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JIM CAVANAUG

Presidential S¥atement on Flu Vaccine

Attached for your comment and approval is a statement
by the President on the flu program which the
President would like issued this evening.

We must have your comments by 6 p.m. this evening.

Thanks very much.

Attachment
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DRAFT STATEMENT BY THE PRESIDENT
ON THE

NATIONAL INFLUENZA IMMUNIZATION PROGRAM
On March 24 I announced the initiation of a National
Influenza Immunization Program to iﬁoculate all
Americans against a swine-type strain of virus. This
extraordinary effort, the first of its kind in the
nation's history, was undertaken upon consultation with,
and with the unanimous recommendation of, a panel of
this country's top public health medical and scientific

leaders.

I immediately requested a special‘appropriation of

$135 million from the Congress to ensure the production
and distribution of sufficient swine~type influenza
vaccine. I was gratified by ﬁhe rapid response of the
Congress in acting on my request which I -signed into

law on April 15. =

*****

Since that time we have made significant progress

toward our goal of making this vaccine available to all
Americans by the onset of an influenza season. Nearly
90 million doses of vaccine have already been produced;
organizational efforts at the stgte and local levels for
delivery of inoculations are well advanced; voluntary
groups have been identified, briefed, and organized; and

results of the largest pre-certification clinic field
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trials ever performea are very positive for the safety

and effectiveness of the vaccine.

Despite these tremendous accomplishments, however, we face

a real crisis in making éhis necessary public health program
available to the American people. Secretary Mathews
reported to me this afternooﬁ that liab;lity insurance for
the vaccine manufacturers continues to be unavailable through
normal comﬁercial channels because of the inordinate size

of this program and the apparent inability of the insurance
companies to accurately assess, and thereby reasonably
insure, the potential hazards of administering the vaccine
to everyone. Although there is normally ; very low risk of
untoward reactions to influenza vaccine, without essential
product liability coverage, the vaccine manufacturers are
unwilling to release the vaccine for use in this national
program. Secretary Mathews also reported to me this
afternoon that unless this liability problem'is resolved

in the next few days, the manufacturers will terminate

their production of swine flu vaccine.

To break this deadlock, on June 16 I directed the Secretary
of HEW to submit legislation to the Congress to enable the
government to assume all risks for the program except those
resulting from negligence of the manufacturer. This

measure 1is still under consideration by the Congress, but
further delay, regardless of the reason, could result in the
failure of this program to meet this essential public health

need for all Americans.
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Although I share the concern of the Congress that the
vaccine manufacturers and insurers behave responsibly
and be held accountable, I am more concerned that a

safe and effective vaccine be available to all Americans

who want it during the flu season.

I am pleased that the Health Subcommittee of the House
Interstate and Foreign Commerce Committee will hold

another hearing on this important matter tomorrow morning.

I urge the Congress to act immediately on.my legislative
proposal. We cannot accept the fact that the health of
all Americans can be placed in Jjeopardy by the failure of

the Congress to take action on this important legislation.

While we await Congressional action, I have directed
Secretary Mathews to continue to work with the drug
manufacturers to ensure that they do not terminate their
production of’this vital vaccine while negotiations

continue.
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MEMORANDUM FOR HONORABLE JAMES CAVANAUGH

Attached is the statement from the American Insurance Association

which addresses the liability issue.

. L 4'74% o M%Af A

eodore Cooper,' M.D.
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Many casu§lty insurers and reinsurers, both foreign and domestic,
have excluded coverage for claims related to swine influenza vaccine from
vaccine manufacturers' product liability insurance contracts. They believe
that the exposure of the manufacturers under the proposed national immunization
program is unmeasurable, and, therefore, uninsurable.

The companies' separate decisions in most cases were based not on their
evaluation of the medical risks in the program, which appear reasonable, nor
on doubts about the wisdom or necessity of the program. Rather, they stemmed
from a conviction (1) that the legal climate in which the program will operate
is so unsettled that neither the number nor the total cost of claims arising
under the program can be predicted with any confidence; and (2) that the
manufacturers will be forced to assume legal liabilities and costs that
should be borne by the Gévernment.

First, the law of product liability, particularly as it relates to 2:
pharmaceuticals, has undergone changes in the past 13 years which have made'
it easier for plaintiffs to recover. In many jurisdictions, it is no longer
necessary to establish negligence to hold a manufacturer liable; in others,
under certain circumstances, the manufacturer is absolutely liable if his
product causes injury.

Many insurers feel that the unsettled condition of product liability
law, combined with the increasing litigiousness of the public and the tendency
of juries and courts to make progressively higher awards progressively more
frequently, constitutes a poor legal climate into which to launch a highly-
publicized crash program that contemplates the administration of a new vaccine
to virtually the entire American population. Their uncertainty as to the

number and cost of claims that might arise leads them to believe that the program
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Second, the national immunization program is a Government public health
initiative in which the vaccine manufacturers will play an extremely limited
role. Yet, because of the stringency of the Federal Tort Claims Act, the
manufacturers in most cases will be the only reachable targets for claims
arising out of the Government's part of the program.

Many insurers feel that the Government should insure most of the
risks involved in a program that the Government designed and will in large
measure carry out. They believe that the manufacturers should not be exposed
to the cost of defending and settling claims that properly should have been
brought only against the Government.

Finally, the American property=-casualty insurance industry lost more
than $7 billion on underwriting operations in 1974 and 1975. Its most severe
losses occurred in the product liability line. As a result, product liability
coverage in the amounts needed by pharmaceutical manufacturers is expensive
and can be obtained today only by exhausting the capacity of the world market.

The sum of the foregoing is that product liability insurance coverage
on acceptable terms probably cannot be obtained for the four manufacturers of
swine flu vaccine in either the domestic or the foreign market. Insurer
participation in the program could be achieved possibly through authorization

of federal reinsurance for the manufacturers' primary insurers.



THE WHITE HOUSE

WASHINGTON
July 22, 1976

MEETING WITH SECRETARY MATHEWS ON SWINE FLU

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

kN

FProm: Jim Cannoy

iI. PURPOSE

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

IT. 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 scientific-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.



4. The Congressiocnal 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 1nsurance
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 Cawvanaugh
Bill Rhatican

Sobord, Wimston, Ozt te dee.

C. Press Plan: To be determined.

ITI. 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 specifically 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 failure 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 SECRETARY OF HEALTH, EDUCATION, AND WELFARE
WASHINGTON, D.C.20201

JUL 2 01978

MEMORANDUM 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

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

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

MAJOR PROBLEMS

1. Contract Negotiations

2. Insurance Coverage

3. Other Liability Problems

OPTIONS
1. Modify or Abandon The Program
Option 1: 'Partial 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: TFormal 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 Leadexrship by President and
Reconsideration of Existing Proposed Legislation
Option 7: TYederal 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,
Ctherwise Unavailable.
Option 10: Miscellaneous Options




M ENIOR ANDUM DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE

TO

FROM

SUBJECT:

" The Secretary

OFFICE OF THE ASSISTANT SECRETARY FOR HEALTH

pare.  July 20, 1976

‘Assistant Secretary for Health

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

ISSUE: :

Recent notification by vaccine manufacturers that they will be
uneble 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 c¢linical 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 negligence--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 1iability 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,

OPTLIONS:

' 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 progran.

In light of most recent developments, 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 middle~ 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 IL: 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 "indemmification fund".

-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 "indemification 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: TFormal 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

-1f 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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Option 7: Federal Indemnification to Provide "Top~dollar' Coverage.
The use of Federal dollars to cover legal costs of suits can be avpproached
in two ways. Either the government can pay into an "indemmification fund"
to cover costs of suits up to a certain amount (Option 4), leaving to
private dnsurance 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 imnsurors, 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: TFederal 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 fer
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 claims—-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.
COoN

~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 not
unavdilable 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-sale to Recipients at
Cost, With Revenue Being Placed in an "Indemmification
Fund'"; Federal Support Retained for National Plan to
Deliver Vaccine, at No Charge (Administrative Infeasibility;
Viclation 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)



THE SECRETARY OF HEALTH, Z2DUCATION, AND WELFARE

WASHINGTON. D.C. 2020

July 20, 1976
MEMORANDUM FOR THE 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 thelr principal insurance carriers to meet

with you immediately to seek a solution to the current impasse
cver liability coverage.

