMULA FOR THE 1976-77 FLU . 
SEASON COMPOSED OF" "A-VI CIORIAII AND liB-HONG -KONG" STRAINS, AND THE 

PRODUCTION OF THOSE VACCINES HAS BEEN COMPLETED. MANY INDIVIDUALS 

IN 6LDER AGE GROUPS WHO MAY HAVE PART IAL I MMUN ITY-TO THE SWI NE VI RUS, 

WILL BE VULNERABLE TO THE HONG KONG VIRUS, WHICH HAS ALREADY HIT IN 

SOME EUROPEAN COUNTRIES. THE GOVERNMENT IS PRESENTLY AUTHORIZING THE 

PROI)UCTION OF IIA-VICTORIAII VACCINES ALONE, OR IN COMBINATION WITH THE 

NEW SWINE VIRUS. THIS LEAVES A QUESTION AS TO WHETHER THE MASS 
-

INO~~LATION PROGRAM OUGHT TO INCLUDE VACCINATIO~ AGAINST THE 

HON~ KONG STRAIN AMONG SUSCEPTIBLE GROUPS. HAVING AUTHORIZED AND 

ENCOURAGED ITS PRODUCTION AND GIVEN THE REMAINING THREAT OF AN INFLUENZA 

PROBLEM FROM THIS STRAIN, THE GOVERNMENT MUST GIVE EARLY CONSIDERATION 

TO THIS QUESTION. 

IN ADDITION TO THE ABOVE SCIENTIFIC AND PRODUCTION PROBLEMS, 

THERE ARE MAJOR LEGAL QUESTIONS WHICH MUST BE ANSWERED NOW. WE 

KNOW FROM EXPERIENCE THAT THEY CANNOT BE LEFT HOPEFULLY FOR LATER 

CONSIDERATION. ANY IMPLEMENTING OR APPROPRIATIONS LEGISLATION 
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SHOULD PROVIDE A LIMITED EXEMPTION FOR PARTICIPATING MANUFACTURERS 


FROM APPLICABLE ANTITRUST LAWS. THIS LIMITED EXEMPTION IS NECESSARY 
, 

. i 

~ DUE TO THE BASIC NATURE OF THE PROPOSED PRODUCTION' PROGRAM AND 

THE LIMITED NUMBER OF MANUFACTURERS THAT WILL PARTICIPATE. IF. A 
.'. 

LIMITED STATUTORY EXEMPTION IS NOT PROVIDED FOR PARTICIPATING 

COMPANIES J THEY WILL BE UNABLE TO JOINTLY DISCUSS MATTERS SUCH AS 

OPTIMUM ALLOCATION OF PRODUCTION QUOTAS J MATTERS RELATING TO 

PRODUCTION AND FORMULATION TECHNIQUES J JOINI~RESEARCH AND TESTING AND 

RELATED MATTERS. WE UNDERSTAND THAT THE APPROPRIATION STATUTE IS 

LIKELY TO AUTHORIZE THE DEPARTMENT OF HEALTHJ EDUCATIONJ AND WELFARE 

TO ESTABLISH PRODUCTION QUOTAS AND PRICES. UNDER SUCH CIRCUMSTANCESJ 

THE STATUTE SHOULD FURTHER PROVIDE A LIMITED EXEMPTION TO PARTICIPATING 

MANUFACTURERS FROM THE ANTITRUST LAWS IN CONNECTION WITH PRODUCTION J 

FORMULATION J SALE AND DISTRIBUTION OF THE SWINE INFLUENZA VACCINE J 

ALONE OR IN COMBINATION WITH THE OTHER STRAINS. 

ALSOJ SINCE THE MANUFACTURERS WILL PRODUCE THE VACCINE IN 

ACCORDANCE WITH GOVERNMENT SPECIFICATIONSJ .SELL' IT T'O THE 

GOVERNf¥1ENT NHO WILL DICTATE AND COORDINATE ITS METHOD OF DISTRIBUTION 

IT IS REASONABLE THAT THE GOVERNMENT SHOULD INDEMNIFY THE M4NU

FACTURER FOR LIABILITIES EMANATING FROM OR ASSOCIATED WITH THE 

USE OF THE VACCINE. WE ARE NOT SUGGESTING THAT THE MANUFACTURER 

BE INDEMNIFIED AGAINST FAILURE TO PRODUCE A QUALITY VACCINE MEETING 

STRICT GOVERNMENT SPECIFICATION. 



THERE ARE MAJOR PRODUCT LIABILITY PROBLEMS ASSOCIATED WITH 

MASS IMMUNIZATION PROGRAMS) PARTICULARLY IN LIGHT OF A RECENT DECISION 

INVOLVING ONE OF OUR MEMBER FIRMS. THAT DECISION HELD THE MANU

FACTURER LIABLE FOR AN ALLEGED INJURY IN A COMMUNITY IMMUNIZATION 
~~ 

PROGRAM) EVEN THOUGH THE FIRM HAD HAD NO CONNECTION WITH THE PROGRAM 

OTHER THAN SUPPLYING THE VACCINE AND PROVIDING FULL PRESCRIBING 

INFORMATION. YET THE SUIT HELD THAT THE COMPANY SHOULD HAVE ADVISED 
. 


EACH FERSON BEING IMMUNIZED OF THE POTENTIAL HARM THE VACCINE MIGHT-
CAUSE. CLEARLY) MANUFACTURERS MUST HAVE PROTECTION AGAINST SUCH AN 

EXAGGERATED INTERPRETATION OF THEIR RESPONSIBILITY IN ANY MASS 

INOCULATION PROGRAM) AND PARTICULARLY IN ONE OF THE DIMENSIONS WE 

ARE CONTEMPLATING HERE. 

WE HAVE SUPPLIED WITH OUR STATEMENT) SUGGESTED LEGISLATIVE 

LANGUAGE TO IMPLEMENT THESE RECOMMENDATIONS. 

To CONCLUDE) THE PHARMACEUTICAL INDUSTRY WILL DO EVERYTHING 

POSSIBLE TO DEVELOP THE NEEDED VACCINES IN THE UNPRECEDENTED 

QUANTITIES AND IN THE TIME NECESSARY TO MEET THIS PUBLIC HEALTH 

THREAT) IF THE CONGRESS DECIDES TO PROCEED WITH THIS 

PROGRAM. WE ARE GIVING THE GOVERNMENT OUR FULL COOPERATION)·.AND 

WILL ASSIST THE MEDICAL) PHARMACY AND PUBLIC HEALTH PROFESSIONS 

IN ASSURING THAT VACCINES ARE AVAILABLE ON AS TIMELY A BASIS AS 

POSSIBLE. THESE TASKS ARE AMONG THE MOST DEMANDING THAT ANY 

HEALTH COMPLEX HAS ATTEMPTED. WITH CAREFUL ORGANIZATION) PLANNING, 

AND IMMEDIATE ATTENTION TO SOME OF THE PROBLEMS I HAVE OUTLINED) 

WE FEEL THAT THEY CAN BE ACCOMPLISHED. 

IF MEMBERS OF THE SUBCOMMITTEE HAVE SPECIFIC QUESTIONS OR 

A LATER NEED FOR ADDITIONAL INFORMATION ABOUT PHARMACEUTICAL FIRMS' 
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OPERATIONS IN REGARD TO THIS EFFORT 1 PMA WILL BE PLEASED TO ACT 
I 

AS A CONDUIT IN OBTAINING ANSWERS OR SUCH ADDITIONAL INFORMATION. 

THAT CONCLUDES OUR STATEMENT1 MR. CHAIRMAN, My ASSOCIATES AND 

I WELCOME YOUR QUESTIONS. 



, ;. 

PRODUCT LIABILITY - IMMUNITY 

If any action is brought in any state or federal court 


based upon any claim that the manufacturer, distributor, or, 


supplier of 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 any svch vaccine or drug product, the United States shall indem

nify such manufacturer, alstributor, or supplier against any 

liability and other costs incurred in connection with any such 

claim. Provided, that such indemnification shall be made only if 

such vaccine or drug product was manufactured and labeled in 

accordance with the specifications and requirements issued by the 

Secretary of Health, Education, and Welfare. Provided further, 

that the United States shalLhave a right 'to intervene in any 

such action, and that such manufacturer, distributor, or supplier 

shall provide the Secretary of Health, Education, and Welfare with 

timely notice of any such action and shall cooperate fully with 

the United States in the defense of the action. 

Claims for indemnification under this provision shall be 

submitted to the Secretary of Health, Education, and Welfare, who 

shall, upon determining that indemnification is due and the amount 

to be paid, refer such claims to the Secretary of the Treasury. 

The Secretary of the Treasury shall payout of moneys in the Treasury 

not otherwise appropriated the claims referred to him for payment by 

the Secretary of Health, Education, and Welfare. 



ANTI TRUST - IMMUNITY 


No person shall be liable for damages, penalties, or other 
i 

. , 
sanctions under the Federal Trade Commission Act (15 U.S.C. 41-77», 

or the Antitrust Acts (as defined in section 4 of the Federal 

Trade Commission Act (15 U.S.C. 44), or under any similar State 

law, on account of his negotiating, entering into,participating 

in, or i~p1ementing an arrangement providing for the research, 

development, formu1ation~manufacture, sale, distribution, or 

supply of vaccines or drug products purchased with, or made 

available through, any funds authorized or appropriated under 

this Act, provided that such activity is undertaken at the 

request of the Secretary of Health, Education, and Welfare or 

his delegate. 

\ ....~ 



Letter from citizen who survived the 1918 epidemic, April 15 



PUS\..!C DOCUMENT • ... !
OFF"IC!AL. E!l,ISI"'~SS . r:.:J-ffVL < (~ 

My constituent requested that his letter' .M.e.· ! 
to President Ford be delivered to him ~ 

personally. ~ 

~ ~ ~ 

Lou Frey, Jr. ~ 
, 1" .~"~

h\.'',)' ,) ',:t'\r' ~":. (...1 , 

·~C~-] f;
• .JJ ..... 

FLORIDA. April 15, 1976 

President Gerald R. Ford 

Dear Mr. President: 

I wish to say "Thank You" for your efforts to preserve 
and protect the lives of my family and myself from the 
horrible ravaging effects of the "SWlj\i3 FLU". 

Those persons who attempt to make a political football 
of your efforts, should all be made to stand last in line 
for their shots. 

I had a personal experience at the age of eleven. I laid 
next to my mother, in bed, in 1918, with this hobrible 
disease. Both of us nearly choked to death. God in his 
mercy, helped us to survive. However, my wife's mother 
was not so fortunate. She died and left my wife motherless, 
at six months of age, to be raised by Grandparents. 

Again, I say "fvIANY THANKS" and may God protect and bless 
you, and all your family. 

,.. 7..u~ grateiU.I constituen~ " 

Aida'Yt-rh11fi/i/!i!f6:» 

/ \ Richard S. M. Mitchiell jr. 

C.Mfg • .E. 
6476 Colony Park Dr. 
Merritt Island, Florida 32952 
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May 18, 1916 

S"W;Ne ~ Iv 

~"''1'I /..0 o/,!lCu--.-1) 


Pr••'.erat I"ori hal ••ked me to tlaaak y08 to. you lettel' 
of April 11 to ,.,bleb you. BlW••••ct , •••ralttude '" hbn 
10. laaacid.q .. p••l'am to pllOt.ct AmcIricau .,ata., • 
po••lblo ...... lAfl....aepi.emle. The 1'...1... app...... 
ell.... ,... kill. "mfrJu aad pod wi.hu" 

TIle ...t.loa to iaitlate aa UIlpnee4..... bnmUDbatloa 
eampa" was b..... oa &he adric. of the moat acned health 
atUho.ttt.•• III .... .field of laf1aeua. The "...lbUhy of ... 
epi4emtc thb fall, ba••d Oft a .... llabl••e.IIIU&tlftc ..td••e, 
Is too ..eal to tau... A ..,ina stmDar to that of the l ..taO.. 

libyb.. 1. belle... *" be the c•••• of the 1918... 19 world. 
w1'. epidemic wblcb .enlte4 la ave. a half-mil11otl ....th. 
la .. Uat... I .... al_•• 

The .,fo.t tc l~e dmoet all Amelttcaaa th1a fall .,tll 
'equil'. the mal'.haU" ef.maRy "IOun8', both puhllc 
aM PI't..... TIle !avOlYatnMa of cooc....4 cttt......ueh 
•• pu••II, wiD alao be cnetal to the ,"cee,1 of thi.p",.am. 
A.aID, 00 Dehalf of the Pre.de. I wou14 like to tharak you 
£0. you IUPPOJ't aad wuie••taladiq. 

SlDcel'.ly.. 

Itoland L. BIIto" 
Dtl"ecto .. of COl"l'e.peD4ea.ce 

1bL5~te~d B.. w. ~ttuJl.ll, Jr. 

641ltCol!~y Pa..k Ill'S .. 

Menitt l.la.., rlol't_ 31952 


2...
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White House Photograph

Event: Bill signing ceremony

Location: Oval Office

Description: President Ford makes remarks upon signing 
emergency appropriations legislation for the National Swine Flu 
Immunization Program. Also present [l-r:]: U.S. Representative 
Dan Flood (D-PA), Department of Health Education and Welfare 
Secretary F. David Mathews and U.S. Rep. Paul G. Rogers (D-
FL). (H.J. Res 890, Public Law 94-266). 

Photographer: William FitzPatrick

Date: April 15, 1976





i 
3 WHO 0 11 
4 

WARNLAM MOPS B 

8 GOVT TgLTEX: PO MORRIS PLAINS NJ 

9 THE HONORABLE GERALD R FORD 
10 

.,; 
11 THE WHITE HOUSE 

"'l 

12 1600 PENNSYLVANIA AVENUE 
13 

u WASHINGTON D C 


15 AS CHAIRMAN OF WARNgR-LAMBERT COMPANY, PARENT COMPANY OF PARKE-DAV IS, 

16 

11 ONE OF THE MAJOR PRODUCERS OF NEW JERSEY SW IN··FLU VACCINE, I MUST 

18 CALL YOUR ATTENTION TO AN IMPOSSIBLE SITUAT ION THAT HAS "BEEN CREATED 
19 

20 BY THE SUDDEN WITHDRAWAL YESTERDAY BY OUR INSURANCE CARRIgR OF OUR 

21 LIABILITY INSURANCE ON VACCINES TO BE PRODUCED FOR YOUR 'SWINE FLU 
22 

23 KPROGRAM. 
24 

25 

u OUR COMPANY IS MORE THAN WILLING TO PRODUCE THE VACCINE FOR THE 
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2 

3 

4 

6 GOVERNMENT PROGRAM. HOWEVER, WE ARE PLACED IN AN UNTENABLE POSITION 
1 


8 
 WHEN WE ARE REQUESTED TO SUPPLY INFLUENZA VACCINE TO BE USED IN A 

9 MASS IMMUNIZATION PROGRAM WITHOUT ANY INSURANCE COVERAGE OR OTHER 


10 


11 
 LIABILITY PROTECTION. 
12 

13 


14 
 PARKE-DAVIS HAS PRODUCED QUALITY VACCINE FOR YEARS AND WILL CONTINUE 
H TO DO SO. HOWEVER, IT IS RECOGNIZED BY MEDICAL EXPERTS THAT IN A 
16 

-- 17 MASS IMMUNIZATION PROGRAM COVERING ALL SEGMENTS OF THE POLULATION-- )1 
18 YOUNG, OLD, SICK AND WELL·-THAT DIFFtRENT REACTIONS MAY BE EXPECTED. 
19 

20 FOR THE VAST MAJORITY IT CANN BE ANTICIPATED WITH CERTAINTY THAT ,. / 
21 COMPLETE PROTECTION WITH MINOR OR NO SIDE EFFECTS WILL RESULT. 
22 

23 OTHERS, HOWEVER, MAY OBTAIN LESS THAN FULL PROTECTION AND OTHERS 

H MAY HAVE MORE SEVERE SIDE EFFECTS. 

25 


26 


~ 5 YOU KNOll, VACCINATIONS ARE USUALI.Y 6IVEli II A DOCTORS'S OFFICE 
8 WHERE THE PERSON AND HIS OR HER GENERAL HEALTH SITUATION IS KNOWN 

',~ 

9 TO THE DOCTOR AND THE CONDITIONS UNDER WHICH IT IS GIVEN ARE 

10 

CONTROLLED. IN ADDITION, EACH PERSON CAN BE FULLY INFORMED OF
11
"

12 ASPECTS OF THE INNOCULATION AND IN GENERAL WHAT TO EXPECT. 
13 

, 141.."., 

15 IN A MASS IMMUNIZATION PROGRAM THIS IS HIGHLY IMPROBABLE OR 

16 

IMPOSSIBLE OF ACCOMPLISHMENT. AS A RESULT LESS THAN FULLY PROTECTION 

~, 17 

18 FROM ILLNESS, GREATER SIDE EFFECTS THAN ANTICIPATED OR EVEN A .' 
19 

SUBSEQUENT UNRELATED ILLNESS MAY BE CONSIDERED IN THE MINDS OF 
'- 20 

21 SOME AS A BASIS FOR A LIABILITY SUIT AGAINST THE COMPANY. SUCH 
22 

L, 23 SUITS WOULD BE EXTREMELY COSTLY EVEN IF SUCCESSFULLY DEFENDED AND 
'-

24 COULD HAVE UNCERTAIN OUTCOMES FOR YEARS. 
25 

\..... 26 



..- t' .. 

