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THE s·e:c R ETAR Y Or HEALTH, EDUCATIO N, AN~-F-A~­

WASHINGTON , O . C.20201 

JUN 2 1976 

MEMORANDUM FOR THE PRESIDENT 

Subject: The National Influenza Imrnuniza 
Participation by Manufacture 

Program 
Vaccine 

Since the passage of legislation authorizing t National 
Influenza Immunization Program, the Department as been 
negotiating with representatives of the manufacturers a 
contract for the purchase of the vaccine. We have been 
attempting to include provisions in the contract which will 
result in the manufacturers' being liable for injuries 
resulting from their negligence, while the federal government 
will be liable for injuries resulting from its failure to 
perform properly those aspects of the program over which it 
has control. We have also been trying to provide that the 
government will, short of indemnification, do everything 
possible to make the manufacturers whole for losses they 
may incur as a result of lapses in the government-controlled 
part of the program. We have developed a contract which 
three of the four companies have, up until now, agreed 
reduces their risks in this regard to an acceptable level. 
A fourth company, however, Richardson-Merrell, has informed 
us that it is unwilling to participate in the program unless 
its risk resulting from failures in the government-controlled 
part of the program is reduced to noth.ing. It has been 
advised by counsel, and our lawyers agree, that this cannot 
be done under existing legislation. The Anti-Deficiency Act 
prohibits our entering into an agreement specifically to 
indemnify the contractor against any loss that it may incur, 
even though that loss results from our failure to perform 
correctly our part of the program. 

Richardson-Merrell has approximately 25% of the capacity 
necessary to manufacture the flu vaccine. We will not be 
able to purchase sufficient vaccine from the remaining 
companies to immunize the entire population without the 
participation of Richardson-Merrell. There is also, of course, 
a substantial risk that the other companies may reassess their 
positions if it becomes known that Richardson-Merrell finds 
the small risk they are assuming unacceptable. In short, 
I consider that if the program is to be successful, we must 
secure the participation of Richardson-Merrell. Further, I 
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feel that their request to be protected completely and 
unambiguously against losses resulting from the government's 
failure to carry out its responsibilities under the program 
properly is a reasonable one. Indeed, this is exactly what 
we have been trying to achieve by contract language under 
existing law, and what the Congress understood we would do. 

I·am submitting draft legislation to OMB that would give us 
the authority to enter into a contract with the manufacturers 
providing for indemnity of losses in the limited situation 
I have described. I hope that this can be promptly proposed 
to the Congress. 

We in the Department are, of course, ready to provide 
whatever further information you or your staff may wish. 

' . ~-

'- .) 



THE SECRETARY OF HEALTH, EDUCATION, AND WELFARE 

WASHINGTON, D. C.20201 

JUN 2 1976 

MEMORANDUM FOR THE PRESIDENT 

SUBJECT: Biweekly Status Report on the National Influenza Immunization 
Program (NIIP), for the Period Ending June 1, 1976 

ACCOMPLISHMENTS 
1. Approximately 3,500 adults and 650 children have voluntarily participated 

in clinical trials. A few reactions have been observed, however, they 
are of a non-serious nature and their frequency is low and well within 
medical and scientific experience with previous influenza vaccines. 

2. Delegation of authority has been granted to the Center for Disease 
Control (CDC) to award grants to States to help carry out the National 
Influenza Immunization Program. Grant applications totalling $32,893,000 
have been received from 60 project areas (States, territories, and other 
authorized areas). To date, 22 applications have been approved and grants 
awarded. 

3. CDC representatives reviewed the status of NIIP activities at the Annual 
Conference of State and Territorial Epidemiologists on May 26, at Cherry 
.Hill, New Jersey. NIIP was generally well received by this major group. 

4. A contract for the purchase of jet injector equipment from Vernitron 
Medical Products, Inc., was signed on May 18. These items will be 
.available to·grantees in lieu of cash. 

PROBLEMS 
1. Legal problems of vaccine manufacturers. 
2. International aspects of NIIP. 