- The insurance companies to be invited should include the following:

Aetna

Prudential Re-insurance

LeBoeuf, Lamb, Leiby § MacCrae (LLOYDS OF LONDON)
Crumm and Foster Insurance

Chubb § Son, Inc. (Federal Insurance)
American Home Assurance

Continental Insurance of New York v
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 leadeyship.

-

'JC‘\; i

PND AL
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THE WHITE HOUSE ACTION

WASHINGTON

July 23, 1976

MEMORANDUM FOR THE PRESIDENT

%
FROM: JIM CAVANAUGHQ%/
SUBJECT: Swine Flu Letter to Paul Rogers

Following our meeting with Secretary Mathews
yesterday on swine flu, we have prepared for your
signature a letter to Chairman Paul Rogers which
indicates your continuing support for this program
and urges the Committee to act on your legislative
proposal. '

The letter has been reviewed and approved by Paul
0'Neill, Jack Marsh, Max Friedersdorf, Dick Cheney,
and Jim Cannon. We plan to have Secretary Mathews or
Dr. Cooper read the letter at this morning's hearing.

After it is delivered, we would plan to release the
text of the letter in this morning's press briefing.

RECOMMENDATION

I recommend you sign the attached letter.

Attachment



July 23, 1376

Dear Paul:

I want to convay to you Once again the strong commitment of
this Administration to a gational Influenza Irmunization
Program,

Almoat four months ago to the day, I announced the initiation
of this program after a pansl of the country's top health,
madical and scientific leaders unanimously racommended to

ma that we move forward, Those lsadexs coanvinced e that a
strain of virus, popularly known as "swine f£lu*, could
threaten the health of our citizenry unless a massive,
extraordinary program of natiopal inoculations was imme-
diately undextaken.

I reguested a special appropriation of $135 million from
the Congress to ansure the production and digtribution of
sufficient swine-typre influenza vaccine. 1 was gratified
by the rapid response of the Congress in acting on my re-
guest and I signed it into law on April 15,

Since that tine wa have made significant progress toward
our goal of making this vaccine availabls to all Amexicans
bafors the onset of an influenza season this £all., Hearly
50 milliion doses of vaccine nave already been produced;
organizational afforts at the state and local lsvels for
delivery of inoculations are wsll advanced:; voluntary groups
have bsen identified, briefed, and organized; and results
of the largest pra-certification clinical field trials sver
perxforped are very positive for the safsty and seffectivenasa
of the vaccine.

Despite thess accomplishments, however, we now face a grow-
ing problem in making thls public health program available
to ths American people.

Sacxetary Hathews reported to =o yesterday aftarnoon that
the providers of liability insurance for the vaccine manu-
facturers ceantinue to resist our efforts to work ocut an
agreement to provide insurance through normal commercial

- s
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channels. It is their position that the inordinate size
of this program makes it difficult if not impossible to
agecurately assess, and thereby reasonably insure, the
potential hazards of administering the vaccine to averyone.

Although experiance indicatss that there is a very low

risx of untoward reactions to influenza vaccine, we will
continue to pursus an agreeable compromise with thess
companies. Without essential product liability coverage,

the vaccine manufacturers are unwilling to release the
vaccine for use in this pational program. Sacretary Mathews
reported to me that unless this liability problem is resolvad
in ths next few days, the amanufacturers will terminate thaeir
production of swine £flu vaccine. All of us would be derelict
in our responsibilities to the Americen people if this program
comes to0 a screeching halt.

In anticipation of just this sitnation, I directed Secretary
dathews on June 16 to sabmit legislation to the Congress

t0 enable the government tO assume a proper shara of risks
for the prograa, but not those resulting from negligence

¢f the manufacturer. This reasure is still wnder consid~
eration by the Congrass, but further delay, regardless of
tne reason, could result in the failure of this program to
meet this essential public health nsed for all 2mericans.

I share the concern of the Congress that the wvaccine manu~
facturers and insurers be held accountable. 3But my first
coacern is that a safe and affective vaccine ba available
to all Americans who want it during the flu season.

I an pleased that the Health and the Environment Subcommittes
of the Housa Interstate and Foreign Commerce Comniites will
hold another hearing on this important matter. I urge you

to act iznmsdiately on nmy legislative proposal. #We cannot
accept the fact that the health of all Axmericarns can ba
placad in jeopardy by a faillure to take action on this im-
portant legislation.

Wnile we awalt Congresasional action -~ and I trust that the
Congress will act guickly with due regard for the Hation's

. health and safety -~—- I have directad Secrastary Mathews to
ask for the cooperation of the manufacturers agaia to ensurs
that they do not terminate their production of this vital
_vaccine wiile negotiations continue.
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In conclusion, let me raitaratas a single point: The
threat of swine £flu is very genuine, Data from both the
sclantific and medical communities support the need for
an inoculation program. Clinical tests conducted to data
show that the vaccine is both safe and effective. Thera
is no excuse now to let this program -— a program that
could affect the lives of many, many Americans —-- bog down
in patty wrangiing. Let's work together to get on with
the job.

Sincerely,

The Honorable Paul G. Rogers
Chaixrman
Subcommittee on Eealth
and the Eavircnment
Interstate and Foreign Comsmerce
Cozni ttee
House of Representatives
wasihington, D.C. 20515



THE WHITE HOUSE

WASHINGTON

July 23, 1976

Dear Paul:

I want to convey to you once again the strong commitment of
this Administration to a National Influenza Immunization
Program. '

- Almost four months ago to the day, I announced the initiation
of this program after a panel of the country's top health,
medical and scientific leaders unanimously recommended to

me that we move forward. Those leaders convinced me that a
strain of virus, popularly known as "swine flu", could
threaten the health of our citizenry unless a massive,
extraordinary program of natlonal inoculations was imme-
diately undertaken.

I requested a special appropriation of $135 million from
the Congress to ensure the production and distribution of
sufficient swine-type influenza vaccine. I was gratified
by the rapid response of the Congress in acting on my re-
guest and I signed it into law on April 15.

Since that time we have made significant progress toward

our goal of making this vaccine available to all Americans
before the onset of an influenza season this fall. Nearly
90 million doses of vaccine have already been produced;
organizational efforts at the state and local levels for
delivery of inoculations are well advanced; voluntary groups
have been identified, briefed, and organized; and results

of the largest pre-certification clinical field trials ever
®performed are very positive for the safety and effectiveness
of the vaccine.

Despite these accomplishments, however, we now face a grow-
ing problem in making this public health program available
to the Amcrican pcople.

Secretary Mathews reported to me yesterday afternoon that
the providers of liability insurance for the vaccine manu-
facturcrs continue to resist our efforts to work out an
agrcement to provide insurance through normal commercial
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channels. It is their position that the inordinate size
of this program makes it difficult if not impossible to
accurately assess, and thereby reasonably insure, the
potential hazards of administering the vaccine to everyone.

Although experience indicates that there is a very low

risk of untoward reactions to influenza vaccine, we will
continue to pursue an agreeable compromise with these-
companies. Without essential product liability coverage,

the vaccine manufacturers are unwilling to release the
vaccine for use in this national program. Secretary Mathews
reported to me that unless this liability problem is resolved

. in the next few days, the manufacturers will terminate their

production of swine flu vaccine. All of us would be derelict
in our responsibilities to the American people if this program
comes to a screeching halt.