3 

4 

N KEEPING WITH THE AMERICAN SENSE OF FAIR PLAY, WE ARE SURE THAT 
8 YOU WILL RECOGNIZE THAT THE COMPANY AND ITS STOCKHOLDERS SHOULD 
9 NOT BE LEFT WITH THIS SUBSTANTIAL RISK ALONE WITH NO LIABILITY 


10 

PROTECTION--PRIVATE OR GOVERNMENT--TO SHARE THIS MASSIVE
11 

12 POTENTIAL BURDEN WHICH COULD COMPLETELY UNDERMINE THE COMPANY·S 
13 

M FINANCIAL POSITION. 
15 

16 

17 SINCE THERE NOW APPEARS TO BE NO OTHER SOURCE FOR SUCH SPREADING 
,

18 OF THE RISK AS IS ACCOMPLISHED BY INSURANCE, WE EARNESTLY REQUEST ,,
19 

m YOU TO SUPPORT OR SPONSOR LEGISLATION WILL ENABLE HEW OR ANY . , 
,,

D OTHER APPROPRIATE ARM OF THE GOVERNMENT TO PROMPTLY REPLACE OUR 
< 

22 

23 INSURANCE COVERAGE THAT WILL BE CANCELLED JULY 1. 
24 

25 ."~::;"";~.' ..Y 

"'1,.1' ..•Altf IE WANT TO ASSURE YOU THAT OUR COIPANY IS lOST D!:SIROUS!g~\~Y;drl~p f ~ 
;.J... ., ... L ("1', 

..•. SUPPORTING YOUR PROGRA! AND TRAT WE ARE CONTINUING TO PRQOUC.E 
7 


8 
 VACCINE AND HAVE TODAY SUBMITTED A BID AS REQUESTED BY HEW, 
9 SUBJECT TO RESOLUTION OF THIS PROBLEM BEFORE OUR INSURANCE 

10 

11 COVERAGE IS WITHDRAWN ON JULYl. 
12 


13 


14 
 WE ARE CONFIOENT THAT YOU AND THE CONGRESS AND THE AMERICAN PEOPLE 
15 WILL RECOGNIZE AND RESOLVE THIS DIFFICULT SITUATION IN WHICH OUR 
16 

u COMPANY AND ITS STOCKHOLDERS HAVE BEEN PLACED DUE TO CIRCUMSTANCES 
18 BEYOND OUR CONTROL 

m E.BURKE GIBLIN 

21 


22 


23 


24 


25 


26 






'~.: ..... ~J. 
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~ .~I' 
COMMONWEALTH OF PENNSYLVANIA 

OFFICE 	OF THE GOVERNOR 
HARRISBURG:f11q,n)t,. 

~ \ MILTON J. SHAPP
CJ GOVERNOR 

July 8, 1976 

The Honorable Gerald R. Ford 

President of the United States 

1600 Pennsylvania Avenue 

Washington, D. C. 20500 


Dear President Ford: 

It is 	with grave concern that I call upon you to provide 
immediate direction to the mass influenza immunization( , program which you announced in a news conference on

! March 24, 1976. 

At that time, many of the nation's top medical and 
scientific experts met with you and concurred that we 
needed a massive influenza immunization program as a 
preventive public health measure against a strain of virus, 
defined as A-New Jersey-76 (Swine Flu). It was feared then 
that this new strain of influenza might be as virulent as 
the 1917-1918 worldwide epidemic which claimed more American 
lives than World War I. 

Your recommendation led to the unprecedented appropriation 
by Congress of $135 million for this massive preventive 
health program. Pennsylvania public health officials joined 
with most of their counterparts in other states in applauding 
your action, noting that "an ounce of prevention was indeed 
worth a pound of cure." However, since that time, the entire 
Swine Flu Program has been engulfed in controversy involving 
the legal and scientific interests across the nation. 

The American public is bewildered and confused by the 
conflicting reports emanating from the Federal government. 
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For example: 

-- One pharmaceutical company made the wrong type 
vaccine. 

-- Federal testing of the Swine Flu vaccine by the 
Center for Disease Control in Atlanta, Georgia, was 
inconclusive as to the vaccination of children. 

-- There has been no administrative or congressional 
action taken on granting indemnification to vaccine 
manufacturers against claims for injury related to 
inoculation. 

-- We have no assurance, because of the conflicting 
reports, whether Americans will indeed roll up their 
sleeves for shots this fall against a flu virus which 
may not corne this winter. 

Most states are hardpressed by their share of the 
$135 million to deliver vaccine and the required 
administrative support to 80 percent of their populations. 

Here in Pennsylvania, our Department of Health has been 
prepared since early May to administer your immunization 
program. Dr. Theodore Cooper, Assistant Secretary for 
Heal th, U. S. Department of He.al th, Education and Welfare, 
has referred to Pennsylvania's proposed immunization program 
as one of the most ambitious in the nation. Just this week, 
I signed a special $1,390,000 appropriation to help administer 
the program throughout the Commonwealth. 

Unfortunately, with each passing day, lack of Federal 
guidelines and direction on the legal issues have seriously 
jeopardized public confidence in this preventive health 
program. Our deadlines for inoculating high risk groups 
and the mass population have been pushed back several times 
by Federal indecision. 

Throughout this entire four-month period, you have remained 
silent. I now urge you to step in personally and direct 
your administration to resolve the scientific, and, 
particularly, the legal differences which have sidetracked 
this program and confused the American public. 

Should this program fail, we may never again be able to 
mount the type of preventive health programs so necessary 
to save thousands of lives in any given year. ,
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If in fact, Swine Flu can be expected to take thousands 
of American lives this fall and winter, your administration 
should move the mass influenza immunization program off 
dead-center. 

If not, the truth should be told now. 

Pennsylvania continues to be greatly concerned about the 
outcome of this dilemma and you have my assurances we will 
do all we can to promote and implement a genuine preventive 
immunization program. 

Sincerely, 

Governor 

cc: 	Pennsylvania Members of Congress 
Dr. Leonard Bachman, Pa. Health Secretary 



August 5, 1976 

Dear Governor Snapp: 

This is in further response to your letter of July 8, 
concarninq the national influenza immunization campaign 
which the President announced last March. 

The President has talen a personal interest in seeing
that this needed program overcomes the obstaoles which 
it now faces, and that immunigation against this new 
typ of influenza virus is made available to all 
Am ricans. 

The Congress has begun favorable action on our pBDposal 
to provide Federal indemnifioation for tlw manufacturers 
o f t h vaccin , and thus break the deadlock between 
manufacturers and the insurance industry on th question 

making firm vaccination r ecommendations for those under 

of liability. 'This will enable the progrmn to proae d 
as planned. 

The remaining cientific questions which prev nt us f rom 

age 25 are also beinq address d a t the present time. 
Data from addit ional field tria l s will permit us to 
answer these questions by arly September. 

I appreciate your support of this unp~ecedented effort 
and assure you that. I will do everything in my power to 
see that it succee.s. 

Sincerely, 

Stephen G. f.lcConahey 
Specia l Assistant to the Presi nt 

for Inter governmental Affairs 

The Honorable Milton J. Shapp 
Governor of Pennsylvan~a 
Harrisburg, Pennsylvania 17120 

cc: Spencer Johnson ,I • 



MEMORANDUM OF INFORMATION FOR THE FILE 
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/ 

CORRESPONDENCE FILED CENTRAL FILES - CONFIDENTIAL FILE 
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· C. F. 
THE 	WHITE HOUS ifE-/ 

WASHINGTON 

July 22, 1976 

MEETING WITH SECRETARY MATHEWS ON SWINE FLU 

Thursday, July 22, 1976 
2:30 p.m. (30 minutes) 
The Cabinet Room 

From: 

I. 	 PURPOSE 

To receive a status report on the swine flu vaccine program 
and 	to obtain the Secretary's specific recommendations on 
next steps. 

II. BACKGROUND, PARTICIPANTS & PRESS PLAN 

A. 	 Background: On Tuesday, Secretary Mathews reported on 
the flu vaccine program at the Cabinet meeting. 
Following that, the Secretary sent you a memorandum, 
Tab A, outlining 10 options, including the recommendation 
that you meet with the Congressional leadership to urge 
their reconsideration of proposed legislation to 
relieve the manufacturers of responsibility for any 
government negligence in carrying out this program. 
The Secretary also recommended that you meet with 
representatives from the drug manufacturers and the 
insurance companies. 

Since that time, the Secretary has sent you a 
memorandum, Tab B, recommending that you meet with 
representatives of the 18 major insurance carriers 
involved in the program. 

The 	soundings that we have taken in the last 72 hours 
from people across the country reveal the following: 

1. 	 There is widespread scienti -medical evidence and 
support for the national swine flu vaccination program. 

2. 	 The drug manufacturers are on the verge of stopping 
production of additional flu vaccine pending 
resolution of their liability problem. 

3. 	 The insurance carriers do not appear to have as a 
motive making unreasonable profits, but are 
concerned about the cost of defending "nuisance" claims. 
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4. 	 The Congressional committees, particularly Paul 
Rogers' health subcommittee in the House, are 
uneasy about the possibility of swine flu being 
found in Australia and are trying to shift the 
burden for not enacting your legislation to the 
White House. Rogers has issued a press release 
calling for you to meet with the drug companies 
and the insurance industry to bring about a 
"resolution" of the problem. 

5. 	 An increasing number of states are beginning to 
experience difficulty in securing liability insurance 
for their part of the vaccination program. 

6. 	 Because of concern about being exposed to potential 
liability, the Advertising Council this morning 
decided to withdraw from the advertising portion of 
the program. 

B. 	 Participants: Secretary David Mathews 
Dr. Ted Cooper, Assistant Secretary for 

Health, HEW 
William H. Taft, General Counsel, HEW 
Jim Cavanaugh 
Bill Rhatican 
Paul O'Neill 

C. 	 Press Plan: To be determined. 

III. TALKING POINTS 

1. 	 David, where are we and where do we go from here? 

2. 	 I have no objection to meeting with the insurance 
companies and perhaps the drug industry as well, but 
I would like to know spec ically what positively could 
result from such a meeting. 

3. 	 My feeling is that it is the Congress that is delaying 
this program now with their lure to enact the 
legislation that we asked them to move four weeks ago. 
Do you think that it would be helpful at this point for 
me to issue a statement hitting the Congress for not 
moving our legislation? 





THE SEC RET A R Y 0 F HE A L T H, ED U CAT ION, AND WE L FAR E 


WASHINGTON, D.C.20201 


JUl 201976 

MI:"!.M)RANDUM FOR THE PRESIDENT 

Recent notification by the four vaccine manufacturers that they will 
be unable to obtain product liability insurance has created a crisis 
for the National Influenza Immunization Program (NIIP). Without 
resolution of the liability issue, manufacturers are expected to stop 
vaccine production within a matter of days. Merrell-National has 
notified us that they will not purchase any more eggs after Tuesday, 
July 20, and, therefore, will be going out of influenza vaccine pro
duction. Parke-Davis has also notified us that they will be making 
an "imminent decision" within the next few days as to the termination 
of their production. Finally, none of these manufacturers will enter 
into contracts to sell existing stocks of 76 million doses to the 
government for use in NIIP. 

The liability problem, the underlying issue of the cost of baseless 
suits for supposed government negligence, and the immediate problem 
of keeping production going are the three issues we need to address. 

As a result of meetings over the weekend, we have developed an 
evaluative paper on the issue (a revised copy with the latest infor
mation is attached). From that analysis and my sense of the situation 
from being in the direct negotiations for the last week, I would offer 
the following recommendations: 

That in our public statements we not minimize the seriousness 
of the inability of the manufacturers to find liability sup
port but announce that the government and manufacturers are 
still in contract negotiations. 

- That we take whatever steps are necessary to see that the 
vaccine manufacturers continue producing influenza vaccine. 
Unless there is a legal prohibition, the Department should, 
from its recent appropriation, make an advance payment to 
cover production costs while negotiations are in process. 
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- That you meet with the Congressional leadership as soon as 
possible to capitalize on their recent expressions of support 
and to urge reconsideration of our existing proposed legisla
tion. 

- That the Administration, under this legislation, make a new 
proposal to set a limit on the liability for baseless suits 
which imply government fault so that the liability is insur
able. Under this proposal the government then pays the 
attorneys' fees if the suits exceed reasonable projections. 
(The government would, in most of these cases, already be a 
party.) With this position we would then try to unlock the 
impasse with the insurance companies, even though they are 
now insisting on full coverage by the government, even for 
the negligence of the manufacturers. 

- That we begin now to prepare a long-range answer to a question 
that we will get asked even before August on what we recommend 
to solve this same liability problem which may now reappear 
with all public immunization programs. This is one facet of 
a form of national health insurance that will become more and 
more central to the debate. 

Attachment 



National Influenza Immunization Program 
Status Report 
July 20, 1976 

A. 	 ISSUE: In view of the likelihood that insurance coverage will be 
denied to vaccine manufacturers, where do we go from here? 

B. 	 BACKGROUND 
1. 	 Justification and Scientific Rationale for the National 


Influenza Immunization Program (NIIP) 

2. 	 Delivery Aspects of NIIP 
3. 	 Clinical Trials and Vaccine Safety 
4. Vaccine 	Production Capacity 

C. 	 MAJOR PROBLEMS 
1. 	 Contract Negotiations 
2. 	 Insurance Coverage 
3. 	 Other Liability Problems 

D. 	 OPTIONS 
1. 	 Modify or Abandon The Program 

Option 1:Pattia1 Program: Adopt a Federally-supported Influenza 
Immunization Program of Limited Size--e.g. High-risk or 
"First Come, First Serve" 

Option 	2: No Program: Abandon Current Attempts to have a Federal 
Influenza Program of Any Size 

2. 	 Continue Negotiations Without Further Legislation 
Option 3: Presidential Discussions with the Insurance Industry 
Option 4: Indemnification Fund, from Current Program Appropriations 
Option 5: Formal Contract with Two or Three of the Vaccine Manufacturers, 

In an Effort to Effect Agreement With Hold-out Company(ies). 
3. 	 Seek New Legislation 

Option 6: Consultation With Congressional Leadership by President and 
Reconsideration of Existing Proposed Legislation 

Option 7: Federal Indemnification to Provide "Top-dollar" Coverage 
Option 8: Federal Compensation for Persons Injured as a Result of 

Receiving Nationally Recommended, Licensed Vaccine 
4. 	 Other Options 

Option 9: 	 Government Manufacture of Vaccine Under the Authority of 
Section 352 of the U.S. Public Health Service Act which 
Presently Authorizes the Production of Vaccine, 
Otherwise Unavailable. 

Option 10: 	Miscellaneous Options 



DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE MEMORANDUM OFFICE OF THE ASSISTANT SECRETARY FOR HEALTH 

July 20, 1976DATE:TO : The Secretary 

FROM : Assistant Secretary for Health 

SUBJECT: The National Influenza Immunization Program: Status Report, 
July 20, 1976--ACTION 

ISSUE: 
Recent notification by vaccine manufacturers that they will be 

unable to obtain product liability insurance has created a crisis 
for the National Influenza Immunization Program (NIIP). Without 
resolution of the liability issue, manufacturers are expected to 
terminate vaccine production within a matter of days, and furthermore 
not enter into contracts to sell existing stocks of vaccine to 
the government. How should we proceed? 

BACKGROUND 
Program Justification: The original scientific rationale for NIIP 
has not been seriously questioned, and remains sound: 

-The infectiousness of the A/New Jersey/76 (swine 
influenza-type) virus and its Human-to-Human spread 
at Fort Dix, New Jersey, involved several hundred 
military recruits, in February of this year. 

-Since this virus is new to the majority of people, 
the potential for pandemic spread exists. 

-Influenza remains a serious public health and economic 
problem. 

-We have the capacity to produce quality vaccine in 
sufficient quantities and deliver it to the public, 
thereby thwarting the threat of an epidemic. 
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Delivery Aspects of NIIP: Organizational activities at the State and 
local levels are well advanced. Voluntary groups have been identified, 
briefed, and organized. Training of volunteers by health department 
personnel has begun. The private medical community is involved in 
the planning of programs in many States; some State and local medical 
societies have already endorsed the program and pledged their support. 

Clinical Trials and Vaccine Safety: Results of the first phase of 
clinical trials which involved 5,200 volunteers in the largest 
pre-certification field trials ever performed, have been very encouraging. 
The trials demonstrate that vaccine preparations from each of the four 
manufacturers were effective in immunizing persons over age 24, at as 
low as 200 CCA units. The effectiveness was particularly pronounced in 
individuals over the age of 53, since they have been primed by exposure 
to swine influenza-type virus during the period between 1918-1929. 

Reactions to vaccine at the 200 CCA dosage level among all 
recipients over the age 24 were minimal. For example, only 1.9 
percent of recipients experienced any fever during the 48-hour 
observation, a frequency not significantly 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 were 
required to induce a protective antibody response. A second phase 
of clinical trials, which is expected to end in September, will 
provide sufficient data on which to make recommendations for use 
of A/New Jersey/76 vaccine in children and young adults. One 
possibility may be to give a primary injection to initiate anti
body production, and follow at a later time with a booster shot to 
raise the antibodies to the proper level. Like the first phase, the 
current phase of studies is going well. Participants have not 
experienced any unexpected or severe reactions that have required 
hospitalization. 