ACTIONS TAKEN TO RESOLVE PROBLEMS 
1. General Counsel of HEW under the guidance of the Department of Justice is 

continuing to meet with legal representatives of the four vaccine 
manufacturers in an effort to resolve issues that relate to potential 
tort liability. Consideration is currently being given to possible 

.legislative approaches to this problem. 
2. Discussions are continuing in an effort to develop the best possible 

solution to the problem of whether we share our uncertain and possibly 
-limited supplies of vaccine with Canada, Mexico, and the rest of the world. 

t ··.I' 
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FUTURE EVENTS 
1. HEW has scheduled major briefings on NIIP in its Auditorium during the 

first week of June with representatives from major medical and health 
professional organizations (June 3, 1:00 p.m.) other Federal agencies 
(June 4, 9:30a.m.) and voluntary organizations (June 4, 2:00p.m.). 

2. Grant awards will be made by CDC to the remaining project areas as 
applications are reviewed and approved. 

· ... 
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MAY 2 5 \976 

Somo \ .. ·eeks ago 1 suggested that perhaps the w~y to get out of the 
impnss wo seem to hllvCJ on tha CeJnndlcm··Mexlcan flu dilemma 
was to open up foreign suppliers so thnt tho United St~. tes waa not 
the sole source of vaccine in the case of a worldwlue prutdnmlo. 
l'od Coorsr has given this hir. be.st effort nnd raports in the 
nttnohed memornndum thf't he hos such nssutanc~s as he feels nre 
possible to Uvat end. In portlcult~r, you will nota that the Ct~nad!nna 

. arG not now relying solely on us, but have themselves contacted 
sourc-es in Australia a nd Frnnc..-e. Further; Ted hns made certain 
t!wt we havo lnld beforo the World I-Jenlth Organb.:otlon our sense 
of thoir rnsponslbUlty in helpinr;J to meet o powntlal world rrobletn 
through developing sources forth() suppl~· of the vaccine in their 
CI')Untries. 

l~s n rsoult of thGtse nogotlntlons, [ think 1t is now proper tha.t we 
cnn give ~ssur~mccs to the C~n~dlans , ooo later to the Mexican 
oovemment if they requaat, that we wlU let them bu~.- in our market. 
I would euggeat, however, thnt wa miqh~-.want to consider letting thia ' : 
mesaaoe go back 1nfonnally ihrougb Or. Cooper to his c:ounterpnrt in 
C(lnado, rflthor tlli.11'1 ualng formal dlplomt~tlc channels since ono of 
the major purpo:;as we hope to achieve is to k~ep this from becominq 
a dlplOII'l!tiC exchange 1n v;hlch the Canadians had to !onnfllly nsk 
for our as$1sthnce. 

U the President concurn in this m\'ltter 1 ploane notify me nnd wo wlll 
procaed ~ n lndlcn. ted • 

/s /David M.,· 

Secrotaty 

Mtnchmants 
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THE WHITE HOUSE 

WASHINGTON 

June 3, 1976 

MEMORANDUM FOR: JACK 

FROM: 

SUBJECT: 

Attached is a copy of the most recent of Secretary 
Mathews' bimonthly reports to the President on the 
status of the swine flu inoculation progra~. 

Attachment 



THE WHITE HOUSE 

WASHINGTON 

May 15, 1976 

MEMORANDUM FOR: JIM CANNON 

FROM: 

Would it be helpful to have a stat s eport on how we are coming 
with the swine flu inoculation pr m. Perhaps a report to the 
President from Mathews would be helpful. 

Many thanks. 



THE WHITE HOUSE 

WASHINGTON 

Date ,-7-7' 
To: Jm a_ 
From: Spencer c. Johnaon 

_FYI 

____ For Appropriate Action 

Comments: 

Jm &,"""' ;,oL~ r/1..1-
k s;k It, /),ek, Ct&tlt!v 

att»t t rfl.:w <111 j a ./*1'~ 

{N ~ /1,/- .A.tt c.A.td. 