In anticipation of just this situation, I directed Secretary
Mathews on June 16 to submit legislation to the Congress

to enable the government to assume a proper share of risks
for the program, but not those resulting from negligence

of the manufacturer. This measure is still under consid-
eration by the Congress, but further delay, regardless of
the reason, could result in the failure of this program to
meet . this essential public health need for all Americans.

I share the concern of the Congress that the vaccine manu-
facturers and insurers be held accountable. But ' my first
concern is that a safe and effective vaccine be available
to all Americans who want it during the flu season.

I am pleased that the Health and the Environment Subcommittee
of the House Interstate and Foreign Commerce Cormittee will
hold another hearing on this important matter. I urge you
to act immediately on my legislative proposal. We cannot
accept the fact that the health of all Americans can be
placed in jeopardy by a failure to take action on thls im-
portant legislation.

While we await Congrpssional action -- and I trust that the
Congress will act quickly with due regard for the Nation's
health and safety -- I have directed Secrectary Mathews to
ask for the coowerutlon of the manufacturers again to ensure
that they do not tcrminate their production of this vital
vaccine while negotiations continue.
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In conclusion, let me reiterate a single point: The
threcat of swine flu is very genuine. Data from both the
scientific and medical communitics support the need for

an inoculation program., Clinical tests conducted to date
show that the vaccine is both safe and effective. There
is no excuse now to let this program -- a program that
could affect the lives of many, many Americans -- bog down
in petty wrangling. Let's work together to get on with
the job. :

Sincerely,

ﬁ@z pal

The Honorable Paul G. Rogers
Chairman
Subcommittee on Health
and the Environment
Interstate and Foreign Commerce
Committee
House of Representatives
Washington, D.C. 20515

a
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THE WHITE HOUSE

TEXT OF A LETTER FROM THE
PRESIDENT TO THE CHAIRMAN OF THE
SUBCOMMITTEE ON HEALTH AWD THE ENVIRONMENT,
INTERSTATE AND FOREIGN COMMERCE COMMITTEL,
HOUSE OF REPRESENTATIVES

July 23, 1976

Dear Paul:

I want to convey to you once again the strong commitment of

this Administration to a National Influenza Immunization
Program.

Almost four months ago to the day, I announced the initiation
of this program after a panel of the country's top health,
medical and scientific leaders unanimously recommendedl to

me that we move forward. Those leaders convinced me that a
strain of virus, popularly known as ~swine flu", could
threaten the health of our citizenry unless a3 massive,
extraordinary program of national inoculations was imme-
diately undertaken.

I requested a special appropriation of 3135 million from
the Congress to ensure the production and distribution of
sufficient swine-type influenza vaccine. I was gratified
by the rapid response of the Congress in acting on ny re-
quest and I signed it into law on April 15.

Since that time we have made significant progress toward
our goal of making this vaccine available to all Americans
before the onset of an influenza season this fall. Nearly
90 million cdoses of vaccine have already been produced;
organizational efforts at the state and local levels for
delivery of inoculations are well advanced: voluntary groups
have been identified, briefed, and organized; and results

of the largest pre-certification clinical field trials ever

performed are very positive for the safety and effectiveness
of the vaccine.

Despite these accomplishments, however, we now face a grow-

ing problem in making this public health program available’
to the American people.

Secretary lMathews reported to me yesterday afternoon that
the providers of liability insurance for the vaccine manu-
facturers continue to resist our efforts to work out an
agreement to provide insurance through normel commercial
channels. It is thelr position that the inordinate size
of this program makes it difficult if not impossible to
accurately assess, and thereby reasonably insure. the
potential hazards of administering the vaccines to everyone.

Although experience indicates that there is a very low

risk of untoward reactions to influenza vaccine, we will
continue to pursue an agreeable compromise with these

more
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companies. Without essential product liability coverage,

the vaccine manufacturers are unwilling to release the

vaccine for use in this national program. Secretary Mathews
reported to me that unless this liability problem is resolved
in the next few days, the manufacturers will terminate their
production of swine flu vaccine. All of us would be derelict
in our responsibilities to the American people if this program
comes to a screeching halt.

In anticipation of just this situation, I directed Secretary
Mathews on June 16 to submit legislation to the Congress

to enable the government to assume a proper share of risks
for the program, but not those resulting from negligence

of the manufacturer. This measure is still under consid-
eration by the Congress, but further delay, regardless of
the reason, could result in the failure of this program to
meet this essential public health need for all Americans.

I share the concern of the Congress that the vaccine manu-
facturers and insurers be held accountable. But my first
concern is that a safe and effective vaccine be available
to all Americans who want it during the flu season.

I am pleased that the Health and the Environment Subcormittee
of the House Interstate and Forelgn Commerce Committee will
hold another hearing on this important matter. I urge you
to act immediately on my legislative proposal. We cannot
accept the fact that the health of all Americans can be
placed in jeopardy by a failure to take action on this in-
portant legislation.

WYhile we awailt Congressional action -~ and I trust that the
Congress will act quickly with due regard for the Nation's
health and safety -~ I have directed Secretary Mathews to
ask for the cooperation of the manufacturers again to ensure
that they do not terminate their production of this vital
vaccine while negotiations continue.

In conclusion, let me reiterate a single point: The
threat of swine flu is very genulne. Data from both the
sclentific and medical communities support the need for

an inoculation program. Clinical tests conducted to date
show that the vaccine is both safe and effective. There
is no excuse now to let this program -- a program that
could affect the lives of many, many Americans -- bog down
in petty wrangling. Let's work together to get on with
the job.

Sincerely,

GERALD R. FORD

The Honorable Paul G. Rogers
Chairman
Subcommittee on Health
and the Environment
Interstate and Foreign Commerce
Committee
liouse of Representatives
Washington, D.C. 20515
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+AN-Forp-Swine FrLus 36
*By FRANCES LEWIKE
+Hss0CIRTED PRESS KRITER

WASHIKGTON (RP) - PrRESIDENT FGRDs DECLARING THAT HE HAS ‘*FRANKLY
DUMBFOUNDED'? THRT UONGRESS HARS FRILED 7O FPRSS A SHINE FLU VRCCINE
INSURARNCE PLRNs CALLED ON IT FRIDAY TG RCT HEFORE ITS NEXT RECESS *fs5¢
THRT THE HERLTH OF THE RMERICAN PEOFLE HILL BE FULLY FROGTECTED.'?

MAKING AN RPPERRANCE IN THE HHITE HOUSE BRIEFING ROOM: TORD SRID HE
WRE S‘SHEENLY DISAPPOINTED THRT THE NEWS FROM THE DOGCTGRS IN
PENNSYLVRNIA HAS LED TO RNOTHER SLOWDOMN IN ConGrRESs’’ oM THE SuINE
FLU LEGISLATION.

HE REFERRED TO THE REPORT THART DERTHS RND ILLNESS ARMONG AMERICAN
LEGION MEMBERS WHO RTTENGED R CONVERTION IKN PENNSYLVANIR WERE RGT THE
RESULT OF SWINE FLU.

EXPRESSING GREAT CONCERN OVER THAT ‘“TRAGIC GUTERERK'® OF THE PARST
WEEK AND SYMPARTHY FOR THE FRMILIES INVOLVEDs FORD SAID THRT THE FACT
THAT TESTS SHOW SKINE FLU RS HOT INVOLVEDR SHGULD HOT SLOW DOMWN
EFFORTSE ON THE FLU PROGRAHM.

Foro sriIDs **CLINICAL TESTS CONDUCTED TO ORTE CLERRLY DEMONSTRATE
THAT THE VARCCIME IS EGTH SRFE ARG EFFECTIVE. THERE IS5 MO EXCUSE 7O LET
THE LEGISLATIVE PRGGRAM THAT | PROPGSED SEVEN WEEKS RGO - R PROGRAM
THAT COULD SAFEGUARD THE LIVES OF HANY: HMANY AMERICANS - EBE BELRYED
ANY LONGER.