These studies confirm the long-standing safety record for influenza 
vaccines. More than 250 million doses of influenza vaccine have 
been administered in this country during the 40-year history of the 
use of influenza vaccine. We are aware of no case in the medical 
literature of a fatality clearly attributable to killed-virus 
influenza vaccine. 

Based on other experience to date, there is no known vaccine that 
is safer than A/New Jersey/76 vaccine when given in the 200 CCA unit 
dosage, to adults over age 24. 
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Vaccine Production Capacity: Seventy-six million doses of A/New 
Jersey/76 vaccine (200 CCA units) are available in final bulk form 
in company freezers, as of Friday, July 16, 1976. 

An additional 15 to 20 million doses are in the production pipeline. 

On July 15, 1976, we were verbally notified that Merrell-National will 
not purchase any more eggs after Tuesday, July 20, and therefore, will 
be going out of influenza vaccine production. We also learned that 
Parke-Davis will be making an "imminent decision" within the next few 
days as to the termination of their production. 

MAJOR PROBLEM 
Contract Negotiations: Since the emergency appropriations for the program 
were enacted, the Department and representatives of the four manufacturers 
have endeavored to negotiate a suitable contract clause on liability 
question. From the outset, the manufacturers expressed their concern that 
they might be held liable in suits for injuries resulting from failure 
in aspects of the program over which they had no control. 

A liability clause was developed by mid-May which was tentatively 
acceptable to three of the companies; they indicated that they thought 
that it would reduce their risks to an acceptable level. One company 
balked at participating in the program unless all risks--other than those 
incurred as a result of their own neg1igence--were assumed by the 
government. Shortly thereafter, all companies were informed that their 
liability insurance was going to be either cancelled or severely reduced. 

In light of these developments, the Department sought legislation to 
indemnify the manufacturers against losses resulting from the government's 
failure to carry out its responsibilities under the program. On July 1, 
the House Subcommittee on Health and the Environment refused to take 
action on legislation and urged all parties to resolve the liability 
problem through agreement and contract language. 

The Department then resumed intensive negotiations with the manufacturers 
and a new contract clause was developed which, in our judgement and that 
of the manufacturers' counsel, goes to the very limit of our authority to 
meet the manufacturers' concerns on the liability question. Among other 
proviSions, the clause would make the government liable for losses 
incurred by the manufacturers in personal injury suits (including 
attorney's fees), arising out of failure of the government to discharge its 
responsibilities under the contract. At the request of the manufacturers, 
we obtained a legal opinion from the Department of Justice that the contract 
clause would not contravene the provisions of the Anti-Deficiency Act. Any 
general undertaking to indemnify the manufacturers would require legislation, 
such as that proposed by the Department last month. 
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The attitude of the insurors has not been helped by testimony from their 
association asserting the possibility of enormous litigation costs 
resulting from the program. While ill-informed and exaggerated, this 
perception plus the more general problems in liability insurance have 
made the insurors unwilling to insure most of the drug manufacturers even 
for "baseless" suits and manufacturer negligence. 

Current situation. Although we provide a full range of options below, 
it now appears (mid-day on Monday) that: (1) some manufacturers will be 
unable to get any insurance. even for their own negligence; (2) our 
previous proposed legislation will not resolve the problem alone; and 
(3) the manufacturers are understandably unwilling to sign contracts 
without some protection. 

Other Liability Problems: Almost two-dozen States and municipalities 
anticipate difficulty in obtaining normal liability insurance for the 
participation of their employees in NIIP. 

In addition, the liability issue has stalled our efforts to obtain an 
advertising agency, through a contract with the Advertising Council, to 
develop a needed mass-media public awareness campaign. 

Finally, negotiations between manufacturers of split-virus vaccines and 
their insurors were recently complicated by news reports of the military's 
decision to purchase only whole-virus vaccine, which erroneously implied 
that there was something inferior or undesirable about the split-virus 
vaccine. 

OPTIONS: 
The available options can be divided into three categories: (1) 

options which would decide now to abandon or substantially revise the 
program; (2) options which continue to assume no new legislation but 
undertake to continue a full national program;-and (3) options which 
assume new legislation in order to continue the national program. 

In light of most recent develop~ents, some of the options are no 
longer viable as the manufacturer's position has been made clear. 
They have been retained, however, to give you the full range of our 
review. In addition, several options from the second and third category 
could be selected in combination. For example, one could decide to 
consult with the Congressional leadership without finally deciding to 
pursue new legislation. 
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Category I: Modify or Abandon the Program 

Option 1: Partial program. Under this option, the Federal 
government would seek to acquire some or all of the stocks currently in 
the possession of the manufacturers and would develop a program to 
vaccinate some fraction of the population. Possibilities for a limited 
or partial program include vaccination of the high-risk members of the 
population or a "first come, first serve" program. 

PRO 
-Would provide Federal monies to protect some Americans 

-Would place Federal government in position of trying 
to protect the health of our citizens. 

CON 
-Would reverse the basic thrust of our public position 
in behalf of the national program 

-Would force a highly undesirable set of Federal choices: 
--Selection of high risk group raises 

undesirable scientific, ethical and 
economic consequences for those left 
out. 

--A "first come, first serve" program virtually 
guarantees geographic and socio-economic 
discrimination. 

-Manufacturers are likely to be unwilling to release the vaccine 
to the Federal government on the grounds that they would 
be still subject to suit. 

Option 2: Abandon the Program. Under this option, the Executive 
branch would announce the failure of insurors to underwrite on 
reasonable terms, thus causing us to abandon our program. Flu shots 
would still be recommended, if obtainable, and the scientific element 
would continue. Manufacturers would presumably sell their current 
96 million doses in normal markets, including foreign markets. 

PRO 
- Would probably result in some coverage of Americans, 

mainly midd1e- and upper-income. 
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- Might permit manufacturers to obtain some insurance 
(higher priced), since risks in purely private 
undertakings are considered somewhat less. 

CON 
-Excludes much of population and raises price of protection 

-Could be regarded as a failure of the Administration 

-Could provoke a negative and unpredictable Congressional 
or public reaction. 

Category II: Continue Negotiations without Further Legislation 

Option 3: Presidential Discussions With the Insurance Industry. 
The President could intercede personally and urge the leadership of the 
largest insurors to provide adequate insurance coverage to the 
manufacturers of the vaccine. 

PRO 
-This action would carry the weight of the Presidency 
and demonstrate the importance of preserving 
the health of the American people. It would represent 
the ultimate attempt on the part of the Executive branch 
to encourage the insurance carriers to provide coverage. 

-Might be necessary, as a prerequisite, to persuade 
Congress to reconsider its negative view of our 
existing, proposed legislation. 

CON 
-Should the insurance industry refuse to provide 
adequate coverage, this could be construed as a 
defeat for the Administration. 

Option 4: Indemnification Fund, from Current Program Appropriations. 
A portion of current appropriations might be made available as an 
"indemnification fund" to reimburse manufacturers for costs of defending 
third party law suits arising out of actions other than their own 
negligence. Vaccine manufacturers might then be persuaded to remain in 
the program. An "indemnification fund" could be created in one of two 
ways: (1) a portion of the excess funds in the program could be set aside 
by the government in each contract (the amount to be determined by 
negotiation) and be available as needed to reimburse the contractor for 
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costs of defending suits, up to the maximum amount set aside, or (2) by 
inclusion of an additional, fixed amount in the vaccine contract purchase 
price. Such an "indemnification fund" could be justified on the grounds 
that it is "a part of the contractors' costs of doing business"--a 
program cost which we have the authority to pay. 

PRO 
-This provision might meet the manufacturers' professed 
greatest concern--the cost of defending a large number 
of baseless law suits. Assuming an "indemnification 
fund" of about $5 to $10 million for each contract, 
manufacturers might be able to obtain insurance to cover 
the cost of defending claims above the amount available 
in the "indemnification fund ll 

• 

-If the "indemnification fund" were created under government 
control (method 1), the government would be paying only for 
costs actually incurred by the manufacturers for defending 
such suits. 

CON 
-The Government would be taking a step further than we have 
been prepared to go so far by bearing the cost of defending 
law suits against the manufacturer even though the government 
fully discharged its responsibilities under the contract. 

-If method 2 were used, the manufacturers could receive a 
windfall if the number of suits are smaller than they 
expect (we believe that they will be). 

-Other participants in the program, including public units, 
non-profit organizations, volunteers, and health care 
providers might demand that an "indemnification fund" 
be made available for claims against them. 

-The manufacturers may not feel that the amounts the 
government can commit are adequate. 

-The Congress could question our authority to proceed 
in this manner. 

Option 5: Formal Contract with Two or Three of the Vaccine 
Manufacturers In an Effort to Effect Agreement With Hold-out Company(ies). 
Convincing two or three of the vaccine producers to enter into contract 
could put public pressure on the remaining one or two company(ies) to 
participate in NIIP. 
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PRO 
-Would have the advantage of allowing the hold-out company(ies) 
"to bend to public pressure and eventually concede to 
participate ••• in the National interest". 

CON 
-If unsuccessful, the decision to implement a national 
program in the absence of assurances of adequate amounts 
of vaccine could result in a serious over-commitment 
without a clear recourse to obtain more supplies. 

-Not likely to be successful. The least likely companies 
are the largest manufacturers who have given very little 
indication of flexibility. 

Category III: Seek New Legislation 

Option 6: Consultation With Congressional Leadership by the 
President and Reconsideration of Existing Proposed Legislation. In view 
of the major role that the Congress has played in authorizing and 
appropriating monies for NIIP and its present interest in seeing the program 
continue, the President could meet with both the general and health 
leadership of the Congress to urge reconsideration of the Administration's 
previous bill. The Subcommittee's belief that this national program could 
proceed without additional legislation now appears to be wrong. 

PRO 
-The Executive branch would be taking a responsible role in 

informing the Congress as to the status of contract and 
liability aspects of the NIIP. It would provide an 
opportunity to discuss the possibility of reconsidering our 
previous legislation to indemnify manufacturers for 
liability other than that due to their own negligence. 

-Our previous legislative proposal had broad provisions 
which would permit us to address, if we elected, all 
of the concerns of the manufacturers, including the 
issue of baseless suits (but not including manufacturer negligence). 

-Informal Congressional "feelers" have indicated a 
willingness to reconsider the matter. 

CON 
-This action by the President could be misinterpreted by 
the Congress, and viewed by the public, as an admission 
of failure to implement a "Presidential program". 

-The bill still lacks the specificity desired by the 
manufacturers as to whether, and how, the Secretary 
will exercise his authority to handle the major 
problem. 

-May not meet the concern of some manufacturers about 
coverage for their own negligence. 
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012tion 7: Federal Indemnification to Provide "Top-dollar" Coverage. 
The use of Federal dollars to cover legal costs of suits can be approached 
in two ways. Either the government can pay into an "indemnification fund" 
to cover costs of suits up to a certain amount (Option 4), leaving to 
private insurance any larger amounts; or the government could cover any 
costs of suits above some fixed amount, with regular insurance covering 
costs up to that fixed point. This option would adopt the latter approach. 

PRO 
-Would limit outer liability of insurors, thus making their 
risk limits explicit. 

-Could protect Federal dollars from actual use if we 
are right about the real risks. 

CON 
-Manufacturers might not accept limits proposed by Federal 

government 

-Insurors might not make primary, "first-dollar" coverage 
available to manufacturers at all, or make it 
available only at a prohibitive price, which could in turn 
be passed back to the government through the price of vaccine. 

Option 8: Federal Compensation for Persons Injured as a Result of 
Receiving Nationally-Recommended~ Licensed Vaccine. We could request 
that Congress authorize the development of a compensation plan for 
personal injuries incurred as a result of participation in the National 
Influenza Immunization Program. 

PRO 
-Would demonstrate Federal acceptance of the responsibility 
for vaccine-associated disability in that claims would be 
made directly to the Federal government, by-passing the 
manufacturer. 

-Would indicate a responsible Federal role since the 
government would license, recommend usage, and support 
purchase of vaccine and implementation of programs of 
immunization. 

-Would be applicable to other preventive health programs. 

-Would improve surveillance of vaccine-associated disability 
since all claims would be centralized for review and action. 
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CON 
-Could require a new Federal bureaucracy to review, arbitrate, 

and settle c1aims--for what may likely be very few cases 
each year. 

-Would require a major legislative effort to develop 
a compensation plan. Furthermore, the time required 
to develop and pass legislation would be too long to 
benefit NIIP. 

-Could create some undesirable precedent for other 
than national immunization programs. 

Category IV: Other Options 

Option 9: Government Manufacture of Vaccine. Perhaps Under the 
Authority of Section 352 of the U.S. Public Health Service Act Which 
Presently Authorizes the Production of Vaccine. Otherwise Unavailable. 

PRO 
-Would provide technical capability to continue to 
produce A/New Jersey/76 Vaccine and enable the 
government to produce influenza and possibly other 
vaccines in the future. 

CON 
-Federal government has no experience in managing or 
directly manufacturing influenza vaccine. The 
administrative problems would be formidable. 

-Authority under provision 352 of the PHS Act does 
not presently exist since influenza vaccine is n£l 
unavailable in the strictest sense. We are simply 
unable to successfully enter into contract to 
purchase the millions of A/New Jersey/76 vaccine for 
use in NIIP. 

Option 10: Miscellaneous Options: There are several other options 
which we have considered, but rejected from significant consideration on 
grounds of legality, administrative feasibility or time required to 
implement. These include the following: 

A. 	 Purchase of Lease Vaccine Facilities (Administrative 

Infeasibility and Insufficient Time). 


B. 	 Federal Purchase of Vaccine and Re-sa1e to Recipients at 
Cost, With Revenue Being Placed in an "Indemnification 
Fund"; Federal Support Retained for National Plan to 
Deliver Vaccine, at No Charge (Administrative Infeasibility; 
Violation of Congressional Intent). 

C. 	 Payment of Court Costs by Plaintiffs in Baseless, Frivolous 
Suits (Legality Problems) 
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D. 	 Purchase Vaccine from Manufacturer to Relieve their Expenses, 
With a Commitment by Us Not to Use Vaccine In NIIP, Without 
Their Consent, Until Liability Issue is Resolved. (Legal 
Authority Problems). 

E. 	 Attempt to Get Those Vaccinated to Waive Right to Sue. 
(Legally Not Possible) 

F. 	 Classic Re-insurance Plan for Insurors. (Inadequate Time 
to Get Enacted and Implemented) 
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I .... 
MEM)RAND{)1 FOR 1HE PRESIDENT 

In light of your response to my report to you this morning on the 
flu situation, I would propose that you invite the vaccine manu
facturers along with their principal insurance carriers to meet 
with you immediately to seek a solution to the current impasse 
over liability coverage. 

The insurance companies to be invited should include the following: 

Aetna 
Prudential Re-insurance 
LeBoeuf, Lamb, Leiby & ~J.acCrae (LLOYDS OF LONDON) 
Crumm and Foster Insurance 
Chubb &Son, Inc. (Federal Insurance) 
American Home Assurance 
Continental Insurance of New York 
Alexander &Alexander Insurance Broker 
Insurance Company of North America 
American Re-insurance 
Northbrook (of All-State Insurance) 
Johnson &Higgins Insurance Broker 
Home Insurance 
Liberty Mutual 
Davis-Dorland Insurance Broker 
General Re-insurance 
Fred S. James Insurance Broker 
Patterson &Ross of Chicago (WEAVERS OF LONDON) 

I would also suggest that you meet with the Congressional leadership 
on this matter soon, particularly the health leade hip. 

, 
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August 5, 1976 

FACT SHEET 

XSwine Flu Influenza Immunization Program Legislation 

The bill would amend the Public Health Service Act to 

establish ~ mechanism to handle claims and if necess~ry, 

compensate persons injured as a result of inoculation 

with vaccine under the Swine Flu National Influenza 

Immunization Program. It would provide that persons 

injured as a result of inoculation under the Program 

would have as their exclusive remedy a suit against 

the Federal government under the Federal Tort Claims 

Act. 


Under this bill, the Federal government would be liable 
for claims against "program participants", including 
the vaccine manufacturers and distributors who participate 
in the Program, the public and private agencies or organiza
tions that participate in the Program without charge for 
the vaccine or its administration, and the medical and 
paramedical personnel who, without charge for the vaccine 
or its administration, administer or assist in administering 
inoculations with such vaccine. 

At the same time, the government retains the right to 

recover for any negligent act of a "program participant" 

that results in a settlement or court judgment. 


Physicians who administer the vaccine in their normal 

practice for a fee would be covered by their regular mal

practice insurance and would not be included in this 

Program. 


This approach is similar to the Administration's draft to 
provide indemnity under the Federal Tort Claims Act which 
Secretary Mathews presented to the subcommittee. Tqe 
only amendment made in subcommittee was to change the term 
"agent of the government" to "program participant". 

Scanned from the White House Central Files Subject File (HE 1 - Exec.) at the Gerald R. Ford Presidential Library 



White House Photograph

Description: In a press briefing President Ford urges 
congressional enactment of the National Swine Flu Influenza 
Program. 

Photographer: David Hume Kennerly

Date: August 6, 1976
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THE WHITE HOUSE ACTION 

WASHINGTON 
Last Day: August 23 

August 11, 1976 

MEMORANDUM FOR THE PRESIDENT 

FROM: JIM 

SUBJECT: S. 3735 -
Program of 

Swine Flu Immunization 

Attached for your consideration is S. 3735, sponsored by 
Senator Kennedy. 