~-· 



THE WHITE HOUSE 

WASHINGTON 

June 7, 1976 

TO: SPENCER JOHNSON 

FROM: JIM CANNON 

For handling. 

cc: Dr. Cavanaugh 



MEMORANDUM FOR: 

FROM: 

SUBJECT: 

THE WHITE HOUSE 

WASHINGTON 

June 7, 1976 

JIM LYNN __.-­
JIM CANNON~ 

DICK CHENEY 

Swine Flu Program 

The attached report seems to indicate we've got serious problems 
in our swine flu immunization program. It's vitally important we 
not let this one slip through the cracks, and that we do whatever 
is necessary to achieve the best record possible. iT~hiieil!iilii!~iiiiiilll~~~' 

has ae.k.eJi g, r eport ~ issues raised in the ~rlr&b.Milfi4.Wi!Wi~l8w~~ 
of Ju.t:i~ 2nd f;om -··-

cc: Jim Connor 

Attachment 
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THE S'ECRETARY OF HEALTH. EDUCATION, AND WELFARE 

WASHINGTON, O . C.20201 

JUN 2 1976 

MEMORANDUH FOR THE PRESIDENT 

Subject: The National Influenza Immunization Program 
Participation by Manufacturers of Vaccine 

Since the passage of legislation authorizing the National 
Influenza Iwmunization Program, the Department has been 
negotiating with representatives of the manufacturers a 
contract for the purchase of the vaccine . We have been 
attempting to include provisions in the contract which will 
result in the manufacturers' being liable for injuries 
resulting from their negligence, while the federal government 
will be liable for injuries resulting from its failure to 
perform properly those aspects of the program over which it 
has control. We have also been trying to provide that the 
government will, short of indemnification, do everything 
possible to make the manufacturers whole for losses they 
may incur as a result of lapses in '. the government-controlled 
part of the program. We have developed a contract which 
three of the four 90mpanies have, up until now, agreed 
reduces their risks in this regard to an ·acceptable level. 
A fpurth company, however, .Richardsoa~M.~rre~l, .has inform~d 
us that it is unwilling to participate in the program unless 
its risk resulting from failures in the government-controlled 
part of the program is reduced to noth.ing . It has been 
advised by counsel, and our lawyers agree , that this cannot 
be done under existing legislation. The Anti-Deficiency Act 
prohibits our entering into an agreement specifically to 
indemnify the contractor against any loss that it may incur, 
even though that loss results from our failure to perform 
correctly our part o f the program. 

Ri-cha~son"':'Merrell .. has- approximat~·ly ·25% o:f!,o:tpe eapacity 
.. necessary to manufacture the flu vaccine..: -- we will ·no~· be 
able to purchase ·Sufficient vaccine from the remainin~ 
conpanies to immunize the entire population without th~ 
pa,J:ticipation of Richardson-Merrell~ There is...,als.o ,:I!!Pg .:~ourf\e , 
a_ substantial risk that:. the o~~;a;; companies may reas~.§§_s_ .. their .. -s. 
positions-,if it becomes known that Richardson-Merrell finds 
the small risk they are assumif_lg unacceptable. In s·hont , 
I con·sider that '"iff the program :.:.is t:O'"be successful, \'le must1 
secu:t:".e ... the -parti~~.P.c\tigp.~,p~.Richard§P.P..:-~~!'~JJ.-·- - .Further,_ I 

· .. . . .. . 



Page 2 

feel that their request to be protected completely and 
unambiguously against losses resulting from the gover~~ent's 
failure to carry out its responsibilities under the program 
properly is a reasonable one. Indeed, this is exactly what 
we have been trying to achieve by contract language under 
existing law, and what the Congress understood we would do. 

I·am submitting draft legislation to OMB that would give us 
the authority to enter into a contract with the manufacturers 
providing for indemnity of losses in the limited situation 
I have described. I hope that this can be promptly proposed 
to the Congress. 

We in the Department are, of 
whatever further information 



THE SECRETARY OF HEALTH. EDUCATION. AND WELFARE 

WASHINGTON. D.C 20201 

JUN 2 1976 

MENORANDUN FOR THE PRESIDENT 

SUBJECT: Bbveekly Status Report on the National Influenza Immunization 
P~ogram (NIIP), for the Period Ending June 1, 1976 

ACCOl;i.PL I Sin-lENT S 
1. Approximately 3,500.adults and 650 children have voluntarily participated 

in clinical trials. A few reactions have been observed, how·ever, they 
are of a non-serious nature and their frequency is low and -,;.;ell vTithin 
medical and scientific experience Hith previous influenza vaccines. 