‘] AM FRANKLY DUMBFOUNDED THART LONGRESS: WMNICH TOOK THE TIHE AND
EFFGRT TO ENRCT ILL-ADVISED LEGISLATIGN TG EXEMPT ITS GHN MEMBERS FROH
CERTAIN STRTE INCOME TRXESs HRS FRILED TC RCT 70 FROTECT 215 MIitLiow
AMERICRNE FROM THE THREARY OF SHINE FLUs’® FORD SAID.

CONGRESSIONAL LERDERS: CORIGINALLY ARLARMED THRT THE PENNSYLVANIA
ILLNESS HIGHT HRVE EEEN RELATED TO SHINE FLUr HRD PLANNED RARFID
PRSSRGE OF LEGISLATION TG FROVIGE FEDERAL INSURARNCE FOR THE
VACCINRTION PROGRAM.

THE HOUSE AND SENATE WILL RDJOURN NEXT WEEK FOR THE REPUBLICAN
NaTioNAL CONVENTIOR AND TIMING WAS CRITICARL FOR THE FLU PROGRAM.

FORD SAID LEGISLATIVE DELRYS HAVE PUY THE FLU VARCCINE PROGRAM AT
LERST SIX WEEKS RWAY FROM THE TIME WHEN BN EFFECTIVE INGCULARTION
PROGRRM CRN BE LARUNCHED.

IFr CONGRESES HRD RCTED PROMPTLY WHEN HE SUBHMITTED HIS PLAN SEVEN
WEEKS RGO FORD SAIDs *YWE HOULD HRVE BEEN IN & POSITIGN TO DISPRTCH
SHIFHENTS GF VARCCINE TODARY.'!?
1731pED 08-06



12:23 p.m.
BILL GREENER'S COMMENTS ON FLU STATEMENT:

1. I would try and put something in to emphasize
that this is not a political matter.

2. I would tone down the first paragraph a little bit.
I see no reason to throw up the income tax thing
again.

1:40 p.m.
SPENCE JOHNSON'S COMMENTS ON FLU STATEMENT:

He feels that although it's probably too late to do this,
he would recommend sending a positive, encouraging message
first, perhaps not even expressing disappointment,

but saying it's urgent Congress act before recess.

Then he would recommend issuing a second harsher statement
if Congress fails to act before the recess, to call

them back from recess.




THE WHITE HOUSE
WASHINGTON

August 3, 1976 |
|

TO: JIM CANNON
FROM: DICK PARSONS {

SUBJECT: SWINE FLU BILTL

Attached is a copy of our swine ‘
flu indemnification bill. The
indemnification provisions are | /
drafted as an add-on to Chairman | 5 317
Rogers bill to implement the
National Influenza Immunization #
program. The relavent provisions
for your review begin on page 3.
If you have any problem, let me
know.
b t to authorize the
{;L -t a national influenza
Vi i\ an ekxclusive remedy
jt(zji/ o j inoculation with vaccine
? 5 {/‘( ~
W
.kgfﬁl N\ House of Representa-

b

} 4n Congress assembled,

/ i itional Influenza

SEC. 2. Section 317 of the Public Health Service Act
(42 U.S.C. 247b) is amended by inserting after subsection

(i) the following new subsections:

"{3) (1) The Secretary is authorized and directed to

establish, conduct, and support (by grant or contract)
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Office of the White House Press Secretary
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THE WHITE HOUSE

TEXT OF A LETTER FROM THE
PRESIDENT TO THE SPEAKER OF THE
HOUSE OF REPRESENTATIVES
AND THE HONORABLE MIKE MANSFIELD

RAugust 4, 1°7¢
Dear Mr. Speaker: (Senator Mansfield:)

On March 24, 1976, after meeting with a distinguished group
of physicians, scientists and public health expverts, I

asked the Congress to appropriate $135 million dollars for
the production of sufficient swine flu vaccine to inoculate
every man, woman and child in the United States. I also
directed the Secretary of Health, Education, and Welfare

to develop plans that would make this vaccine available to
all Americans. The Congress moved gquickly on my appropria-
tion request, and I was pleased to sign it into law April 15.

Since that time HEW, working with the medical profession,
State and local health officials, vaccine manufacturers,
and other groups, have developed extensive plans to see to
it that our original goal of making this vaccine available
to all Americans can be met.

We continue to be faced; however, with a major problem in
meeting our goal. Although experience indicates that there
is a very low risk of untoward reactions to the vaccine,
the drug manufacturers producing this vaccine for HEW need
some form of appropriate liabllity protection.

On June 16, in anticipation of this situation, I directed HEW
Secretary Mathews to immediately submit legislation to the
Congress to enable the government to assume a proper share

of risks sc that this important program might move ahead.

This morning I received a report from the Secretary that

after seven weeks of discussions and negotiations, the Health
and Environment Subcommittee of the House Interstate and
Foreign Commerce Committee acted last night to report legis-
lation that would, if enacted by the House and Senate; correct

this »nroblem, which has unnecessarily delayed this vital
program,

I am writing to you this afternoon to urce that the House
of Representatives (Senate) move quickly to enact this
legislation so that the vaccine can be made avallable
without further delay.

more
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In conclusion, let me reiterate a point that I made in March
and again to Chalrman Paul Rogers on July 23: The threat

of swine flu is genuine. Data from both the scientific and
medical communities support the need for an inoculation
program. Clinical tests conducted to date show that the
vaccine is both safe and effective. There 1s no excuse

now to let this program -- a program that could affect the
lives of many, many Americans -~ be delayed any longer.
Let's work together to get on with the job.

Sincerely,

GERALD R. FORD
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THE WHITE HOUSE

TEXT OF A LETTER FROM THE
PRESIDENT TO THE SPEAKER OF THE
HOUSE OF REPRESENTATIVES
AND THE HONORABLE MIKE MANSFIELD

2ucust 4, 1¢7¢
Dear Mr. Speaker: (Senator Mansfield:)

On March 24, 1976, after meeting with a distinguished group
of physicians, scientists and public health experts, 1

asked the Congress to appropriate $135 million dollars for
the production of sufficient swine flu vaccine to inoculate
every man, woman and child in the United States. I also
directed the Secretary of Health, Education, and Welfare

to develop plans that would make this vaccine availlable to
all Americans. The Congress moved quickly on my appropria--
tion request, and I was pleased to sign it into law April 15.

Since that time HEW, working with the medical profession,
State and local health officials, vaccine manufacturers,
and other groups, have developed extensive plans to see to
it that our original goal of making this vaccine available
to all Americans can be met.

We continue to be faced, however, with a major problem in
meeting our goal. Although experience 1indicates that there
is a very low risk of untoward reactions to the vaccine,
the drug manufacturers producing this vaccine for HEW need
some form of appropriate liablility protection.

On June 16, in anticipation of this situation. I directed HEW
Secretary Mathews to immedliately submit legislation to the
Congress to enable the government to assume a proper share

of risks so that this important program might move ahead.

This morning I received a report from the Secretary that

after seven weeks of discussions and negotiations, the Health
and Environment Subcommittee of the House Interstate and
Foreign Commerce Committee acted last night to report legis-
lation that would, if enacted by the House and Senate, correct

this »nroblem, which has unnecessarily delayed this vital
program,

I am writing to you this afternoon to urge that the House
of Representatives (Senate) move quickly to enact this
legislation so that the vaccine can be made available
without further delay.

more
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In conclusion, let me reiterate a point that I made in March
and again to Chalrman Paul Rogers on July 23: The threat

of swine flu is genuine. Data from both the scientific and
medical communities support the need for an inoculation
program. Clinical tests conducted to date show that the

vaccine is both safe and effective. There is no excuse
now to let this program -- a program that could affect the

lives of many, many Americans -- be delayed any longer.
Let's work together to get on with the job.