The enrolled bill authorizes the Secretary of Health, Education 
and Welfare to carry out a national swine flu immunization 
program until August 1, 1977, and provides legal protection 
for agencies, organizations and individuals who manufacture, 
distribute, and administer swine flu vaccine against liability 
for other than their own negligence to persons alleging 
personal injury or death arising out of the administration 
of the vaccine. 

Additional information is provided in OMB's enrolled bill 
report at Tab A. 

OMB, Max Friedersdorf, Counsel's Office (Lazarus) and I 
recommend approval of the enrolled bill and the proposed 
signing statement which has been cleared by the White House 
Editorial Office (Smith). 

RECOM..M.ENDATION 

That you sign S. 3735 at Tab B. 

That you appro~Aa~igning statement at Tab C. 

Approve ~ / Disapprove 

Scanned from the Legislation Case Files (Box 52 - 8/12/76, S.3735) at the Gerald R. Ford Presidential Library



EXECUTIVE OFFICE OF THE PRESIDENT 

OFFICE OF MANAGEMENT AND BUDGET 


WASHINGTON, D .C . Z0503 

AUG 1 1 1976 

MEMORANDUM FOR THE PRESIDENT 

Subject: Enrolled Bill S. 
Immunization P

Sponsors - Sen. 
6 others 

3735 - National Swine 
rogram of 1976 
Kennedy (D) Massachuse

Flu 

tts and 

Last Day for Action 

~ '(3,1//t. 
Purpose 

Authorizes the Secretary of Health, Education, and Welfare 
(HEW) to carry out a national swine flu immunization program 
until August 1, 1977, and provides legal protection for 
agencies, organizations, and individuals who manufacture, 
distribute, and administer swine flu vaccine against 
liability for other than their own negligence to persons 
alleging personal injury or death arising out of the 
administration of the vaccine. 

~ency Recommendations 

Office of Management and Budget Approval (Signing state
ment attached) 

Department of Health, Education, Approval 
and Welfare 

Department of Justice No object.ion 
Department of Housing and Urban Approval (informally) 

Development 

Discussion 

S. 3735 is the result of extended negotiations bet.ween the 
Administration and the House and Senate Health Committees 
to obtain legislation that would enable the Government. to 
provide a comprehensive program of swine flu immunizat.ion 
to protect the American public during the next flu season. 
You previously recommended funding for this program, and 
the Congress responded to your request by appropriating 
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$135 million on April 15, 1976 in P.L. 94-266. 

The enrolled bill responds to the concern of the vaccine 
manufacturers that they might be held liable for negligence 
or failures in those aspects of the immunization program 
over which they had no control. This concern stemmed from 
the trend in court decisions to hold manufacturers of some 
drugs and vaccines liable to users of the products under 
principles of strict product liability. Moreover, the 
insurance carriers refused to provide liability insurance 
because of the magnitude of the program and the uncertain
ties regarding the risk involved. 

S. 3735 has the following three major features. 

Program authorization - The enrolled bill would 
authorize HEW to conduct activities necessary to carry out 
the national swine flu immunization program until August 1, 
1977. These activities include development, preparation, 
procurement and distribution of safe and effective vaccine, 
as well as related personnel training and research 
activities. 

The bill would require HEW to develop, in consultat.ion with 
the National Commission for the Protection of Human Subjects 
of Biomedical and Behavioral Research, and to implement a 
written informed consent form and procedures for assuring 
that the risks and benefits from the swine flu vaccine are 
fully explained to each person receiving the vaccine -
including information necessary to advise them with respect 
to their rights and remedies. 

The bill would provide that any contract for procurement by 
the united States of swine flu vaccine shall be subject to 
renegotiation to eliminate any profit realized from such 
procurement. A "reasonable" profit -- to be determined by 
the Secretary of HEW -- would be allowed, howeve.r l with 
respect to influenza A/Victoria/75 vaccine, which would be 
administered with the swine flu vaccine to high .risk groups. 

HEW would be required to submit quarterly reports to the 
Congress on the administration of the swine flu program. 
The bill states that no funds are authorized to be 
appropriated for the swine flu activities specifically 
enumerated in the bill in addition to the funds already 
appropriated by P.L. 94-266, except for grants to the 
States to assist in meeting their costs related to the 
swine flu program. 
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The authorized activities summarized above are unnecessary, 
since HEW already has the statutory authority to conduct 
the program, and the activities have been underway for 
some time. 

Protection against liability - S. 3735 would establish 
a procedure under which all claims for Lnjury from 
inoculation with the swine flu vaccine would be asserted 
directly against the United States. The filing of claims 
and actions under the Federal Tort Claims Act would be the 
exclusive remedy for all eligible claimants. Since the 
United States is responsible only for negligence under 
that Act, the enrolled bill would make an exception for 
this program and permit a claimant to recover under any 
principle of strict liability in t .ort or breach of warranty 
which is applicable in the jurisdiction in which the act 
or ornrnission is alleged to have occurred. 

The bill would not absolve participants in the program -
drug manufacturers, public and private agencies, medical 
and paramedical personnel, and the government -- from 
negligence. In those instances in which payment is made 
by the Government to a claimant, either by court judgment 
or administrative settlement, the Government could bring 
an action to recover any damages awarded which are caused 
by the negligence of any of the other participants in the 
program. 

The protection provided to all participants in the program 
would be available to public and private agencies and 
medical and paramedical personnel only if they administer 
the vaccine without charge and comply with the consent 
form and procedures requirements. Provisions are included 
in the bill for the removal to Federal court of suits 
filed in State court against participants in the program, 
and for the substitution of the United States as the sole 
defendant. 

Within one year after enactment of the enrolled bill, and 
semiannually thereafter, the Secretary of HEW would be 
required to submit a report to the Congress on the conduct 
of settlement and litigation activities provided for in the 
bill. 

Study of liability - The enrolled bill would require a 
study to be conducted or provided for by HEW of the scope 
and extent of liability for personal injuries or death 



.. 


4 


arising out of immunization programs, and of alternative 
approaches to providing protection against liability for 
such injuries in the future. The Secretary would be 
required to report to the Congress within one year the 
findings of the study and any appropriate recommendations 
for legislation. 

In a letter to Chairman Rodino of the House Judiciary 
Committee on an earlier House version of this legislation, 
Secretary Mathews stated that it reflected the following 
four principles: 

"1. The public's legal remedies for genuine injuries 
should not be circumscribed and an efficient method of 
pursuing them should be assured. 

2. All program participants, including the Government, 
should be responsible for their own negligence. 

3. No program participant or other person should make 
a windfall profit from this public health program. 

4. No solution to the difficulties which have developed 
in this Government-sponsored and administered universal 
immunization program should be established as a precedent 
for other programs of smaller scope in which the Government 
plays a different and significantly smaller role." 

With respect to the fourth principle , ~t should be noted 
that the "findings" section of S. 3735 refers to the 
"unique role" of the United States in the initiation, 
planning, and administration of the swine .f lu program . 
The bill as enrolled, however, also finds that the 
procedure instituted for handling claims in this case is 
necessary "until Congress develops a pe.rmanent approach 
for handling claims arising under programs of the Public 
Health Service Act." This latter finding, plus the require
ment for a study by the Secretary mentioned above, suggests 
the possibility that S. 3735 may become a precedent for 
other programs. 

The Department of Justice also sent a letter to Chairman 
Rodino on August 9 favoring enactment of the earlier House 
version of this legislation. Justice now states in the 
attached views letter that the additional requirement 
included in the enrolled bill that program participants 
comply with the informed consent form and procedure 
requirements is troublesome and will likely lead to 
considerable litigation. ,Justice believes it would 
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have been preferable if this program could have been 
accomplished with the normal insurance coverage usually 
provided to vaccine manufacturers. The Department 
notes, however, that extensive efforts to obtain such 
coverage were unavailing and the desirability of 
conducting the program was such that the legislation 
was deemed necessary. Justice concludes that the 
enrolled bill is technically and administratively 
acceptable, "in consideration of the strong policy 
reasons requiring the emergency enactment of the 
legislation." 

In view of the general consensus that liability protection 
legislation is essential to resolve the impasse in the 
swine flu immunization program, and since the enrolled 
bill was worked out in lengthy discussions between the 
various concerned groups, your approval of S. 3735 is 
recommended. A draft signing statement is attached for your 
consideration. 

q~n,·d-4 
~:~istant Directo:_~r 
:; Legislative Reference 

Enclosures 
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STATEMENT BY THE PRESIDENT 


have today signed S. 3735, the "National Swine Flu 

Immunization Program of 1976." 

I am gratified that the Congress has responded to this 

potential public health emergency by providing, as I requested, 

the assurances necessary to make possible the protection of 

all Americans against this threat. 

S. 3735 will permit the Federal Government to assure 

appropriate liability protection for those manufacturing, 

distributing and administering the vaccine and provides a 

claims procedure for persons who might be injured. Extra

ordinary Federal measures are required to implement a program 

of this magnitude and I am sure that I speak for all Americans 

In expressing appreciation for this Congressional action. 

Scientific and medical evidence continues to support the 

need for a national influenza immunization program. We have 

developed a safe and effective vaccine with a very low risk 

of adverse reactions. What we must do now is make it available 

as soon and efficiently as possible. 

I strongly reaffirm my commitment to this program and 

have directed the Secretary of Health, Education, and Welfare 

to move as expeditiously as possible to insure that we keep 

our original commitment of making this vaccine available to 

all Americans. 

I 
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DEPARTMENT OF HEALTH . EDUCAT ION. AND WEL FARE 

AU , 11 1976 

The Honorable James T. Lynn 
Director, Office of Management 

and Budget 
Washington, D. C. 20503 

Dear Mr. Lynn: 

This is in response to your request for a report on S. 3735, 
an enrolled bill "To amend the Public Health Service Act to 
author i ze the establishment and implementation of an emergency 
national swine flu immunization program and to provide an 
exclusive remedy for personal injury or death arising out of 
the manufacture, distribution, or administration of the swine 
flu vaccine under such program." 

In summary, we strongly recommend that the President sign 
the enrolled bill, as its enactment is necessary to carry 
out the national program of immunization against swine 
influenza. 

The bill would provide that the United States be substituted 
as the defendant in suits based on claims for personal injury 
or death resulting from swine influenza vaccine brought 
against vaccine manufacturers or other participants in the 
swine influenza immunization program. The united States, in 
turn, would have the right to recover for its losses in such 
a suit from a program participant whose negligence caused the 
injury or death. The provisions of the bill are summarized 
in more detail at Tab A. 

From the outset of the swine influenza immunization program, 
the vaccine manufacturers have expressed their concern that 
they might be held liable for negligence or failures in those 
aspects of the immunization program over which they had no 
control. Their concerns stemmed from the trend in court 
decisions to hold manufacturers of some drugs and vaccines 
liable to users of the products under principles of strict 
products liability. Two Federal courts of appeals have held 
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manufacturers of polio vaccine liable, even in the absence 
of negligence, for failure to see to it that warnings of 
the hazards of the vaccine were communicated to the recipients 
of the vaccine. 

In the case of the swine influenza vaccine, the manufacturers 
were understandably concerned that they would not be able to 
discharge their obligations to see to it that whatever warning 
might be appropriate reached the consumer, since the Government 
would be purchasing the entire output of the vaccine and 
would be responsible for its distribution to State health 
agencies, which in turn would arrange for the inoculation of 
the population. Additionally, in this emergency immunization 
program, the Government would be assuming functions normally 
undertaken by the manufacturers, i.e., establishing the 
specifications for the vaccine, investigating and determining 
the benefits and risks from its use, developing a statement 
of such benefits and risks, and seeing to it that the 
statement was communicated to the persons inoculated with 
the vaccine. 

After carrying out extensive efforts to solve the liability 
problem of the manufacturers through (1) contract provisions 
without legislation, (2) proposed legislation indemnifying 
the manufacturers for losses for other than their own 
negligence, and (3) attempts to persuade the insurance 
companies to grant liability coverage to the manufacturers, a 
new legislative approach was developed through the joint 
efforts of the Congress, the Administration, and other 
interested parties. 

The enrolled bill, reflecting this approach, embodies three 
principles: 

1. The public's legal remedies for genuine injuries 
should not be circumscribed and an efficient method of 
pursuing them should be assured. 
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2. All program participants, including the Government, 
should be responsible for their own negligence. 

3. No program participant or other person should make 
a windfall profit from this public health program. 

The enrolled bill, by substituting the united States for 
program participants sued for death or personal injury 
resulting from swine influenza vaccine, protects not only 
non-negligent manufacturers, who up to now have been unable 
to obtain insurance, but also other participants in the 
program who have been finding difficulties in obtaining 
insurance. Additionally, except for insurance needed to 
protect participants against indemnification claims by the 
Government in those instances in which the participant may 
be negligent, no other insurance is necessary. This should 
materially reduce the cost of the vaccine to the Government 
since its price will reflect the cost of insurance. Windfall 
profits to insurance companies from excessively high premiums 
for risks the Government believes to be relatively minor 
would also be averted. 

It is imperative that the President act expeditiously in 
relation to the enrolled bill. If the enrolled bill is 
signed, it will be possible to resume production with 
minimal delays, purchase the vaccine now already manufactured, 
and begin the distribution of the vaccine to make it available 
to the public by mid to late September. The vaccine produces 
effective immunity in most cases within two to three weeks 
of injection. It would be possible for the entire population 
who wished to be vaccinated to develop immunity by mid
December. The peak flu season is typically in January and 
February. 

We strongly recommend that the President sign the enrolled 
bill. 

Enclosure 



SUMMARY OF THE PROVISIONS OF S. 3735 

The bill would provide a redundant authority for carrying 
out the national swine influenza immunization program, and 
would require the Secretary to make quarterly reports on the 
administration of the program. 

Each contract for the procurement of the swine influenza 
vaccine from a manufacturer would be subject to renegotiation 
to eliminate any profit realized from such procurement, 
except that with respect to vaccine against the strain of 
virus, known as influenza A/Victoria/75 (to be mixed with 
the swine influenza vaccine), a reasonable profit would be 
permitted. Any insurance premium included in the contract 
price and which was refunded to the manufacturer under any 
retrospective experience-rating plan or similar plan would 
be returned to the United States. 

The enrolled bill would establish, as the exclusive remedy 
for persons alleging injury., a procedure consistent with 
that now provided for negligence claims against the United 
States under which all claims in connection with the program 
would have to be asserted directly against the United States. 
The enrolled bill would make the United States liable with 
respect to claims for personal injury or death arising out 
of the manufacture, distribution or administration of the 
vaccine in the same manner and to the same extent as the 
United States is now liable for claims based on the negligence 
of its own agents, except that the liability would be based 
on any theory of liability, and not solely negligence, that 
would govern an action against a program participant under 
the law of the place where the act or omission occurred, and 
the normal exceptions to the liability of the United States 
Government based on the due care or discretionary judgment 
of a Federal employee would not be available to the United 
States in defense of a claim against a program participant. 
Program participants would include the vaccine manufacturers 
and distributors, public and private agencies or organizations 
that participated in the program without charge for the 
vaccine or its administration and in compliance with the 
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informed consent form and procedures established for the 
program, and medical personnel who participated without 
charge for the vaccine or its administration and in compliance 
with the informed consent form and procedures established 
for the program. 

The Attorney General would be required to defend any civil 
action or proceeding based on personal injury or death 
resulting from the administration of swine influenza vaccine 
brought against any employee of the United States or any 
program participant. Any person against whom the action or 
proceeding was brought would be required to deliver all 
relevant papers to the United States for its use in defending 
the action. A claim brought in a State court would be 
removed to the United States district court for that area. 
Program participants would be required to cooperate with the 
United States in the defense of claims, and, if they failed to 
do so, their protection under the enrolled bill would be 
revoked and suits against them permitted in the usual manner. 

If payment were made by the United States to any claimant 
under the authority of the enrolled bill, the United States 
would have a right to recover for any portion of the payment 
attributable to negligent conduct on the part of any program 
participant in carrying out any obligation or responsibility 
in connection with the program or to the failure of any 
program participant to carry out any contract obligation or 
responsibility. 

within one year of the date of enactment of the enrolled 
bill and semi-annually thereafter, the Secretary would 
report to Congress on the conduct of the litigation and 
settlement activities under the bill. 

The Secretary would further be required to conduct a study 
of the scope and extent of liability for personal injuries 
arising out of immunization programs and alternative means 
of providing protection against that liability and compensa
tion for those injuries. The Secretary would have to report 
on the study within a year after the date of enactment to 
the Congress with recommendations for legislation as the 
Secretary deemed appropriate. 
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EXECUTIVE OFFICE OF THE PRESIDENT 

OFFICE OF MANAGEMENT AND BUDGET 

WASHINGTON, D.C. 20503 

AUG 11 1976 

MEMORANDUM FOR THE PRESIDENT 

Subject: Enrolled Bill S. 3735 - National Swine Flu 

Immunization Program of 1976 


Sponsors - Sen. Kennedy (D) Massachusetts and 

6 others 


Last Day for Action 

~rd .?3, IfIt 
Purpose 

Authorizes the Secretary of Health, Education, and Welfare 
(HEW) to carry out a national swine flu immunization program 
until August 1, 1977, and provides legal protection for 
agencies, organizations, and individuals who manufacture, 

. 	distribute, and administer swine flu vaccine against 
liability for other than their own negligence to persons 
alleging personal injury or death arising out of the 
administration of the vaccine. 