2 ... J?e~eg;:ttion of authorit:;y has been, granted t(,) .the Center for Dis.ease 
Con.trol (CDC) to. m.;rarcl grants to States to help carry out the National 
Influenza Immunization Program. Grant applications totalling $32,893,000 
have been received from 60 project areas (States, territories, and other 
authorized areas). To date, 22 applications have been approved and grants 
aHarded. · . 

3. CDC representatives revie"~;·!ed the status of NIIP activities at the Annual 
Conference of State and Territorial Epidemiologists on }fuy 26, at Cherry 
.Hill, Ne>·7 Jersey. NIIP was generally Hell received by this major group. 

4. A contract for the purchase of jet injector equipment from Vernitron 
Medical Products, Inc., vms signed on Hay 18. These items will be 
available to grantees in lieu of cash. 

PROBLENS 
1. Legal problems of vaccine manufacturers. 
2. International aspects of NIIP. 

'ACTIONS . TAKEN TO RESOLVE PROBLEMS 
1. General Counsel of HEH under the guidance of the-Department of Justice is 

continu~ng to meet with legal representatives of the four vaccine 
manufacturers in an effort to resolve issues that relate to potential 
tort liability. Consideration is currently be~ng given to possible 
legislative approaches to this problem. 

2. Discus.sions are continuing in an effort to develop the best possible 
solution to the problem of whether "t-le share our uncertain and possibly 
·limited supplies of vaccine with Canada, Nexico, and the rest of the world. 
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FUTURE EVENTS 
1. HE\..J has scheduled major briefings on NIIP in its Auditorium during the 

first ueek of June ·Hith representatives from major medical and health 
professional organizations (June 3, 1:00 p.m.) other Federal agencies 
(June 4, 9:30a.m.) and voluntary organizations (June 4, 2:00p.m.). 

2. Grant aw·ards will· be made by CDC to the remain~ng project areas as 
applications are revieHcd and approved. 

.. ·. ·.· ...... .; . 

:..;.· ... ·: ; . . . 
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Scmo \'\-&eks ngo 1 sug9ested that perhnps the VI<!Y to got out of the 
imprtss wo r:eent to have on the Cbnndicm··i'ile.>~lcnn flu diletnmn 
W·JS to or;en up for~ign su,rpll~rs so thvt tha United St::~tos wan not 
the sole soutce of Wlccine in the cnne of a world·,.,Jue pnndomlc. . 
i.od Coorer has 9iven th~s hin ber.t effort t\nd roports 1.n th9 
nttnched memornndurn thrt he Iws such vss.or~ncos es he. fNllS ore 
possible to tl1C~t enrl. In rmrtlcul;'r, you will note tht.Jt the c~nadlm1s 

. aro not nov: rolrln·;t solely on uo, but have them~~~lvcs contacted 
SO~t'C:.QS 11.1· !~U~~trrll~a · ~:..nd .-f.nmc~- .; · Fur~ht.:n:, 1'ed ·hns rtrnda ·cert"airl · .... 
tlwt wo hnvc lnld hef:orc the Vlorld l:Iculth Crg::mb;ntlon cur !>en~:a 
o! ths1r I'C!;ponniblllt}• in heljJ!JVJ to rneet n potenti.nl \vorld probl~?m 
through de vel or~ ing SOUrC~9 for the £JUppJ.}• of th~ 'luCCifi<J in thclr 

· c.0ttntric s • · · 

l\S n raoult of thG!S~ nc~mtl.Jtlons, I th!nk it is now prop~r thn.t v-;e 
cnn g!vA c·M.:urpncco to the Cc:-.n~clluns, Dnd bter to ths ~:le.r..lcvn 
c;sovenu~1ent 1f they roqucot, thnt we v;lll l9t them buy ln our rn~rkot~ 
I would r,uggent, hO"\'.'OVcr, thnt wa miyh~;wnnt to consld~r !Gtting th1s · · 
m~ss?.gc go b::"~.ck informally through Dr. CoopGr to his counterpr:rt in 
Cmmdu-1. - r~th~r Uh~'1 un.l:ng .fermd diplomc,tlc· ch·0nnels· sincti~ ow)· of . 
the major purposes wtj hope to achieve is to keep this froin becoming 
a dlplml'ntlc exdmnge in v:hlch the C unndlans h~d to fonnnll~, n$k 
lot our us::;istcmce . . · 

II tha Prosident concllra in this nmtter~ plonne notify me nnd wo will 
t'roco~d Qn indlcr.ted . 