Sincerely,

GERALD R. FORD
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THE WHITE HOUSE

WASHINGTON 45
August 4, 1976

MEMORANDUM FOR: JIM CANNON
JIM CAVANAUGH
DICK PARSONS

DAN McGURK
FROM: SPENCE JOHNS
SUBJECT: Influenza Immunization Program Legislation

Last evening the House Health Subcommittee, chaired by
Congressman Rogers, reported the attached bill.

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

Currently, it is the intention of the Chairman to try to
pass this measure before the recess. Full committee action
could occur any time between now and next Tuesday, and Floor
action shortly after.

However, prior to full committee action Chairman Rogers will
hopefully clear the measure with the Judiciary Committee so
that sequential referral is not necessary. Also, the reaction
of the manufacturers and insurance companies will be evaluated
.to see if further amendments at the full committee are
necessary to satisfy any additional concerns.

It is important to note that this legislation was pushed
through the subcommittee by the Chairman and two other members
by the use of proxies over the objections of four other sub-
committee members. This could result in a heated session

in the full committee. HEW legislation liaison is preparing
to seek support of the full committee members. It might be
well for the White House Congressional Relations to do the
same.



94th Congress
2d Session

Mr. Rogers

A 31ILE

To amend the Public Health Service Act to authorize the
establishment and implementation of a national influenza
immunization program and to provide an exclusive remedy
for persons injured as a result of inoculation with vaccine
under such program.

- Be it enacted by the Scaale and House of Representu-
- tices of the United States of America in Congress assembled,
That this Act may be cited as the “National Tnfluenza
Program of 1976".
SEC. 2. Scction 317 of the Public Iealth Service Aet
(42 U.5.C. 247b) is amended by inserting after subsection
(1) the following new sulisections .
“(3) (1) The Secrctary is authorized and directed to

establish, condact, and support (by wrant or coniract)
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needed activities to carry out, a national influenza im-
munization program (hereinafter in this section referred
to as the 'Program'). The Program shall include the fol-
lowing: 5

“(A) The development-of a safe and effective vac- .
cine against the strain of influenza virus known as
influenza ";\,l"Xc\x'-J erscy,/ 76 (IIsw 1N1) (commonly
referred to as the ‘swine ﬂ.u’) "

“(B) The preparation and procurement of such
vaccine in sufticient quautities for the immunization of
the population of the States against such influcnza.

“(C) The making of grants to State health authori-
ties to assist in meeting their costs in conducting or
supporting, or hoth, programs to immunize their popula-
tions against such influenza, and the f;u'l‘li.shEhg to Stale
health authorities of suflicient quantities of such vaceine
for such programis. :

“(D) The conduct and support of training of per-
sonnel for such immunization programs and the couduct
and support of rescarch on the nature, cause, and effect

of such influenza, the nature and effect of suell vaceine,
immunization against and treatment of such influenza,

" and the cost and cffectiveness of immunization programs

- against such influenza.
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"(2) The Secietary shall make quarterly reports to the
Congress on the administration of the Program. Each such
report shall provide information on--

'"(A) the current supply of the vaccine to be used
in the Progran,

"(B) the number of persons inoculated with such
vaccine since the last report was made under this sec-
tion and the immune status of the population,

"(C) the amount of funds expended for the Program
by the ﬁnited States, each State, and any other entity
participating in the Program and the costs of each such
participant which are associated with the Program, during
the period with respect to which the report is made, and

"(D) the epidemiology of influenza in the United

States during such period.

"(3) The Secretary shall conduct, or provide for the con-

duct of, a study of the scope and extent of liability for
personal injuries arising out of immunization programs and

of alternative approaches to providing protection against

such liability and compensation for such injuries. Within

one year of the date of the enactment of the National In-
fluenza Program of 1976, the Secretary shall report to the
Congress the findings of such study and such recommendations

for legislation (including proposed drafts to carry out such

"recommendations) as the Secretary deems appropriate.

-
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(k) (L) (A) The Congress finds that--

"(i) in order to assure the participation in the
Prégram of the agencies, organizations, and individuals
whé will manufacture, .distribute, and administer the
vaccine purchased and used in the Program and to assure
the availability of such vaccine in interstate commerce,
it is necessary to protect such agencies, organizations,
and individuals against liability for other than their
own negligence to persons alleging injury from inocula-
tion with such vaccine; and

"(ii) to provide such protection and to establish
an orderly procedure for the prompt and equitable handling
of claims by persons alleging injury from inoculation
with such vaccine, it is necessary that an exclusive
remedy for such claimants be provided against the
United States because of the unique role of the United
States in the‘initiation, planning, and administrarion

of the Progrém.



S

"(B) To-- _

"(i) provide liability protection to the vaccine
manufacturers and distributors who participate in the
Program, to the public and private agencies or organi-
zations that cooperaté in administering the Program
without charge for such vaccine or its administration,
and to the medical and paramedical personnel wheo, without
charge for such vaccine or its administration, administerxr
or assist in administering inoculations under the Program;
and

"(ii) assure an orderly procedure for the prompt
and equitable handling of anj claim for personal in-
jury or death ﬁhich may result from the administration

of such vaccine,

it is the purpose of this subsection to establish a procedure

under which all such claims will be asserted directly against

the United States under section 1346(b) of title 28, United

States Code, and chapter 171 of such title (relating to tort

claims procedure) except as otherwise specifically provided

in this subsection.

"(2) (A) The United States shall be liable with respect

to claims for personal ihjury or death resulting from the ad-

ministration of vaccine under the Program and based upon the

act or omission of an agent of the Government in the same man-

ner and to the same extent as the United States would be liable

in any other action brought against it under such section 1346(

and chapter 171, except that--



"(i) the liability of the United States arising
out of the act or omission of an agent of the Govern-
ment may be based on any legal principles that would

govern an action against a private individual under the
law br the place where the act or omission occurred,
including nggligence, strict 1liability in tort, and
breach of warranty, and

"(ii) the exceptions specified in section 2680 of
title 28, United States Code, shall not apply in an ac-
tion based upon the act or omission of an ageﬁt of the

Government.

"(B) For purposes of this subsection, the term ‘agent of

the Government' means the vaccine manufacturers and distributors

who participate in the Program, the public and private agencies

or organizations that participate in the Program without charge
for the vicelne or 1ts 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.



""(3) The remedy against the United States prescribed by
paraéraph (2) for personal injury or death resulting from the
administration of vaccine under the Program shall be exclusive
of any other civil action or pfoceeding for such personal in-
jury or death against any employee'of.the Government (as defined
in section 2671 of title 28, United States Code) or agent
of the Government whose act or omission gave rise to the

claim.
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"(4) The Attorney General shall defend any civil action

or proceeding brought

the Government (as de

'in any court against any employee of

~

fined in such section 2671) or agent

of the Government bas¢d upon a claim alleging personal

Ainjury or death resul
‘'vaccine under the Pro
whom such civil actio
all process served up
to whoever is designa
papers and such perso
pleadings and process
for the district embr

is brought, to the At

E: L - L
ting from administration of
gram. Any such person againt

ﬁ or proceeding is brought shall deliver

En him or an attested true copy thereof
:ed by the Secretary to receive such

J shall promptly furnish copies of the

kherein to the United States Attorney

aéing the place wherein the proceeding

tprney General, and to the Secretary.




€7

"(5) (A) Upon certification by the Attorney General that
any civil action or proceeding brought in any court against
any. employee Qf‘the Government (as defined in such section
2671) or agenfvof the Government is based upon a claim
alleging personal injury or death resulting from administra-
tion of vaccine under the Program, such action or proceeding
shall be deemed an action against the United States under the
- provisions of title 28, Unitéd States Code, and all references
thereto. 1If such action or proceeding is brought in a district
éourt of the United States; upon such certification, the
United.States shall be subgtituted as the party defeﬁdant.