Agency Recommendations 

Office of Management and Budget Approval (Signing state
ment attached) 

Department of Health, Education, Approval 
and \~elf are 


Department of Justice No objection 

Department of Housing and Urban Approval (informally) 


Development 

Discussion 

S. 3735 is the result of extended negotiations between the 
Administration and the House and Senate Health Committees 
to obtain legislation that would enable the Government to 
provide a comprehensive program of swine flu immunization 
to protect the American public during the next flu season. 
You previously recommended funding for this program, and 
the Congress responded to your request by appropriating 
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$135 million on April 15, 1976 in P.L. 94-266. 

The enrolled bill responds to the concern of the vaccine 
manufacturers that they might be held liable for negligence 
or failures in those aspects of the immunization program 
over which they had no control. This concern stemmed from 
the trend in court decisions to hold manufacturers of some 
drugs and vaccines liable to users of the products under 
principles of strict product liability. Moreover, the 
insurance carriers refused to provide liability insurance 
because of the magnitude of the program and the uncertain
ties regarding the risk involved. 

s. 3735 has the following three major features. 

Program au thor ization - The enrolled bill would 
authorize ~B~ to conduct activities necessary to carry out 
the national swine flu immunization program until August 1, 
1977. These activities include development, preparation, 
procurement and distribution of safe and effective vaccine, 
as well as related personnel training and research 
activities. 

The bill would require HEW to develop, in consultation with 
the National Commission for the Protection of Ht@an Subjects 
of Biomedical and Behavioral Research, and to implement a 
written informed consent form and procedures for assuring 
that the risks and benefits from the swine flu vaccine are 
fully explained to each person receiving the vaccine - 
including information necessary to advise them with respect 
to their rights and remedies. . 

The bill would provide that any contract for procurement by 
the United States of swine flu vaccine shall be subject to 
renegotiation to eliminate any profit realized from such 

. procurement. A "reasonable" profit -- to be determined by 
the Secretary of HEW -- would be allowed, however, with 
respect to influenza A/Victoria/75 vaccine, which would be 
administered with the swine flu vaccine to high risk ~roups. 

HB-v would be required to submi t quarterly reports to the 

Congress on the administration of the swine flu program. 

The bill states that no funds are authorized to be 

appropriated for the swine flu activities specifically 

enumerated in the bill in addition to the funds already 

appropriated by P.L. 94-266, except for grants to the 

States to assist in meeting their costs related to the 

s\'dne flu program. 
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The authorized activities summarized above are unnecessary, 
since HEW already has the statutory authority.to conduct 
the program, and the activities have been underway for 
some time. 

Protection against liability - S. 3735 would establish 
a procedure under which all claims for injury from 
inoculation with the swine flu vaccine would be asserted 
directly against the united States. The filing of claims 
and actions under the Federal Tort Claims Act would be the 
exclusive remedy for all eligible claimants. Since the 
United States is responsible only for negligence under 
that Act, the enrolled bill would make an exception for 
this program and permit a claimant to recover under any 
principle of strict liability in tort or breach of warranty 
which is applicable in the jurisdiction in which the act 
or ommission is alleged to have occurred. 

The bill would not absolve participants in t~e program - 
drug manufacturers, public and private agencies, medical 
and paramedical personnel, and the government -- from 
negligence. In those instances in which payment is made 
by the Government to a claimant, either by court judgment 
or administrative settlement, the Government could bring 
an action to recover any damages awarded which are caused 
by the negligence of any of the other participants in the 
program. 

The protection provided to all participants in the proqram 
would be available to public and private agencies and 
medical and paramedical personnel -ot11y if they administer 
the vaccine without charge and comply with the consent 
form and procedures requirements. Provisions are included 
in the bill for the removal to Federal court of suits 
filed in State court against participants in the program, 
and for the substitution of the united States as the sole 
defendant. 

Within one year after enactment of the enrolled bill, and 
semiannually thereafter, the Secretary of HE\\1 would be 
required to submit a report to the Congress on the conduct 
of settlement and litigation activities provided for in the 
bill. 

St~dy of liability The enrolled bill would require a 
study to be conducted or provided for by HEW of the scope 
and extent of liability for personal injuries or death 

http:authority.to
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arising out of immunization programs, and of alternative 
approaches to providing protection against liability for 
such injuries in the future. The Secretary would be 
required to report to the Congress within one year the 
findings of the study and any appropriate recommendations 
for legislation. 

Ina letter to Chairman Rodino of the House JUdiciary 
Committee on an earlier House version of this legislation, 
Secretary Mathews stated that it reflected the following 
four principles: 

"1. The public's legal remedies for genuine injuries 
should not be circumscribed and an efficient method of 
pursuing them should be assured. 

2. All program participants, including the Government, 
should be'responsible for their own negligence. 

3. No program participant or other person should make 
a windfall profit from this public health program. 

4. No solution to the difficulties which have developed 
in this Government-sponsored and administered universal 
immunization program should be established as a precedent 
for other programs of smaller scope in \vhich the Government 
plays a differertt and significantly smaller role." 

With respect to the fourth principle, it should be noted 
that the "findings" section of S. 3735 refers,to the 
"unique role" of the United States in the initiation, 
planning, and administration of the swine flu program. 
The bill as enrolled, however, also finds that the 
procedure instituted for handling claims in this case is 
necessary "until Congress develops a permanent approach 
for handling c l aims arising under programs of the Public 
Health Service Act." This latter finding, plus the require
ment for a study by the Secretary mentioned above, suggests 
the possibility that S. 3735 may become a precedent for 
other programs. 

The Department of Justice also sent a letter to Chairman 
Rodino on August 9 favoring enactment of the earlier House 
version of this legislation. Justice nm" states in the 
attached views letter that the additional requirement 
included in the enrolled bill that program participants 
comply \"i th the informed consent form and procedure 
requirements is troublesome and will likely lead to 
considerable litigation. Justice believes it would 
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have been preferable if this program could have been 
accomplished with the normal insurance coverage usually 
provided to vaccine manufacturers. The Department 
notes, however, that extensive efforts to obtain such 
coverage were unavailing and the desirability of 
conducting the program was such that the legislation 
was deemed necessary. Justice concludes that the 
enrolled bill is technically and administratively 
acceptable, "in consideration of the strong policy 
reasons requiring the emergency enactment of the 
legislation. II 

In view of the general consensus that liability protection 
legislation is essential to resolve the impasse in the 
swine flu immunization program, and since the enrolled 
bill was worked out in lengthy discussions between the 
various concerned groups, your approval of S. 3735 is 
recommended. A draft signing statement is attached for your 
consideration. 

1:::::~~c~~~:~islative Reference 

Enclosures 



• 


. . . 


I have today signed S. 3735, the "National 

Swine Flu Immunization Program of 1976." 

I am gratified that the Congress has responded 

to this potential swine flu emergency by providing 

necessary protection for all those participants 

whose co,operation will be essential to assure that 

every American has the opportunity to obtain the 

desired protection. This unique threat requires 

extraordinary Federal measures to assure that 

we can avoid a catastrophe similar to that which 

occurred in 1918-1919. I am sure that I speak for 

all Americans in expressing this appreciation. 

Secretary Mathews has recently consulted 

with the scientific and medical community on the 

need to continue this national program. The 

community has reaffirmed the desirability of the 

program. I urge all Americans to avail themselves 

of the opportunity to secure protection against 

swine flu. 
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DEPARTi\,lEN T O F LTH. EDUCAT ON . AN D WELF R E 

Cf co(?yvAIi 
The Honorable J ame s T. Lynn 
Director, Office of Management 

a d Budget 
Washington, D. C. 20503 

De ar Mr. Lynn: 

This is in response -to your request f o a report. o n S. 3735 , 
a enrolle d b i ll "To amenc tho P blie He a lth Ser ice Act to 
a u t horize the establishment and irnp leme tat: ion of an me rgency 
nat i o nal s~., ine flu inununi zat ion prog ram and 0 p rov i e a 
e xclusive r e medy for personal inj u r y r death aris i g o u t o f 
the manu factur e, dis t r i butio n, o r admini stra~'on of t he swine 
f l u vaccine under such program . " 

In summa ry, we str ongly recommend hat t he Pres i de t sign 
the enrolled bill , a s its enactment is n e cessar y to ar~y 

out the at i onal program of immuniza ion aga'nst s wine 
influenza. 

The b ill woul d provide that the uni ted Sta tes e substituted 
as the defendant in suits based on claims for pe onal injury 
or d ath resulting fro s wine influenza v a cine brought 
agains t vaccine manufacturers or o ther participants in the 
swine influenza immunization program. 'rhe United Sta t.es, i n 
turn, would have the right to reco er for its· l osses in slich 
a s uit f r om a progr am participant who s e neg i gence c a u sed th 
injury or de tho The p r o visions o f the bill are summa i zed 
in more detail a t Tab A . 

F om the o utse t o f the swi e infl uenza immunization r o gram, 
the vac c ine rna ufacturers ha e xp ssed the ir con cern that 
t hey might b e held liab le f or n g l i gence o r f ilures i th se 
a s c cts o f t he irrUflUniz atio pr gram ove r \.vhich the y had no 
c tro l Their c o cer s s _ mm d from th " tren d i n c ourt 
de i 5 ions t o hold manufact rers 01 s ome dru g s and vaccines 
li a 1e t o use s of t he pro uc sunder prlnciples 0 strict 
p r oducts l i abi lity. Two Fed r a l court of appeals h ave held 
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manufacture r s of polio vaccine liab l e , even in the absence 
of negligence, for failure to see t o it that warning s of 
the hazards of the vaccine we re communicated to the recipie nts 
o f t he vaccine. 

In the c ase of the swi ne in f luenz v a ccine, t h e manuf ctur er s 
were understandab ly concer ned that they would not be able t o 
discha r e their obligations to see to it that whate ver warning 
mi ght be a pp r opri a te r each e the cons~~r, s i n ce t he - vernment 
would be pur chasing the e n t ire outpu t of the vac c i 1e and 
....:ould be re s Fonsible f or i ~ distx i b u1:.ion to St a te he 1 th 
agenc i e , It/h ich in tur won d arra nge for the . n o c ul a tion o f 
the popula _. on . A d i t i ona lly, i n -thi s eme r gency im.rnun i zation 
program, -the Co vernment would be ssumi n g func tion s normally 
u r t aken by the man ufacture rs, i .e. , s t abl i s h ing t he 
spe cific atio ns for the v. c c ile, investig t ing a nd det er ining 
the b ene t i ts and risks from - i ts us e I de velop i n g a s t ·-teme n t 
of s u c h befits an d r i sks , a nd see ing to it that t he 
state me n t was c ommun ica ted to the person", inoc la t ed wi th 
the v a ccine. 

After carrying out extensive e fforts to so lve the liab ility 
proble m o f the manllfa_turers t.h rough (1) contract provis ions 
wi-thout legisla t ion, (2) proposed l e g islation i nde mni f y i n g 
the ma nufacturers for losses for other than t he i r own 
negligence , a nd ( 3 ) a t tempts to pe rsua de the -insuran c e 
c ompanies to g rant liability coverage to t he manuf acture rs a 
new l e g i s lative app r o a ch was develope d t h rough t he join t 
ef f o r ts of the Congre ss, t he Admini s t r ation, a n d other 
interested p a rties. 

The en r ol l ed bill, r ef lecting t hi s appro a ch , embodie s tre e 
p rinciple s: 

1. The pub l i c's legal. e medie s f or g nui ne injurie s 
s hould no t b _ circTh~s cribed an d an e fici e nt me t hod of 
pur s ui!"ig t he m s houl ~ be assured . 
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2. All program participants, including the Government, 
should be responsible for their own negligence. 

3. No program participant or other person should make 
a windfall profit from this public heal t h program. 

The enrolled bill, by substituting the unite d States for 
program participants sued for death or personal injury 
r esulting from swine influenza vaccine, protects not only 
non-negligent manufacturers, who up to now have been unable 
to obtain insuranc e, but also other participants in the 
program who have been finding difficulties in obtaining 
insurance. Additionally, except f o r in s urance needed to 
protect participant.s a gainst indemnif i cation claims by t he 
Government in those instances in which the participant may 
be negligent, no other insurance is nec e ssary. This s hould 
materially reduce the cost of the vaccine to the Government 
since i ts price will reflect the cost of insur ance. Wi ndfall 
rofits to insu rance companies from e xcessively h igh pre i ums 

for risks the Government be lieves to be relati vely min r 
wo uld also be averted. 

It is . perative that the President act exped i t i o u ., ly in 
relation to the enrolled bill. If the enrol l e d bil l is 
signed, it will be possible to resume prod c tion with 
minimal delays, purchase the vaccine now already ma n f actured, 
and begin the distribution of the vaccinato make it available 
to the public by mid t o lat S p ternbe r. The vacc ine p roduce s 
effective i mmunity in most c a ses i t hin tt..'lO to three ~veeks 

of injection. It would be possible for the enti r e populati on 
who wisheJ to be vaccina t ed to develop irrummi ty by mid
December. The peak flu season i s typic ally in January and 
F b ruary. 

We strongly recommend -that the Pre s ident sig n the e r o lled 
bill. 

Sincerely , 

Se cretary 

Enc l o sure 



SUMMARY OF 'rHE PROVISIONS OF S. 3735 

The bill would provide a redund a n t authori t y f or carrying 
out the nation a l swine influenza immuniz t i on program, a nd 
would r e quire t e Secretary to make quarterly reports n the 
administ r a tion of the Jrogram. 

Each can t _a ct for the proc rement of t he swi e inf l ue nza 
vaccine from a m~ ufact rer would be s ub j ect to renegot i ation 
to elimina te a ny p rofit r ea l i zed f rom s u 1 procurement , 
:~xcept t h a t wi t h respect to vaccine again s-t t he str a in of 
virus, known a s influe z a A/Viet r ia/ 7 5 (to be mixe with 
the swine influen za v accinel, a reasonable p r of it would be 
permi tted. Any insur ance premi"Jm included i n -ehe contract 
price and wh ich was refunded to the manufac t u rer under a ny 
retrospective expe r ience-rating plan or simi l ar p lan would 
be returned to the United States. 

The enrolled bill wo uld e stablish, as the exc lusive remedy 
for persons alleging injury, a procedure consistent with 
that now provided for negligence claims against the United 
Sta tes under which all cl a ims in connect ion with the - program 
would have to be asserted di r e ctly against the United State s . 
The enrolled bill would make the United States liable wi th 
respect to claims for personal injury or death ar ising out 
of the manufacture, distribution or admin i s tration of the 
vaccine in the sarne manner and to the s ame exten t as the 
United States is now liable for cl a i ms based on t _e n e gligen e 
of its own agents, e xcept that t e l iability would be based 
on any theory of liabil i ty, and not so ely negligenc e " tha t 
would govern an action a g ainst a p r o g r am partici- a n t un der 
the law o f the pl a c e where the act or omissiol oc urred , and 
the norma l excep~ions to the liabi l jty o f he n ' t ed States 
Gove r rune t based on t ' ie d ue care or is c r e 'onary j dgment 
o f a Federal e mploy would n t e -va il ble to t h United 
Sta t~£~ in d e f ense o f a c l aim aga ins t a program part.icipant. 

o g r am part:' cipa nts wou l d i nc l ude -t he vaccine manufact rers 
a nd distributors, publ i c a d priv a t e agenc i es r org anization 
that par ticipated in the program \'lithout clarge f or the 
v a c c -ne or i t s admi n istration and in compliance with the 
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informed consent form and procedures estab lished for the 
program, and medical personne l w 0 p articipated without 
charge for the vaccine or its a dministration and in comp l i a ce 
with the informed consent form a nd proce dures establishe 
for the program. 

The At t orney General wo uld be required to defend any civil 
action or proce eding based on p e rsonal i n j ury or dea t h 
resulting from the adnlinistr - tion of s wine inf luenz a vac c i ne 
brought against any employee o f the United States o r any 
program participant. Any person against whom t he ac t i on or 
p r oc eeding was bro ught would be require d to d l iver all 
r ele v a nt papers t o t he Uni t ed St ate s for i t s u s e in de f end i ng 
the action. A claim b r ought i n a St a t c o ur t wou ld be 
r e moved to e United State s di s tric t c our f or t h a t a rea . 
Prog r am participants would e requi e d t o c o operate wi t h the 
United States in t .he defense of claims , and, if L-h 8Y f ailed to 
d o so, their r o t e ction under t h e n r ol l e d b ill wou d be 
r e voke d and su i ts against them permi t ted in the usu manner . 

I f payment were made by t h e Uni t e Sta t e s to a n c a imant 
under the authority of the enrol le bill , the n i ted St ates 
wo uld have a righ .L.. to r e cover for any rtion of the p ayment 

t t r ibu·tab le to ne gligent c onduct on t h e part of any prog r am 
pa r ticipant il c a. _ling o ut any obligation or re s o n sibi lity 
in c onnection with the prograrn or t o th fa i lur e of a y 
p rogram participan t to carry out any o n t r act obligation or 
responsibility. 

Within on e ye a r of the date of e actmen t of t he enrolle d 
bill and semi-anriua lly there a fter, t h Secretary would 
report to Congress on the c onduct o f the litig t ion a nd 
s ettlement ac t! v ities nder the h i ll. 