"(B) Upon a certification by the Attorney General that
this subseétion applies to a civil action or proceeding
f,commenced in alState court, such action or proceeding shall

.be removed,without bond at any time before t;ia%,by the At-
:forney Général'tﬁ the distriét‘court»df tﬁé Unitéd States

of the district and division embracing the place wherein it

is pending and be deemed an action brought against the United
States under the provisions of title 28, United States Code,

and all references therétb; aﬁd-the Unitéd States shall be
substituted as a party defendant. Should a district court

of the United States determine on a hearing on a motion to remar

held before a trial on the merits that the action or proceeding
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is not one to which this subsection applies,
the case shall be remanded to the State court, except that
where such an action or proceeding is precluded because of the
availability of a remedy through proceedings for compensation
or other benefits ffom the United States as provided by any
oﬁher law, the action or proceeding shall be dismissed, but
in that event the running of any limitation of time for commenc-
ing, or filing an application or claim in, such proceedings
for compensation or other beﬁefits shall be deemed to have
been suspended during the pendency of the civil action or
proceeding under this subsection.

"(6) An agent of the Government shall cooperate with
the United States in the defense of a claim or suit under
- section 1346(b) and chapter 171 based upon alleged acts or
omissions of such agent of Ehe Government. Upon finding
that.the ag=nt of the Government has failed to cooperate,
. the district éourf of the United States shall, upon the motion
of the United States, revoke the status as an;agent of the Gov-
ernment, substitute such agent as the party defendant in pl-ce
of the.United'States, and, upbn motion of either party, remove

the suit to the court in which it was instituted.

L~
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"(7) Should payment be made by the United States to
any claimant bringing a claim under this subsection, either
by'waf of administrative settlement or court judgment, the
United States shall have the right to indemnity for that por-
tion of the damages so awarded or paid, as well as any costs
of litigation, attributable to any negligent act or omission
on the part of any agent of the Government in carrying out any
obligation or responsibility in connection with the Program.
The United Sfates may maintalin such action for indemnity

agalinst such agent of the Government in the district court

'of the United States in which such agent of the Government

resides or has its pricipal place of business.".
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THE WHITE HOUSE

WASHINGTON

August 4, 1976

MEETING WITH HEW SECRETARY DAVID MATHEWS
Wednesday, August 4, 1976
10:45 a.m. {15 minutes)
The Oval Office

From: Jim Cavanaugh

PURPOSE

To receive a quick update from the Secretary on:

1. Status on the Swine Flu legislation, and
2. HEW-Communicable Disease Center efforts in
Philadelphia.

BACKGROUND, PARTICIPANTS AND PRESS PLAN

A. Background: Last week during our meeting with
Jim Cannon and Paul 0'Neill you directed that
we proceed with drafting legislation to bring
the operation of the proposed Swine Flu Vaccine
program under the Federal Torts Act. Legislation
was completed and last night the Health Sub-
committee of House Interstate reported the bill.
You might be interested to know that on Dr.
Carter's motion to take up the legislation, four
Democrats (Waxman, Maguire, Scheuer, Florio)
voted. NAY. On the vote on the legislation two
of” these same members voted no and the other
two voted present.

B. Participants:

Secretary Mathews
Jim Cavanaugh

C. Press Plan: To be announced. Ron Nessen will

summarize the Secretary's report to you during
his regular morning briefing.



THE WHITE HOUSE
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WASHINGTON

August 5, 1976 fﬁJ \%ﬂ

FACT SHEET -

Swine Flu Influenza Immunization Program Legislation

The bill would amend the Public Health Service Act to
establish a mechanism to handle claims and if necessary,
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 & 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 dlstrlbutors who part1c1pate
in the Program, the publlc 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
recovexr 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 1is similar to the Administration's draft to

provide indemnity under the Federal Tort Claims Act which
Secretary Mathews presented to the subcommittee. The

only amendment maie in subcommlttee was to change the term
"agent of the government" to "program participant”.



DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE
WASHINGTON, D.C. 20201

OFFICE OF THE SECRETARY

AUG 6 1976

The Honorable James Cannon
Executive Director

The Domestic Council

The White House
Washington, D.C. 20500

Dear Mr. Cannon:

Secretary Mathews asked me to get this to
you with the following message:

"Consistent with my conversations with
you, I believe we should issue a state-
ment similar in tone to the attached
draft. The last three pages of the
draft can stand alone."

Sincerely,

7 :

o ials
Sa rd H. Winston
E%écutive Assistant

for Administration

Attachment
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THE WHITE HOUSE

WASHINGTON

August 7, 1976

MEMORANDUM FOR THE HONORABLE. F. DAVID MATHEWS
SECRETARY OF HEALTH, EDUCATION AND WELFARE

0 ™
FROM: JIM CANNON '\p
'V h .

SUBJECT : *  Swine Flu-Statement

David, this is a good comprehensive statement.

I recommend that you issue it in the form of a statement
and send it with a covering note from you to Chairmen
Kennedy, Eastland, Staggers and Rogers; Senators Javitg
and Hruska; Congressman Devine; and Dr. Carter.

I think it would be helpful if the members received
this on Monday morning.



In early June of this year, approximately two months ago, it "Q.\ o

became evident that the manufacturers of the vaccine needed for the federal
government's swine flu immunization program were unwilling to sign contracts
for the sale of the vaccine to the goveﬁment. There were two reasons for
this. First, it was impossible to guarantee the manufacturers that they

would be liable only for those injuries which were caused by their own -
negligence and not by the government's negligence or another person's. -
Secondly, the manufacturers were experiencing difficulty in obtalm.ng liability
insurance even for their own negligence in connection with the program. This
difficulty in obtaining insurance was also being experienced by some other
potential participants in the program.

The Administration proposed legislation to the Congress on June 16
to address both these problems. The letter transmitting the legislation
stated: "It is essential to conclude agreements for vaccine production as
soon as_possible to have sufficient vaccine available in the fall." Wwhile
hearings on the bill were held by the House Health Subcommittee during June,
the Congress recessed for two weeks on July 2 without passing legislation.

It was hoped that additional efforts at negotiation would be able to resolve
the difficulties without legislation. On July 20, the day after the Congress
returned, the Administration reported that without legislation the negotiations

rat)ained at an impasse, depsite virtually round-the-clock discussions during
the two week Congressional recess.

The government could not buy the vaccine, and the immunization

program could not go forward.
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During the period subsequent to June 16 when discussion was going
forward, the manufacturers continued to produce vaccine even though the
government had not signed a contract to purchase any of it. More than 100
million doses of vaccine have been produced by the manufacturers to date.
Because of the need to have the vaccine available at an early date, both
the Administration and Members of Congress urged the manufacturers to cor;tjnue
production while a resolution of the liability and insurance issues was sought.

During the week of July 26, efforts to resolve the impasse continued.
At this point, it was recognized on all sides that any conceivable resolution
of the problem would require not only concessions on the part of the manufacturers
and insurers but also legislation by the Congress. Congressional staff participated
in negotiations between the Administration and f.he manufacturers and insurers.

Iegislation was and remains necessary to do two things: To assure
that the manufacturers of the vaccine and other program participants are held
liable for their own negligence in the program but not for the government's
and to provide a prompt and effective remedy for any person who is injured as
a result of this government-sponsored program.

On August 3 a legislative approach to this problem was developed
throuwgh the joint efforts of the Congress, the Administration, and other
interested parties which was sponsored by Chairman Rogers of the House Health
Subcommittee and had the support of the Administration. The Subcammittee
wvoted to report the bill to resolve this impasse in the evening of August 3.

Senator Kennedy, Chairman of the Senate Health Subcommittee, introduced

a similar bill in the Senate on August 5.
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It is now more than seven weeks since the Administration initially
advised the Congress that legislation was required to resolve this problem
and requested it to act. More importantly, it is now less than seven weeks
until the typical flu season may begin. - The most virulent swine flu epidemic
this country has known began on August 27, 1918. The Congress 1s scheduled
to commence another recess at the end of next week, lasting for almost two
weeks,

It is imperative that the Congress act to resolve the impasse in the
swine flu immunization program before its recess.

While same manufacturers, grown weary and suspicious of government's ;
promises to act, have currently suspended production of the vaccine, if
legislation is passed within the week to resolve the impasse, 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
mnnmlty 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. -

If legislaticn is not passed before the Congressional recess to
resolve this problem, the situation will be different.

' First, the manufacturers will likely cease production. When the
Congress returns, we will be where we are today - at least seven weeks away

from making any vaccine available to the public, but three weeks closer to the
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flu season. The start—~up process will be slow after a three or four week
hiatus in production; it is unlikely the manufacturers would recommence
production until a bill is actually passed and signed. If we were able to
keep to our present schedule, which would be difficult in the uncertain
circumstances affecting the program, the first vaccine would probably not
be available to the public until November; and it would be February before
the entire population had access to the vaccine.

Secondly, while our scientific knowledge and health delivery systems
in this country will have shown themselves willing and c_apa.ble of meeting a
potential health hazard of significant proportions, the governmental, liability,
insurance, and legal systems will have demonstrated 'not only their inability
to prevent possibly serious injuries to the public 'health, but their capacity
to frustrate the efforts of those primarily responsible for the health of
the American people.

Thirdly, we may, and I underscore the subjunctive mood, experience
a swine flu epidemic which by acting now we could prevent.

Legislation is necessary now to assure a fair allocation of responsibility
for negligence amongst all program participants, including the govermment, and
prompt remedies to those few persons who may be injured as a result of negligence
in thé program. The Administration has sx,ggesﬁed four principles that we would
hove will quide the Congress in fulfilling its respomsibility to legislate in
the public interest to protect the public health. A

First, the public's legal remedies for genuine injuries should not
be circumscribed, and an efficient method of pursuing them should be assured.

Secondly, all program participants, including the govermment, should



be responsible for their own negligence.

Thirdly, no program participant or other perscon should make a
windfall profit from this public health program.

Fourthly, and finally, no solution to the difficulties which have
developed in this government-sponsored and administered universal immmigation
program should be established as a precedent for other programs of smaller
scope and in which the government plays a different and significantly smaller
role.

The bills reported from the House Health Subcommittee and sponsored
by Senator Kennedy and other Members of the Senate Health Subcammittee reflect
these principles. Responsible Members of the Congress in both political parties
support those bills. I urge other Members to review them, and also to consider
the need for legislative action. Details of the bills are dbviously not set
in concrete. It is the Congress' responsibility to make choices, and the
Administz-':ation recognizes that.

What we urge the Congress to do above all is to address this problem
and exercise its responsiblity to legislate now, before the recess. Not to do
so, not to act at all, would be an unconsciocnable dereliction of its responsibility
to protect the public health.
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Office of the White House Press Secretary ,

o e > e S ey v B T A S W T e T W R S e B S £ D RN W B G5 ST e P e T R AP WA S R i e S S A I M A3 AP P TS Y B e G 1 S s s R ¥

THE WHITE HOUSE

STATE!ENT BY THE PRESIDENT

I have been following with great concern the investigations
into the cause of the tragic outbreak of illness in Pennsylvania
this past week. All Americans join me, I am sure, in their
sympathy for the families of the more than 20 people who have
died and their hope for the speedy recovery of those people
currently under treatment.

I am greatly relieved that these tragic deaths were not
the result of swine flu. But let us remember one thing:
they could have been. The threat of swine flu outbreak this
year is still very genuine. Data from the scilentific
community still clearly supports the need for a full--scale
inoculation program. Clinical tests conducted to.date
clearly demonstrate that the vaccine is both safe and
effective. There is no excuse to let the legislative program
that I proposed seven weeks ago -- a program that could safeguard
the lives of many., many Americans -~ be delayed any lcnger.

Health. Bducation. and VWelfare Secretary Mathews and the
leaders of Congress reported to me on Wednesday that after
long hours of hearings. discussions, and negotiations, Congress
finally would act yesterday to pass legislation to provide
- swine flu vaccine to all the American people. UWeedless to
say, I was keenly disappointed to learn last evening that the
news from the doctors in Pennsylvania has led to another
slowdown in the Congress. CeuTits

I am frankly dumbfounded/that Congress, which took
the time and effort to enact/ill-advised legislation to
exempt its own Members from?#State income taxes, has failed
to act to protect 215 million Americans from the threat
of swine flu. Drug manufacturers have produced over 100
million doses of swine flu vaccine in bulk form, but the
vaccine has not been prepared in suitable dosage form.
pending action by the Congress.

Because of these legislative delays., we are, at this
moment, at least six weeks away from beginning an effective
inoculation program. Had Congress acted promptly after I
submitted my proposal, we would have been in a vosition to
dispatch shipments of wvaccine today.

As President, I cannot accept any further dilly-dallying
by the Congress on this legislation that could be vital to
the health and safety of our people.

I call on the Congress to act quickly --- before its

next recess -- so that the health of the American people
will be fully protected. *

G
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8Y RICHARD H. GRGWALD
RASHINGION {UP1» -~ PRESIDENT FORD CRITICIZED CONGRESS FRIDAY FOR
FINDING TINE 7O PRSS BILLS EXEHMPTING MEWBERS FROM STATE INCOHE TAXES

WHILE FRILING TU PRGTECT AMERICARS RGAINST Suiikt FLU.
“THERE I8 NO EXCUSE TO LET THE (SHIRE FLU) LEGISLATIVE PROGRAH

THAT -1 PROPOSED SEVEN WEEKS fGO -- & PROGRAN THAT LOULD SAFEGUARD THE
LIVES OF MANY, MANY AMERICAMS -- BE DELAYED ANY LONGER,® FORD TOLD

REPORTERS DURING A RARE APPEARRNCE IN THE WHITE HOUSE PRESS ROOH.

*I RM FERNKLY DURBFOUNDED THRT CONGRESSs WHICH TOOK THE TIRE AND
EFFORT TO ENACY ILL-ADVISED LEGISLATION TO EXENMPT ITS OWN HMEMBERS
FROM CERTRIN STHTE INCOME TAXES, HAS FAILED TO ACT TO PROTECT 243
RILLION AMERICANS FROM THE THRERT OF SHINE FLU.®

FORD SAID HE WAS °"GRERTLY RELIEVED" THAT THE FATAL OUTBRERK OF
ILLNESS IN PENNSYLVANIA THE PAST WEEK WAS NOT THE RESULT OF SHINE
FLU. "BUT LET US REWEMBER ONE THING: THEY COULD HAYE BEEN." HE SAID.

"THE THRERT OF SHINE FLU OQUTBRERK THIS VERR IS STILL VERY
GENUINE.®

FORD SRID HE PROPOSED LEGISH
AGAINST SKINE FLU SEVEN WEEKS ;

“NEEDLESS T0 SAYs I HRS KEE DISAPPOINTED TO LEARN LAST EVENING
THAT THE NEWS FROR THE DOCTORS IN PENNSYLYANIA HAS LED TO ANOTHER
SLOWDORN IN THE CONGRESS.®

HE SAID THE FLU SHOTS WOULD BE MOVING TOWARD RLL RMERICANS TODARY
IF CONGRESS HRD ACTED PROWPTLY.

EYEN IF THE LAWMAKERS ACTED IMMEDIRTELYs HE SRIDs IT HOULD TRKE AT
LEAST SI¥ HORE WEEKS TO PUT THE INOCULATION PROGRA® INTD EFFECT.

EARLIER THIS WEEKs FORD YETOED R BILL THAT WOULD HRYE EXENPTED
HOUSE MEMBERS LIVING IN MARYLAND FROM PRYING THAT STRATE®S INCOME TAX.