The Secreta r y wo"ld f rthe r be r e q- ' i red to o nd uct a s tudy 
of the scope an d ex t n t o f liabil' ty for perso a l irj uries 
arising out of i~muni a tion programs and al ter native me ns 
of providing p u tection again s t t hat l i abil i ' and c ompensa 
tion f or those inj r i _. The Sec r t ar wou l d have to r port 
on t h e st dy with 'n a y e a r a f t - r t he d "Le o f en a ctm n t to 
the Congre ...., s wi t recomme1datio n f or l egis tion a s t he 
Secre ary dee ned app ropr i a te. 



ASSISTANT ATTORNEY GENERAL 

LEGISLATIVE AF F AIRS 

Itpartmttd of iJustirt 
llusl,1ltgtnn. D.Ql. 20530 

August 11, 1976 

Honorable James T. Lynn 
Director, Office of Management 

and Budget 
Washington, D. C. 20503 

Dear Mr. Lynn: 

In compliance with your request, I have examined S. 3735, 
a Bill "To amend the Public Health Service Act to authorize 
the establishment and implementation of an emergency national 
swine flu immunization program and to provide an exclusive 
remedy for personal injury or death arising out of the manu
facture, distribution, or administration of the swine flu 
vaccine under such program". 

This Bill was passed by both Houses of Congress on 
August 10, 1976 to make it possible to conduct a national 
immunization program at the time d eemed most advantageous by 
the physicians. It was recommended by its advocates as nec
essary emergency legislation. 

Prior legislation authorized the Department of Health, 
Education and Welfare to develop and purchase the vaccine. 
This emergency legislation was deemed necessary because the 
vaccine manufacturers were unwilling to contract to sell the 
vaccine to the government for use in the national program for 
t he reason that they could not obtain insurance coverage. It 
would have been preferable if thi s program could have been 
accomplished with the normal insurance coverage as is usually 
provided to vaccine manufacturers. However, extensive efforts 
to obtain such coverage were unavailing and the desirability 
of conducting the program was such that the legislation was 
deemed necessary . 

As a substitute to the unavailable insurance, the Bill 
provides that in most contemplated situations the exclusive 
remedy for personal injury or death resulting from inoculation 
with the swine flu vaccine shall be against the United States 
under the Federal Tort Claims Act, 28 U.S.C. §§ 1346(b ), 2671
2680. The Bill defines "program participant" to include manu
facturers and distributors of the vaccine and agencies, organi
zations and individuals that provide or administer the inoculations 
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under the program without charge and in compliance with an 
informed consent form and procedure to be prescribed. The 
Bill in effect abolishes any cause of action against any 
such program participant and substitutes therefor a cause 
of action against the United States. 

The Federal Tort Claims Act is expanded in that a suit 
based upon the act of a program participant may be based 
upon theories 0 f strict liability in tort or breach of 
warranty. Under existing law suits under the Federal Tort 
Claims Act may only be based upon negligence. 

The Bill provides that the Attorney General shall certify 
that an action is one that arises out of the administration of 
vaccine under the swine flu program. Upon such certification 
the suit shall be removed to federal court if it was originally 
filed in a state court and regardless of where the suit was 
initially filed the United States shall be substituted as the 
defendant. The suit shall then proceed in accordance with the 
provisions governing Federal Tort Claims Act suits. 

This Bill is patterned after previous legislation that 
has abolished suits against different classes of federal em
ployees and provided that the exclusive remedy shall be against 
the United States under the Federal Tort Claims Act. The first 
such statute covered suits against government employees based 
upon their operation of automobiles. 28 U.S.C. § 2679(b)-(e). 
A statute with almost identical language immunized medical and 
paramedical employees of the Veterans Administration. 38 U.S.C. 
§ 4116. Later, a very similar statute provided immunity to the 
medical and paramedical employees of the Public Health Service. 
42 U.S.C. § 233(c). Within the last few weeks another similar 
statute e x t ended thi s type of immunity to the medical and para
medical employees of the State Department. P.L. 94-350, signed 
July 12, 1976. This Bill will be interpreted based upon the 
legislative and court decision precedent developed from those 
statutes, although this Bill is novel in that it abolishes causes 
of actions against private individuals and organizations while 
the prior legislation applied only to federal employees. 

The Bill also provides that a program participant shall 
cooperate with the United States in processing or defending 
against any claim or lawsuit which is based upon the acts or 
omissions of such a program participant. Upon a finding by 
the court that such a program participant has failed to cooperate 
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the status of a program participant is revoked by the court 
and such a former participant is then exposed to any and all 
liability that it would have had without this Bill. 

The Bill also creates a right of the United States against 
any program participant to recover the portion of any damages 
the United States has paid based upon the failure of a program 
participant to carry out "any obligation or responsibility 
assumed by it under a contract with the United States in con
nection with the program or from any negligent conduct on the 
part of any program participant in carrying out any obligation 
in connection with the swine flu program". The effect of the 
Bill is that program participants will not be subjected to any 
expense to defend meritless lawsuits, but they will be liable 
to the United States for amounts paid for personal injuries or 
deaths caused by the negligence of such program participants. 

As originally developed and discussed in the House Inter
state and Foreign Commerce Committee the Bill was technically 
and administratively sound. Because of the need to pass the 
l egislation on an emergency basis prior to the recess some 
provisions were amended very hurriedly and with minimal con
sideration. The most troublesome provision is in Section (k) 
(2) (B) where the definition of a program participant was made 
subject to the additional requirement that to fit the definition 
an organization or an individual must have complied "with the 
informed consent form and procedures requirements prescribed". 
This additional provision will very likely lead to a consider
able amount of Ii tigation and wil,l also leave in doubt the 
status of many agencies, organizations and individuals until 
a court ultimately determines any and all questions relating 
to compliance with the informed consent provisions. However, 
i n consideration of the strong policy reasons requiring the 
emergency enactment of the legislation, the Bill is technically 
and administratively acceptable. 

The Department of Justice has no objection to Executive 
approval of this Bill. 

MICHAEL M. UHLMANN 

Assistant Attorney General 




I have today signed S. 3735, the "National Swine Flu 

Immunization Program of 1976." 

I am gratified that the Congress has responded to this 

potential public health emergency by providing, as I requeste~ 

the ~s L¥ assurances to 
r 
those pro~ par ici a n t s w- o se 

co~eLation is esseatla l t protect all Americans against this 

threat. 

S. 3735 will permit the Federal Government to assure 

app ropriate liability protection for those 

distributing and administering the vaccine ~ 

procedure for persons who might be injure d a s a YEsult o~ 

n.lI~.w..~ng the aecine . Extraordinary Federal measures are 

r e quired to implement a program of this magnitude and I am 

sure that I speak for all Americans in expressing appreciation 

for this Congressional action. 

Scientific and medical evidence continues to support the 

need for a national influenza immunization program. We have 

developed a safe and effecti~ccine with a v e ry low risk 

)"Act s .~~ '1 " 
I strongly reaffirm my commitment to this program and I 


have directed the Secretary of HEW to move as expeditiously 


as possible to insure that we keep our original commitment 


of making this vaccine available to all Americans. 




I have today signed S. 3735, the "National Swine Flu 

Immunization Program of 1976." 

I am gratified that the Congress has responded to this 

potential public health emergency by providing, as I requested 

the necessary assurances to those program participants whose 

cooperation is essential to protect all Americans against this 

threat. 

S. 3735 will permit the Federal Government to assure 

appropriate liability protection for those manufacturing, 

distributing and administering the vaccine as well as a claims 

procedure for persons who might be injured as a result of 

receiving the vaccine. Extraordinary Federal measures are 

required to implement a program of this magnitude and I am 

sure that I speak for all Americans in expressing appreciation 

for this Congressional action. 

Scientific and medical evidence continues to support the 

need for a national influenza immunization program. We have 

developed a safe and effective vaccine with a very low risk 

of untoward reactions. 

I strongly reaffirm my commitment to this program and I 

have directed the Secretary of HEW to move as expeditiously 

as possible to insure that we keep our original commitment 

of making this vaccine available to all Americans. 



EXECUTIVE OFFICE OF THE PRESIDENT 
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ROUTE SLIP 

DATE __8 _- :1.=1_-....:7....,::6=--___ _ 

TO. Bob Lj nder 

'ROM. Jim Frey~ , 

R!MARKSI 

I should note that the HEW views 
letter attached is the Advance 
Copy. We have confirmed with 
HEW that this is their officia l 
recommendation. 

0.. ,atM" 
RI.Y ....170 



S. 3735 


Rintq!'fourth Q:ongrtss of tht tinitfd ~tatts of ZLnltricB 

AT THE SEC O ND SESSION 

Begun and held at the City of Washington on 1l10nday, the nineteenth day of January, 
one thollsand nine hundred and seventy-six 

51n 21rt 
To .unend the Puhlic 1I('a llll !:\ .. rvic(> ,\ct to uuthorize the e.s tablil'i1IUPut and 

implementation of an ( ' lIle r~ellcy uational swille flu illllllullizaHon pro"ram 
aLHi to provi(Je all e ...xdusin: n ' llIe!!,\' [01' per~ollal iujury or d(~ath arising ou t 
of the U1uuufaeture, distrihution, IIr admiuh;tl'ation of the swine flu vaccine 
uuder HuehvrogralTl. 

B e it enacted by th e , .....'el1rd e and H Ollse of R ep re8entati'oe8 of the 
{Inited St(ltes of .1'11w l'i('(f, in (}o Jlg f 'eS8 assembled, Thllt this Act may 
be citpd as the "S ationul , ' wine F iu I mmunizlltion Progrnm of ID7G". 

SEC. 2. Section ;' 17 of the Public H ealth Service Act (42 U.' .C. 
:247b) is uUH'ndl'd by insL'. r Li ng a £'t el" subsection (i) the following !lew 
sub cd-ions: 

"(j) (1) The ~ecn'tary is authorized to establish, conduct, a.nd 
support (by grant I' contract) lIepdec1 acti vities to earry Ollt a national 
swine £ttl inlllllllliznJion p rog ram until ;\ugust 1, 11)77 (hen'inafter 
in thi:, section refl'lTed t o as t he 'swine flu pl'Ogram ' ). The swine flu 
program shall be limited to the following: 

"( A ) T he 'kndopnwnt of a safe and effective swine fln I'accine. 
"( B ) T he p reparation nnd procurement of such vaccine in 

sufficient quantit ies for the immunization of the population of 
the States. 

"(C) The mukillg of grants to State health authorities to assist 
in meeting tl ll' il' costs in conducting or supporting, or both, pro... 
grams to adminjster sHch vaccine to their populations, and the 
fllrni sh.i 19" to State hr alt It ant horities of sufficient quantities of 
. 11 It swine {I ll \'U' 'LlIe fOI ' :UC.l prog t·}un :;. 

'(D) T he h lm i 'Iung to <cdcral health authoriti $ of a ppro... 
pl'iate quo lltiLit' of such vaccine. 

" (E ) The cond nt:L amI support of training of personnel for 
illlIll nniza tion aeth' ities described ill :oubparagruphs (C) and (D) 
of thi, par~ g l'a ph and the conduct and support of researc:h on 
the nature, l'anse, and effect of tlw infllll;Jlza against whic:h the 
swinn flu vaccine is dpsigned to immunize, the nature) and eff'ect 
of such vaccine, immunization against and treatment of such 
luflnenzH, and thL\ cost and effectiveness of immunization programs 
ag l.inst snch influenza. 

';( F ) The development, in consultation with the National 
Con m ission for the P l'Otect ion of Human Subjects of Biomedical 
and Behavioral He::>earch, and implementation of a written 
informed consent form aJl(I procedures for assuring that the risks 
lWcl benefits from the swine flu vaccine are flllly expla.ined to 
each individual to whom such vaccine is to be administered. Such 
consu lt ation shaH be completed within two weeks after enactment 
of t1l.is Act, 01' by .... eptem )eI' 1, 1!J7(i, whichever is soonnl'. Such 
proc~edure~ shallillclude the.lnf.ormation necessayy to .a~vicc indi
vid uals WIth respect to thl\lr nghts and remedIes !lnslllg out of 
the administration of such vacc:ine . 

•, (G ) -'uch other activities as are nccessa.ry to implement the 
swine flu prognun. 

http:nccessa.ry
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"(2) The Secretary shall submit quarterly reports to the Cowl"ress 
011 the administration of the swine flu program. Each sueh report ~hall 
provide information 011

"(A) the CUlTent suppJy of the swine fiu vuccine to be used. in 
the program; 

" (B) the number of persons inoeuIated wi t h such vaccine si nee 
the last report was made ullder this paragraph and the immnne 
status of the population; 

" ( C ) the alllount of fUllus expended for the swine flu program 
by the United States, each State, and any other cIlbty partici
pating in the program and the costs of eadl sllch participant which 
are associated with the prog r'nm, dlll'inp; the period with respect 
to which the report is made ; and 

"( D) the l!piderniology of influenza in the Ull itcd States dming 
such period. 

" (;1) Any contract fOt, procurement by the Cnitecl States of swine 
flu \'accine from a rna 1111 fadu ret' of snell vacGirw shall (notwithsta,nding 
nny othct, provision of In w) 1)('. SUbjf\Ct to renegotiation to eliminatc 
any profit realized frOIll sneh p l'Oeun'llll'llt (('xeept that with respect t,o 
nLccine against t]1e strain of influenza vil1ls known as influenza 
_\.!Vidori'aj7;') profit shull be allowcd but limited to an nrnount not 
(' xc0elling a reasonable profit) , as clete.l'minccl pursuant to criteria 
prescribcd by the Secretary, and tlte contract shall exprcssly so Pl'O
I-ide. Such eritcria shall s[>ccify that any .insurance pt'cmiulll amount 
",hi ,It is incJucled in the price of such pr()(' ItI'('lllent contract and 
which is refunded to the manufacturer' under any l'ctt'Ospective, 
expel'iew;e-I'atillg pIaIl 01' similar rating plan shall ill tllrn be rdllmlcd 
to the l ~nitcd Stat.es . 

•; (-4:) No funds are authorized to be appl'Opriatpd to cany Ollt the 
activit.ies of the swine flu program authol'iz('d in sllbpara~mphs ( ~\.) , 
(B) , (D), (1<:) , and (F) of paragraph (1) of this snbscctlOlI in addi
tion to tltf'_fUllds appl'Opl'iatell by Pu blic La \\' H4-266. 

"( k) (1) (.-\) The Congrl'ss finds tJJat
"( i) in order to nchie\'(, tl1e patti ipati n ill l'lll' program of 

t he agencies, ot·gall izat.ions, and indi\'iduH Is who wi Ilm:lltn'i'a r tut'e, 
(listrlhllte, and alllllinistcr the swine flll nweine pllrchas('d all(l 
used in the swine fin program and to assl\l'e the a\'ailability of 
sneh vaccine in interstate ('011l111CrCe, it is lW('.('.ssary to protect ~mch 
agcncies, organizations, and individnal s against liability for 
othl'l' than t.heir own ncgligence to pp.rSOIlS allegillg persollal 
injllry 01' (lenth arising out of the administration of ~ue lt I'Hceine; 

.: (ii) to provide such ]Jl'Otcctioll and to establish UJl ol'd(·rly 
procedl\l'c for the prompt and equitable handling of claims by 
1>(,I'SOI1S alleging slIch injury or death, it is nccc'ssary that an 
exelusi\'e remedy for such claimants be provided agaillst the 
Unitell States becallse of its unique role in the initiation , planninp;, 
a.ud administration of the swine fiu progral1\; and 

(: (iii) in ordcr to be prepared to mect the poteutial emergency 
of a swine flu epidemic, it is necessary that It pl'oced\ll'e be illst i
tu ted for the IHlndling of claims by persons all eging slll'h injury 
or dcath until Congress develops a permanent approach for 
han lling claims urisl11g under progml11s of the Public JIea lt.l I 

Service~~\'ct. 
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';(B) To
"(i) assure an orderly }Jrocednm for the prompt and equjtable 

h~~ndljn¥ ,T .any ~laim, for pe1'so,nal injnry or death arising ont 
oT th e [lltlnllllstratlOn of "uch vaceme; and 

"(u) achieve the participation in the swine flu program oT 
(I) the anuTadnrel's and dintl'ibutors oT the swine flu vaccine, 
(II) public and private agcm:ics 01' organizations that provide 
inoculations without chal'o'e for sHch vaccine. or its admiJustratiOTl 
alld ill c mpliallce with th informed connent r01'1Il and pl'oeeclnres 
l'eqlliJ'en wnt pl'l'scri!wd pl1rsnant to llbparagraph (F) of pUI':l

g 'uph (1) of this snbsection, and (Ill) medical and other health 
per:'; Illi I who provide or a_sist in providing inoculations witbont 
'hol"Ye fo r ' neh nlCeine or its administration a,IH1 in compliance 
with SU 1 inTormed consent form aIHl pl'oeeuul'es reqnirements, 

it is tl1(~ pu t pose of tl'Lis subsection to establish a procedure nncler 
whinh all snch cla.imB will bt~ asserted direotly against the United 
States undl"l' Ciection V~46 (b) of title :28, l -;- Iuted States Code, and 
dl:lptpl' 171 of L\!, 1 title (relating to tort claims procedure) except
1\" ot hCl'wise pecifically provideclin this sllusnction. 