THE PRESIDENT ALSO SRIDs “RLL RMERICANS JOIN MEs I AM SUREs IR
THEIR SYHPATHY FOR THE FAMILIES OF THE MORE THATN 20 PEOPLE HHO HAVE
DIED (IN PENNSYLYRANIR) AND THEIR HOPE FOR THE SPEEDY RECOVERY OF
THOSE PEGPLE CURRERTLY UNDER TRERTHENT.®

THE PROPOSED SWINE FLU INGCULRTION PROGRA
CONGRESS OVER THE QUESTION HOM TO PROVIDE FE
[NSURANCE AGRINST WEDICAL LAWSUITS THE PROGR
[NSURANCE COMPANIES DECLINED TO RSSUME THE R

EFFORTS TO UNTANGLE THE INSURANCE PROBLER
HILL UNTIL NEXT WEEK AND POSSIBLY UNTIL CONGR
RFTER THE REPUBLICAN NATIONAL CONVENTION.
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August 6, 1976

MEMORANDUM FOR: JIM CAVANAUGH T
¥FROM: DAVE GERGEN
SUBJECT:

Swine Flu Statement

Here's a revised copy. Once again, I am sorry that
it has taken longer than I anticipated.

Attachment



STATEMENT BY THE PRESIDENT ON SWINE FLU

I have been following with great concern the investi-

gations into the cause of the tragic outbreak of illness

in Pennsylvania this past week. All Americans join me, LR
ST A [/ ‘\,
~-I am sure, in their sympathy for the families of the /= %E
' - )

more than 20 people who have died and their hope for the . jj

speedy recovery of those people currently under treatment.

I am greatly relieved that these tragic deaths were
not the result of swine flu. But let us remember one thing:
they could have been. The threat of swine flu outbreak this
year is still very genuine. Data from the scientific.
community still clearly supports the need for a full-scale
ingoculation program. Clinical tests conducted to date
clearly demonstrate that the vaccine is both safe and

effective. There is no excuse to let the legislative program

that I proposed seven weeks ago —- a program that could
affect the lives of many, many Americans -- be delayed any
longer.

HEW Secretary Mathews and the leaders of Congress
_reported to me on Wednesday that after long hours of
hearings, discussions, and negotiations, Congress finally

would act yesterday to pass legislation to provide swine



flu vaccine to all the American people. Needless to say,
I was keenly disappointed to learn last evening that the
news from the doctors in Pennsylvania has led to another

slowdown in the Congress.

I am frankly dumbfounded that the Congress has failed
to act in the face of such a clear-cut need. Drug
manufacturers have produced over 100 million doses of swine
flu vaccine in bulk form, but the vaccigéghaﬁ/ggt beptn
prepared in suitable dosage form, pendiﬁg action by the

Congress.

Becuase of these legislative delays, we are, at this
moment, at least six weeks away from beginning an effective
injoculation program. Had Congress acted promptly after I
submitted my proposal, we would have been in a position to

dispatch shipments of vaccine today.

As President, I cannot accept any further dilly-dallying
by the Congress on this legislation that could be vital to

the health and safety of our people.

I call on the Congress to act.quickly -—-- before its
next recess -- so that the health of the American people

will be fully protected.



THE WHITE HOUSE

WASHINGTON

August 6, 1976 -

MEMORANDUM FOR: wa CANNON
MAX FRIEDERSDORF

DAVE GERGEN 2 4
SPENCE
ESSEN p J
BOB ORBEN v [ r ¢
FROM: JIM CAVANAUG Lo W

SUBJECT: Proposed Flu Statement

Attached is a proposed statement for the President
to use this afternoon on camera.

s

I would appreci e rec ivihg your comments and
suggestions 1w

Thank you very much.
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8/6/76 11:30 a.m.

I am deeply disappointed that the Congress that sent
me ill-advised legislation to exempt its own members
from local income taxes, which I vetoed early this week,
has not yet acted on legislation to protect 215 million

Americans from the threat of swine flu.

On March 24, 1976, after receiving recommendations
from a distinguished group of physicians, scientists
and public health experts, I asked the Congress to
appropriate $135 million dollars for the production of
sufficient swine flu vaccine to inoculate every man,
woman and child in the United States against this
dread disease. The Congress approved my request, and

I signed it into law April 15.

Since that time, the Department of Health, Education and
Welfare, working with the medical profession, State
and local health officials, vaccine manufacturers, and

other groups, have developed extensive plans to see to

it that our original goal of making this wvaccine available

to all Americans will be met.

We continue to be faced, however, with a major problem

in meeting our goal. Although experience indicates that



there is a very low risk of untoward reactions to the
vaccine, the drug manufacturers producing this vaccine

for HEW need some form of appropriate liability protection.

On June 16, in anticipation of this situation, I
directed HEW Secretary Mathews to immediately submit
legislation to the Congress to enable the government

to assume a proper share of risks so that this important

program might move ahead.

After seven long weeks of hearings, discussions and
negotiations, the Congress has still not acted on this
vital legislation. If they had, we would be in the
position, if swine flu had been found in Pennsylvania,
to dispatch shipments of wvaccine today. Even if the
Congress acted today, we would be at least six weeks

away from being able to make such shipments.

The tragic and unfortunate deaths that occurred in
Pennsylvania in recent days were not the result of

swine flu. They could have been. The threat of swine
flu continues to be genuine. Data from the scientific
and medical communities that I received in March
continues to support the need for a national inoculation

program. Clinical tests conducted to date show that the



vaccine is both safe and effective. There is no
excuse now to let this program—--a program that could

affect the lives of many, many Americans--be delayed

any longer.

As President, acting on behalf of the American people,
and_Qn_bhe?bEst~ssientiﬁic_and-med4caapenﬂhﬁeHEE'EVEEHﬁﬂfhyf
I cannot accept any further delay on this essential
legislation. I call on the Congress to act without
further delay on this vital legislation to provide this

public health protection to the people of this country.
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I have been following with great concern the
investigations into the cause of the tragic outbreak of
illness in Penrnsylvania this past week. All Americans
join me in their sympathy for the families of more than
20 people who have died and their hope for the speedy
recovery of those currently under treatment.

I am greatly relieved, of course, that these
tragic deaths were not the result of swine flu. But
let us remember one thing, they could have been.

The threat of swine flu outbreak this year is
still very, very genuine, Data from the scientific
community clearly supports the need for a full-scale
inoculation program., Clinical tests conducted to date
clearly demonstrate that the vaccine is bcth safe and
effective. There is no excuse to let the legislative
program that I proposed seven weeks ago =~- a program
that could safeguard the lives of many, many Americans =--
be delayed any longer,

HEW Secretary Mathews and the leaders of
Congress reported to me on Wednesday that after long hours
of hearings, discussicns, negotiations, Congzress would
finally act yesterday to pass legislation to provide
swine flu vaccine to all American people,

Needless to say, I was keenly disappointed
to learn last evening that the news from the doctors in
Pennsylvania had led to another slowdown in the Congress. I
am frankly very dumbfounded to know that the Congress,
which took the time and effort to enact ill-advised
legislation to exampt its own Members from certain State
income taxes, has failed to act to protect 215 million
Americans from the threat of swine flu.

Drug manufacturers have produced over 100 million
doses of swine flu vaccine in bulk form, But that vaccine
has not been prepared in suitable dosage form pending
action by the Congress,

MORE
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Because of these iegislative delays, we are,
at this moment, at least, six weeks away from beginning
an effective inoculation program.

Had Congress acted promptly after I submitted
my proposal, we would have been in a position to dispatch
the shipments of vaccine today.

Further delay in this urgently needed legislation

is unconscionable, I call on the Congress to act now
before its next recess, so that the health of the American

people will be fully protected.

Thank you very much,

END (AT 3:41 P.M. EDT)