"( :.. ) (.\.) T he \ n' I(' ([ Statl's slmll be liable with I'espeet to claims 
slIbmi tl d aft I' ,-'cpt('mber 30, 1!)7G tor pf'l'sonal injl1l',Y or dC'ath 
arising ont- of he Ihb11inistrutlon of swine. fin vaccine under the s\yine 
flu proO'ram alld tlsed 11p0I1 the act 01' omission ora program par
t.icipant iu th e Hl1\e ml1 1UlC'r and to the same extent as the nited 
States woul d be I iuble j any ot h(~r action brought against it uncleI' 
such se ion llHi (b) alld chnpter 171, p.xcept that

" (i) the l iu )i1ity oT the United Stutt's arising out of the act 
01' omissi on of a program participant. may be based on any theory 
of liability that. \rolllcl govcJ'Il an aetjon against sueh program 
participant under the 1a"· aT the place whne the act 01' omission 
occllrred, including negligence, st rict liability in tort, and breach 
of :\"arrant· · 

" (ii) the' ~x('ep l im specified in sc ·tion ~(j O(a) of titl 28, 
'Cr i t i latc COlle • . hall n t uppl . ill un aetioll baspd upon he 
act or omi!'~i n of a pl'ogram participant ; and 

"(i ii) Il otwith jancling srctioll '2-Wl(b) of tine 28. United 
~'l teo 'ode , if II cj vil action 01' pmcrpdillg for persollal injllry 
or death ari 'ing out or the administration of swine flu v~l(~cine 
Illld~r tbe s\villc fill program is ul'ol1g11t within two years of the 
clute or the ad rni lli . ration f ,~ l1ch vaceille and is dismissed beeanse 
the pl :t illt iJr ill "neb action or pl'Of'c('(ling did not file an admin
isrrllti ve eJ nim with J'(~spect tn slI('h injllJ'y or death as reqnired 
by such chapt ( I' 171, the plaintiff in sl1eh action or proceeding 
shall h:tYE\ M cia 's fl'Om the datc of sHeh dismissal or t,,·o veal'S 
from the date th~ elailJ1 (lmse. wluchever i~ later. in which to file 
Heh admini t r ative (·la.im. . . 

"(B) F or pm'V ' s of this snbsect ion, the term 'program pal'
tieipant' as to uy pa rt icn1ar clllim means the mflnllfaeturer or dis
tributor· of th swine f11 vaccine Hsed in an innclLlation under the 
swine fill program. Ule public or privatc agency or org~niza.tion that 
proviclecl an Lnocnl ation under t11e swine fin )1l'ogrn,m WIthout c1mrge 
for su h vllcei ne or its administration and in compliance with the 
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mformed consent form an d procedures requ.irement!: pI' scribe pur
suant to subparagraph (F ) of paragraph (1) of thi!l subsection, and 
the m dical and ther he 1th personn 1 who provided Or assis d i l 
providing an inoculation und r the swin flu progmm without charg 
for snch vaccine or its a.dmini. t ration and in compliance wit.h 6u <.:h 
informed consent l orm and pJ'ocedure l'equir m nts. 

"(3) T he remedy against the United StfLtes prescribed by para
graph ( ) of titi subse Lion f r p ronal in jury r tlenLh ul'i sillg 011 

of the !~dtn.inistratiol1 of th s\ me flu vaccine under the s vin e flu 
program Ian be exel i v • of a.ny other ci '1 action or proceeding f or 

cll p rsonal inj ury l' death against any emplo eo of he overn
ment (as define in ecti n 2611 of t itle 2 , U nited S ta t s Code) or 
pl'Ogmm participant whose ac or omi ion crave rai e to the claim. 

" ( 4) The At orney Genet'al han d fend all ei il lldi n or proceed
ing brought in any court aga il t any em ploye of the Government 
(as d fin d in sucll 'edion 2671 ) or pT'ogl'llm po.l,t ici nnt (or an. 
Ii bility insurer lh reof ) b ed upon a claim 1\.11 ,ging p ,rsonal injuJ'Y 
or d ath arising out of the administrat.ion of vac inc under the swine 
flu pl' gram. Any uell person RarunsL whom neh r ivi] action or pro
e cding is brought shall deliv I' 11 process >:C'-l'vcd IIpon him (01' un 
ltltestcd true copy thCl' ,of) to whoev 1" de 'igIltlt d by the SC'-L:ret.nry 
to receive such pape ,<Llld leh p fSO ll shall promptly f urn ish c ies 
of the pleadinl:?s and pl'oee ' therein to th Uluted Stat o.ttOl'l1cy for 
ilie disl ri t eumracing the place wherein the ivil acLion or proceeding 
is bl'o crht , Lo the Attorney G ncral , and 10 the S er'etnl' , 

"(5) (A) Upon certificntion by the Attorney Geneml that a eivil 
actio or pl' eeding brought in any court agtUnst any e ployee of 
the 'ovemmcnL (as defined in such'section 2H71) or program par tic
ipant is ba ed up a clajm allegin cr p 1 orud in]n ry Or death arising 
out of t.he adn 'nisLration of vaecin 1111 er the s ine flu program, uch 
action or proceeding shall be deemed an act.ion against the U nited 
,states uncI r the provisions of title 28, United States Code, and all 
Tef rences thereto. I 11 action r p roce ing i brong] L i a d istrict 
court of the United States, then upon sucl ccrtmcat,ion he Unit d 
Stat shall be subst' ulcd s "he party def ,ndant , 

, (B) Upon a ce ification by th Attorn y General under subpu ra
graph (A) of tms paragraph wi ,h resPE',ct t a civil It t ion r pr ceed
ing commenced in !l State court, snch action or proceeding shall be 
removed, without bond at an time before trial, b the Attorney 
uenerru to the di kict court f the Uni ted State of the district and 
division embracing the place wherein it is pendinrr and be deemed an 
action brouohL against t he nited States under the provision of title 
28, United ,states Cod , and all references thereto ; and the United 
~ta.tes shall be sllbstituted as the party defendant. The cetiificati n 
of the Attorney Gcn ral with respect to p l' OlJ'I'am participant status 
shan conclusiv; 1y establish such status £01' purposes of such initial 
rem val. Sh uld a. district court of the Unit d tates de ermjne on a 
hearing on a motion to remand held before a tri ] on the merits tilat 
an action or proceeding is not one to whlch this subsecti n app ies, th 
case shall be remanded t t he State ourt, 

"(0) Where an action or proceeding under th is 'ubscction is pre
eluded because o:f the a aiJability of a remedy thl'ough proceedings 
for compensation or other benefits from the United S tates's provided 
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by any other Ia w, thc action or proceeding shalJ be dismissed, but in 
that event. the running of an)' limitation of time £0[' commencin fT, ot" 
filing an application or claim in, such procC:'e<lings for compens~t;ion 
or other bencfits sha11 be deemed to have bren suspended durinO" the 
pendency of the civil action or proceeding under this subsection~ 

"(6) A program participant shali cooperate with the Unit!',d States 
in the processing or defense of a claim or suit undcr such section 
1:346 (b) and c ha pteI' 171 bnsf'd npon alleged aets 01' om issiolls of the 
pl"Ogram parhcipant . l ; pon the motion of the United States or any 
other party, the stat.us as a program partici pant shall be revoked by 
the district court of the united States IIpOIl findillg that the pro(rrar11 
participant has failC:'d to so coopprate, and the COlut shall substitute 
snch fonner partieiptU1t as the party defendant in place of the United 
Stat.es fUld, upon motion, remand any i:lllch suit to the court iJ1 which 
it was instituted. 

"(7) :::;hollld payment be made uy the United States to all)7 claimant 
bringing a cla.im under this sllb~edj()n, either by \ray of administrative 
settlement or court, judgment, the United Statps shall have, notwith
standing any provision of State law, the right to recover for that 
portion of the <lamagrs so a warlled or paid, as well as any eosts of 
litigntiou, resulting from the failure of allY fll'Ogram pal't.ieipnnt 
to eal'l'y Ollt any obligation 01· rrspollsibility assumed by it under a 
eontrad ,yith the United States in cOlll1petion with the program or 
from any negligent conduct on the part of any program participant 
in carrying out any ohli,gatiOll 01· responsibility in connection with 
the swinn fIn prognUll. The 1 nited States ma)' maintain sneh action 
against such program participant in the district court of the ClIit.ed 
States in which such progl'am participant. resides or has its principal 
place of business. 

"(8) 'Vithin one year of the dute of the enactment of the Kationnl 
Swine Flu Immunization Pmgram of 1976, and smnin nnnally there
after, the Secretnry ",hall submit to the ongr ,8 n report on th(\ cnn

n t of sct t empnt anu litigation acti ities under this sub,-ection, 
. pecifying the number. a]ne, natmc. and status of all claims made 
thereunder, including the status of claims for reeovcry made under 
pftragraph (7) of this suusection and TI cletnilpd statement of the 
reasons for not seeking such recovery. 

"(I) For the purposes of subsections (j) and (k) of this scction
"(1) the phrase 'arising out of the administratioll' with reieT

enee to n, claim for personal injury or death under the swine flu 
program incllldes a claim with respect to the manufacture or 
distribut.ion of such vaccine in connpction with the provision of 
nn inoenlation using such vaceine Hnder the swine fill program; 

"(2) the term 'State' inclndes the Distr·iet of Columbia, Pner-to 
Rico, the Virgin fslands, Guam, American Samoa, and the Trust 
Territory of the Pacific Islands; and 

"(g) the t~rm 'swine fln vaccille' Illeans the vaccine against the 
strain of influenza virns known as influenza A/New .Tprscy/76 
(FIs\\' lNl), or a combination of snch vaccine and the vlweine 
against the strain of influenza virns known ns infhwnza 
AI ictoria/75.". 

http:ClIit.ed
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SEC. 8. The Secretary of Health, Education, and 'Welfare shall COl1

dud, or provide for the conduct of, a study of the scope and extent 
of liability for personal injuries or death arising out of immullization 
programs and of alternative approaches to pI'O\'iding pl'Oh~etioll 
against such liability (including a compensation system) for sueh 
injuries. lVithin one year of the date of the enactment of this ~\.ct, 
the ; 'eeretary shall report to the Congress the fincli.ngs of sueh stud.), 
and :3ueh recommendations for le~islation (including proposed drafts 
to earry out such recommenctations) as the Secretary deems 
appropriate. 

Speaker of the House of Rep1'csentati'l'(!s. 

Vice Pres?;dent of the United States and 
P1'esident of the Scrlatc. 



------------------------------------------------------------

iI l..: tV,eLL F(;!"', '!",::::.f L:. U~;~.!L I G. ~ r: i.i C~i (E i:r::) , Y 

'i'~"ursC:al, Au,:ust 12 r IJ7: 
Otfice of t e H ite Hou3e 'res3 Secretary 

'l'H~ HEIT5 lIO Se 

I l1ave t oday signed S. 3'7 35, t 1e "atioua l Swine Flu 
I rru.1Unizat io n Prot::::rar:l of' 1976 . " 

I au r ati fie d t hat the ConGr es s has rer3~ ondec t o t il i s 
potential publ i c health eme rGen Y by ~ro vi ling, as I reques t ed , 
the assur ances necessary to make po s sib l e the protect i on or 
all Amer ican3 agains t this t hreat. 

s. 735 wi l l perrai t the Federa l Government t assure 
appropriat e l iabi l ity pro t e ct iol fo r those lnanuf · cturins, 
distributinf~ an ' admi isterinb t he vaccine and :)rovid2s a 
clai ns procedure for persons ',/ho mig. t be i nj ure ci. :xtr a
ordi nary Federal measures are required to iTlplernent <l [JI'ogran 
of th is r.lacni t uue an d I am s ure t tlat I s pe alc for a l l An 1'1can5 
in expressinc appreciation f or this Congressional c tion. 

Scienti fi c and D~dic al evidenc e continue s t o SU_ Dort t he 
11eed for a national influenza i ml11U i zat ion p i~O ,rar. \'fe have 
deve l oped a safe and effec tive vaccine wi t :1 a very l o\<{ ri s~r 
of adverse reacti ons . ~~at Ie tust do no r is M~ k e i t available 
as soon and e fficient ly as possib l e. 

r s t rongl y reaffirm my coramitraent to t hi s pro~raLl a!lJ I 
nave directed the Secreta ry of Healt .. , E ucat i on , anu \Ie l fare 
to move as exp editi ousl- a s possib le to insur e t la t t-.fe ke elJ 
our or ic;ii1a l coramitment of makin t : i s vacc ine a va i l able t o 
all Americans. 
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OFFICE OF THE vlli ITE HOUSE PRESS SECRETARY 

THE WHITE HOUSE 

REMARKS OF THE PRESIDENT 
UPON SIGNING S. 3735 

THE NATIONAL SWINE F LU 
IMMUNI ZATION PROGRAM OF 197 6 

THE CABINET ROOM 

12: 12 P.M. EDT 

Secretary Ma thews, Congr e ssman Carter, Dr. 
Cooper, d ist inguis hed members of the me dica l profession, 
l ad i es and gentlemen: 

I am deeply appreciative that the Congress, as 
one of the ir f inal a c tions befor e the s c heduled r ece s s , 
s ent to me f or si nature the Nat iona l Swine Fl u Immuniza
t i on Pro gram of 1976. I would like to e xpress my deep 
a pprec iat ion to the b ipartisan lea der s h i p of both the House 
and the Sena te and r espons i ble l eaders in the committees 
that h ad jurisdiction for t h e i r cooperat i on i n making 
certain that th i s leg islation got to the Wh ite Hous e in 
time f or us t o carry forth this program. 

Thi s pro gram will permit the Federal Government 
to as s ure a ppropr iate lia bil i t y pr o t ectio n for thos e 
who ma nufact ur e, d istribute and a dmin i ste r this l i fe 
s av ing vacc i n e . The pr o gram a l s o provid e s a c la ims 
p roc edure for thos e who migh t b e injured. Sc i entific 
an d med ical e v i dence continue s to support t h e n eed for 
a swine flu i noculatio n program. A v a c c ine has been 
developed that i s bot h safe and e ffec tive, wit h a very low 
risk of a d verse reactions. 

I have directed t he Secretary o f Heal t h, 
Educat i on and Wel fare to move as qu i ckly a s poss i bl e to 
mak e this vacc i ne a vai l abl e t o a ll American s . I strongly 
r eaffirm my commitment to t h i s progra m, Wrlch will a f ford 
millions o f Amer i cans protect ion a gains t a n outbreak of 
s wi ne f l u t h i s win ter. 

I s a y a ga in, I am gra teful t hat the Congress did 

take this action s o this program could continue. 


END (AT 12 :14 P. M. EDT ) 
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Event: Bill signing ceremony

Location: Cabinet Room

Description: President Ford signs S.3735, authorizing the 1976 National 
Swine Flu Immunization Program. Also shown are [l-r]: HEW 
Undersecretary Marjorie Lynch, HEW Secretary F. David Mathews, U.S. 
Rep. Tim Lee Carter (R-KY), Assistant Secretary for Health (HEW) Dr. 
Theodore Cooper, HEW General Counsel William H. Taft, IV, and HEW 
Assistant General Counsel Bernard Feiner. 
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In 1976, 2 recruits at Fort Dix, New Jersey, had an
influenzalike illness. Isolates of virus taken from them
included A/New Jersey/76 (Hsw1n1), a strain similar to the
virus believed at the time to be the cause of the 1918 pan-
demic, commonly known as swine flu. Serologic studies at
Fort Dix suggested that >200 soldiers had been infected
and that person-to-person transmission had occurred. We
review the process by which these events led to the public
health decision to mass-vaccinate the American public
against the virus and the subsequent events that led to the
program’s cancellation. Observations of policy and imple-
mentation success and failures are presented that could
help guide decisions regarding avian influenza.

“Flu to the Starboard! Man the Harpoons! 
Fill with Vaccine! Get the Captain! Hurry!”
Edwin D. Kilbourne, New York Times, February 13, 1976 (1) 

“Grounding a Pandemic”
Barack Obama and Richard Lugar, 

New York Times, June 6, 2005 (2)

“It has been 37 years since the last influenza pandemic,
or widespread global epidemic, so by historic patterns we
may be due for another.”

New York Times, July 17, 2005 (3)

Kilbourne in 1976 (1) noted that pandemics of influen-
za occur every 11 years. Since the latest prediction in

the New York Times (3) suggests that after 39 years we
may be overdue for a pandemic, and since 2 US senators
have recently headlined the possibility (2), that observa-
tion may become a political fact. Whether it becomes a sci-
entific fact and a policy fact is yet to be seen. Some
reflections on 1976 from 2 insiders’ viewpoints may iden-
tify some of the pitfalls that public health policymakers
will face in addressing potential influenza pandemics.

Swine Flu at Fort Dix
On February 3, 1976, the New Jersey State Health

Department sent the Center for Disease Control (CDC) in
Atlanta isolates of virus from recruits at Fort Dix, New
Jersey, who had influenzalike illnesses. Most of the iso-
lates were identified as A/Victoria/75 (H3N2), the contem-
porary epidemic strain. Two of the isolates, however, were
not typeable in that laboratory. On February 10, additional
isolates were sent and identified in CDC laboratories as
A/New Jersey/76 (Hsw1N1), similar to the virus of the
1918 pandemic and better known as “swine flu.”

A meeting of representatives of the military, the
National Institute of Health, the Food and Drug
Administration (FDA), and the State of New Jersey
Department of Health was quickly convened on Saturday,
February 14, 1976. Plans of action included heightened
surveillance in and around Fort Dix, investigation of the ill
recruits to determine if contact with pigs had occurred, and
serologic testing of recruits to determine if spread had
occurred at Fort Dix. 

Surveillance activities at Fort Dix gave no indication
that recruits had contact with pigs. Surveillance in the sur-
rounding communities found influenza caused by the cur-
rent strain of influenza, A/Victoria, but no additional cases
of swine flu. Serologic testing at Fort Dix indicated that
person-to-person transmission had occurred in >200
recruits (4). 

In 1974 and 1975, 2 instances of humans infected with
swine influenza viruses had been documented in the
United States. Both persons involved had close contact
with pigs, and no evidence for spread of the virus beyond
family members with pig contact could be found (5). 

The National Influenza Immunization Program
On March 10, 1976, the Advisory Committee on

Immunization Practices of the United States Public Health
Service (ACIP) reviewed the findings. The committee con-
cluded that with a new strain (the H1N1 New Jersey strain)
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that could be transmitted from person to person, a pandem-
ic was a possibility. Specifically, the following facts were
of concern: 1) persons <50 years of age had no antibodies
to this new strain; 2) a current interpandemic strain
(A/Victoria) of influenza was widely circulating; 3) this
early detection of an outbreak caused by A/New
Jersey/76/Hsw1N1 (H1N1) provided an opportunity to
produce a vaccine since there was sufficient time between
the initial isolates and the advent of an expected influenza
season to produce vaccine. In the past when a new pan-
demic strain had been identified, there had not been
enough time to manufacture vaccine on any large scale; 4)
influenza vaccines had been used for years with demon-
strated safety and efficacy when the currently circulating
vaccine strain was incorporated; 5) the military vaccine
formulation for years had included H1N1, an indication
that production was possible, and no documented adverse
effects had been described.

ACIP recommended that an immunization program be
launched to prevent the effects of a possible pandemic.
One ACIP member summarized the consensus by stating
“If we believe in prevention, we have no alternative but to
offer and urge the immunization of the population.” One
ACIP member expressed the view that the vaccine should
be stockpiled, not given.

Making this decision carried an unusual urgency. The
pharmaceutical industry had just finished manufacture of
the vaccine to be used in the 1976–1977 influenza season.
At that time, influenza vaccine was produced in fertilized
hen’s eggs from special flocks of hens. Roosters used for
fertilizing the hens were still available; if they were
slaughtered, as was customary, the industry could not
resume production for several months. 

On March 13, an action memo was presented to the
Secretary of the Department of Health Education and
Welfare (DHEW). It outlined the problem and presented 4
alternative courses of action. First was “business as usual,”
with the marketplace prevailing and the assumption that a
pandemic might not occur. The second was a recommen-
dation that the federal government embark on a major pro-
gram to immunize a highly susceptible population. As a
reason to adopt this plan of action, the memo stated that
“the Administration can tolerate unnecessary health expen-
ditures better than unnecessary death and illness if a pan-
demic should occur.” The third proposed course of action
was a minimal response, in which the federal government
would contract for sufficient vaccine to provide for tradi-
tional federal beneficiaries—military personnel, Native
Americans, and Medicare-eligible persons. The fourth
alternative was a program that would represent an exclu-
sively federal response without involvement of the states.

The proposal recommended by the director of CDC was
the second course, namely, for the federal government to

contract with private pharmaceutical companies to pro-
duce sufficient vaccine to permit the entire population to
be immunized against H1N1. The federal government
would make grants to state health departments to organize
and conduct immunization programs. The federal govern-
ment would provide vaccine to state health departments
and private medical practices. Since influenza caused by
A/Victoria was active worldwide, industry was asked to
incorporate the swine flu into an A/Victoria product to be
used for populations at high risk. 

Before the discussions with the secretary of DHEW had
been completed, a member of his staff sent a memo to a
health policy advisor in the White House, raising the
specter of the 1918 pandemic, which had been specifically
underemphasized in the CDC presentation. CDC’s presen-
tation highlighted the pandemic potential, comparing it
with the 1968–69 Hong Kong and 1957–58 Asian pan-
demics. President Gerald Ford’s staff recommended that
the president convene a large group of well-known and
respected scientists (Albert Sabin and Jonas Salk had to be
included) and public representatives to hear the govern-
ment’s proposal and make recommendations to the presi-
dent about it. After the meeting, the president had a press
conference, highlighted by the unique simultaneous
appearance of Salk and Sabin. President Ford announced
that he accepted the recommendations that CDC had orig-
inally made to the secretary of DHEW. The National
Influenza Immunization Program (NIIP) was initiated.

The proposal was presented to 4 committees of the
Congress, House and Senate authorization committees and
House and Senate appropriation committees. All 4 com-
mittees reported out favorable legislation, and an appropri-
ation bill was passed and signed.

The estimated budgeted cost of the program was $137
million. When Congress passed the appropriation, newspa-
pers mischaracterized the cost as “$1.9 billion” because
the $137 million was included as part of a $1.9 billion sup-
plemental appropriation for the Department of Labor. In
the minds of the public, this misconception prevailed.

Immediately after the congressional hearing, a meeting
of all directors of state health departments and medical
societies was held at CDC. The program was presented by
CDC, and attendees were asked for comments. A represen-
tative from the New Jersey state health department
opposed the plan; the Wisconsin state medical society
opposed any federal involvement. Otherwise, state and
local health departments approved the plan. 

Within CDC, a unit charged with implementing the pro-
gram, which reported to the director, was established. This
unit, NIIP, had complete authority to draw upon any
resources at CDC needed. NIIP was responsible for rela-
tions with state and local health departments (including
administration of the grant program for state operations,
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technical advice to the procurement staff for vaccine, and
warehousing and distribution of the vaccine to state health
departments) and established a proactive system of sur-
veillance for possible adverse effects of the influenza vac-
cines, the NIIP Surveillance Assessment Center
(NIIP-SAC). (This innovative surveillance system would
prove to be NIIP’s Trojan horse.) In spite of the obstacles
discussed below, NIIP administered a program that immu-
nized 45 million in 10 weeks, which resulted in doubling
the level of immunization for persons deemed to be at high
risk, rapidly identifying adverse effects, and developing
and administering an informed consent form for use in a
community-based program.  

Obstacles to the Vaccination Plan
The principal obstacle was the lack of vaccines. As test

batches were prepared, the largest ever field trials of
influenza vaccines ensued. The vaccines appeared effica-
cious and safe (although in the initial trials, children did
not respond immunologically to a single dose of vaccine,
and a second trial with a revised schedule was needed) (6).
Hopes were heightened for a late summer/early fall kick-
off of mass immunization operations. 

In January 1976, before the New Jersey outbreak, CDC
had proposed legislation that would have compensated
persons damaged as a result of immunization when it was
licensed by FDA and administered in the manner recom-
mended by ACIP. The rationale given was that immuniza-
tion protects the community as well as the individual (a
societal benefit) and that when a person participating in
that societal benefit is damaged, society had a responsibil-
ity to that person. The proposal was sent back from a staff
member in the Surgeon General’s office with a handwrit-
ten note, “This is not a problem.”

Soon, however, NIIP received the first of 2 crippling
blows to hopes to immunize “every man, woman, and
child.” The first was later in 1976, when instead of boxes
of bottled vaccine, the vaccine manufacturers delivered an
ultimatum—that the federal government indemnify them
against claims of adverse reactions as a requirement for
release of the vaccines. The government quickly capitulat-
ed to industry’s demand for indemnification. While the
manufacturers’ ultimatum reflected the trend of increased
litigiousness in American society, its unintended, unmis-
takable subliminal message blared “There’s something
wrong with this vaccine.” This public misperception, war-
ranted or not, ensured that every coincidental health event
that occurred in the wake of the swine flu shot would be
scrutinized and attributed to the vaccine.

On August 2, 1976, deaths apparently due to an influen-
zalike illness were reported from Pennsylvania in older
men who had attended the convention of the American
Legion in Philadelphia. A combined team of CDC and

state and local health workers immediately investigated.
By the next day, epidemiologic evidence indicated that the
disease was not influenza (no secondary cases occurred in
the households of the patients). By August 4, laboratory
evidence conclusively ruled out influenza. However, this
series of events was interpreted by the media and others as
an attempt by the government to “stimulate” NIIP.  

Shortly after the national campaign began, 3 elderly
persons died after receiving the vaccine in the same clinic.
Although investigations found no evidence that the vac-
cine and deaths were causally related, press frenzy was so
intense it drew a televised rebuke from Walter Cronkite for
sensationalizing coincidental happenings.

Guillain-Barré Syndrome
What NIIP did not and could not survive, however, was

the second blow, finding cases of Guillain-Barré syndrome
(GBS) among persons receiving swine flu immunizations.
As of 1976, >50 “antecedent events” had been identified in
temporal relationship to GBS, events that were considered
as possible factors in its cause. The list included viral
infections, injections, and “being struck by lightning.”
Whether or not any of the antecedents had a causal rela-
tionship to GBS was, and remains, unclear. When cases of
GBS were identified among recipients of the swine flu
vaccines, they were, of course, well covered by the press.
Because GBS cases are always present in the population,
the necessary public health questions concerning the cases
among vaccine recipients were “Is the number of cases of
GBS among vaccine recipients higher than would be
expected? And if so, are the increased cases the result of
increased surveillance or a true increase?” Leading epi-
demiologists debated these points, but the consensus,
based on the intensified surveillance for GBS (and other
conditions) in recipients of the vaccines, was that the num-
ber of cases of GBS appeared to be an excess.

Had H1N1 influenza been transmitted at that time, the
small apparent risk of GBS from immunization would
have been eclipsed by the obvious immediate benefit of
vaccine-induced protection against swine flu. However, in
December 1976, with >40 million persons immunized and
no evidence of H1N1 transmission, federal health officials
decided that the possibility of an association of GBS with
the vaccine, however small, necessitated stopping immu-
nization, at least until the issue could be explored. A mora-
torium on the use of the influenza vaccines was announced
on December 16; it effectively ended NIIP of 1976. Four
days later the New York Times published an op-ed article
that began by asserting, “Misunderstandings and miscon-
ceptions... have marked Government ... during the last
eight years,” attributing NIIP and its consequences to
“political expediency” and “the self interest of government
health bureaucracy” (7). These simple and sinister
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innuendos had traction, as did 2 epithets used in the article
to describe the program, “debacle” in the text and “Swine
Flu Fiasco” in the title. 

On February 7, the new secretary of DHEW, Joseph A.
Califano, announced the resumption of immunization of
high-risk populations with monovalent A/Victoria vaccine
that had been prepared as part of the federal contracts, and
he dismissed the director of CDC.

Lessons Learned
NIIP may offer lessons for today’s policymakers, who

are faced with a potential pandemic of avian influenza and
struggling with decisions about preventing it (Figure). Two
of these lessons bear further scrutiny here.

Media and Presidential Attention
While all decisions related to NIIP had been reached in

public sessions (publishing of the initial virus findings in
CDC’s weekly newsletter, the Morbidity and Mortality
Weekly Report (MMWR); New York Times reporter
Harold Schmeck’s coverage of the ACIP sessions, the pres-
ident’s press conference, and 4 congressional hearings),
effective communication from scientifically qualified per-
sons was lacking, and the perception prevailed that the
program was motivated by politics rather than science. In
retrospect (and to some observers at the time), the presi-
dent’s highly visible convened meeting and subsequent
press conference, which included pictures of his being
immunized, were mistakes. These instances seemed to
underline the suspicion that the program was politically
motivated, rather than a public health response to a possi-
ble catastrophe. 

Annex 11 of the draft DHEW pandemic preparedness
plan states, “For policy decisions and in communication,
making clear what is not known is as important as stating
what is known. When assumptions are made, the basis for
the assumptions and the uncertainties surrounding them
should be communicated” (11). This goal is much better
accomplished if the explanations are communicated by
those closest to the problem, who can give authoritative
scientific information. Scientific information coming from
a nonscientific political figure is likely to encourage skep-
ticism, not enthusiasm.

Neither CDC nor the health agencies of the federal gov-
ernment had been in the habit of holding regular press con-
ferences. CDC considered that its appropriate main line of
communication was to states and local health departments,
believing that they were best placed to communicate with
the public. MMWR served both a professional and public
audience and accounted for much of CDC’s press cover-
age. In 1976, no all-news stations existed, only the nightly
news. The decision to stop the NIIP on December 16,
1976, was announced by a press release from the office of

the assistant secretary for health. The decision to reinsti-
tute the immunization of those at high risk was announced
by a press release from the office of the secretary, DHEW.
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1. Expect the unexpected: it will always happen. 

Some examples:
• Children did not respond to the initial formulation of vac-

cine.
• Liability for untoward events after immunization became

a major issue.
• Deaths occurred in Pittsburgh that were coincidental with

but unrelated to the vaccines (8).
• Cases of a new and unrelated disease, Legionnaires dis-

ease, appeared (9).
• "Excess" cases of Guillain-Barré syndrome appeared

among recipients of vaccines (10).
• Erroneous laboratory reports of viral isolates or serologic

conversions occurred in Washington, DC, Boston,
Virginia, and Taiwan.

• The pandemic failed to appear.

2. Surveillance for influenza disease worked well. This was
plain, "old-fashioned" surveillance without computers. A new
strain of influenza was identified within weeks of the first rec-
ognized outbreak of illness.

3. Interagency cooperation works without formal agree-
ments. The state health departments, military, National
Institutes of Health, US Food and Drug Administration, and
Center for Disease Control all worked together in a coopera-
tive and mutually beneficial manner.

4. Surveillance for untoward events demonstrated that
only when large numbers of people are exposed to a vaccine
or drug are adverse reactions identified (Guillain-Barré syn-
drome with influenza vaccines; paralysis with the Cutter
poliovirus vaccine in 1955).

5. Health legislation can and should be developed on the
basis of the epidemiologic picture.

6. Media and public awareness can be a major obstacle
to implementing a large, innovative program responding to
risks that are difficult, if not impossible, to quantitate.
• Creating a program as a presidential initiative makes

modifying or stopping the program more difficult. 
• Explanations should be communicated by those who can

give authoritative scientific information. 
• Periodic press briefings work better than responding to

press queries.

7. The advisability of the decision to begin immunization
on the strength of the Fort Dix episode is worthy of serious
question and debate (see text). 

8. The risk of potentially unnecessary costs in a mass
vaccination campaign is minimal. (The direct cost of the
1976 program was $137 million. In today's dollars, this is
<$500 million.) The potential cost of a pandemic is ines-
timable but astronomical. 

Figure. Lessons learned from the 1976 National Influenza
Immunization Program (NIIP).
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In retrospect, periodic press briefings would have served
better than responding to press queries. The public must
understand that decisions are based on public health, not
politics. To this end, health communication should be
by health personnel through a regular schedule of media
briefings.

Decision To Begin Immunization
This decision is worthy of serious question and debate.

As Walter Dowdle (12) points out in this issue of Emerging
Infectious Diseases, the prevailing wisdom was that a pan-
demic could be expected at any time. Public health offi-
cials were concerned that if immunization was delayed
until H1N1 was documented to have spread to other
groups, the disease would spread faster than any ability to
mobilize preventive vaccination efforts. Three cases of
swine influenza had recently occurred in persons who had
contact with pigs. In 1918, after the initial outbreak of
influenza at Fort Riley in April, widespread outbreaks of
influenza did not occur until late summer (13). 

The Delphi exercise of Schoenbaum in early fall of
1976 (13) was the most serious scientific undertaking to
poll scientists to decide whether or not to continue the pro-
gram. Its main finding was that the cost benefit would be
best if immunization were limited to those >25 years of
age (and now young children are believed to be a potent
source of spread of influenza virus!). Unfortunately, no
biblical Joseph was there to rise from prison and interpret
the future.

As Dowdle further states (12), risk assessment and risk
management are separate functions. But they must come
together with policymakers, who must understand both.
These discussions should not take place in large groups in
the president’s cabinet room but in an environment that can
establish an educated understanding of the situation. Once
the policy decisions are made, implementation should be
left to a single designated agency. Advisory groups should
be small but representative. CDC had the lead responsibil-
ity for operation of the program. Implementation by com-
mittee does not work. Within CDC, a unit was established
for program execution, including surveillance, outbreak
investigation, vaccine procurement and distribution,
assignment of personnel to states, and awarding and mon-
itoring grants to the states. Communications up the chain
of command to the policymakers and laterally to other
directly involved federal agencies were the responsibility
of the CDC director, not the director of NIIP, who was
responsible for communications to the states and local
health departments, those ultimately implementing opera-
tions of the program. This organizational mode functioned
well, a tribute to the lack of interagency jealousies.

Decision-making Risks
When lives are at stake, it is better to err on the side of

overreaction than underreaction. Because of the unpre-
dictability of influenza, responsible public health leaders
must be willing to take risks on behalf of the public. This
requires personal courage and a reasonable level of under-
standing by the politicians to whom these public health
leaders are accountable. All policy decisions entail risks
and benefits: risks or benefits to the decision maker; risks
or benefits to those affected by the decision. In 1976, the
federal government wisely opted to put protection of the
public first. 

Dr Sencer was director of CDC from 1966 to 1977. 

Dr Millar was director of NIIP in 1976.
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