/ s/Davirl M:.,· 

Sacrotmy 

f,ttnchtnents 

.. , 



, 

THE WHITE HOUSE DECISION e. 

WASHINGTON 

June 9, 1976 

MEMORANDUM FOR THE PRESIDENT 

FROM: 

SUBJECT: 

JIM CANNON / 

Purchase cirswine-Type Influenza 
Vaccine by Canada and Mexico 

Secretary Mathews has requested authorization for 
Assistant Secretary Cooper to informally notify his 
counterpart in Canada that the United States will 
permit Canada to purchase some swine-type flu 
vaccine {Tab A) . 

The Canadian Government has requested authorization 
to purchase the vaccine from U. S. manufacturers to 
inoculate a "selected population," including essential 
services and high risk persons . Although normally 
dependent on the U. S. for influenza vaccine, Canada 
has arranged to obtain a portion of their requirement 
from other countries. It is anticipated that the 
remainder could be provided by u . s. firms without 
jeopardizing our own program. Our own capabilities, 
however, cannot be confirmed until June 21 when the 
clinical trial data can be evaluated. 

The Mexican Government has not made any request. 

RECOMMENDATION 

I reco~~end that you approve the informal communication 
of ass~rances to the Canadian Government and, if asked, 
to the Mexican Government, that the United States will 
permit the purchase of swine-type influenza vaccine 
to inoculate their selected population. This 
commitment, of course, will be based on the assurances 
that sufficient supplies will be available to meet the 
U.S. demand for the vaccine. Secretary Mathews, 
OMB (O'Neill), and NSC (Scowcroft) concur. 

DECISION 

Approve -----
Disapprove -----

..) y 
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THE 5 E CRETA R Y 0 F HEALTH. ED U CAT I 0 N, AN 0 WE L F' ARE 

WASHINGTON, O.C.20201 

MAY 2 5 1976 

MEMORANDUM TO THE HONORABLE JAMES M. CANNON 

Some weeks ago I suggested that perhaps the way to get out of the 
impass we seem to have on the Canadfan-Mexican flu dilemma 
was to open up foreign suppliers so that the United States was not 
the sole source of vaccine in the case of a worldwide pandemic. 
Ted Cooper has given this his best effort and reports in the 
attached memorandum that he has such assurances as he feels are 
possible to that end. In particular, you will note that the Canadians 
are not now relying solely on us, but have themselves contacted 
sources in Australia and France. Further, Ted has made certain 
that we have laid before the World Health Organization our sense 
of their responsibility in helping to meet a potential world problem 
through developing sources for the supply of the vaccine in their 
countries. 

As a result of these negotiations, I think it is now proper that we 
can give assurances to the Canadians, and later to the Mexican 
government if they request, that we will let them buy in our market. 
I would 'suggest, however, that we might want to consider letting this 
message go back informally through Dr. Cooper to his counterpart in 
Canada, rather than using formal diplomatic channels since one of 
the major purposes we hope to achieve is to keep this from becoming 
a diplomatic exchange in which the Canadians had to formally ask 
for our assistance. 

If the President concurs in this matter, please notify me and we will 
proceed as indicated. 

I 

Attachments 
• 



THE WHITE HOUSE 

WASHINGTON 

June 17, 1976 

-
MEMORANDUM FOR' JIM CANNON ° \A()<f'r4fll' 

JIM CAVANA r 
PAUL O'NEI ~ 

FROM: ART QUERN fl ul\ • 
SUBJECT' Influenza Program ~ ,-V 
I continue to be concerned that we are without a full-~.J.l 
person here in the White House to serve as a coordinator o~~ 
behalf of the President for the Swine Influenza Program. ~ • 

While Ted Cooper's role is clearly the lead one on behalf 
of the Administration, I am concerned that there is a nee 
for someone on the White House staff to coordinate related ~ 
activities of other Federal agencies, assist in the inter- 1J" . 
governmental aspect of this project, expedite decisions 
when necessary, and generally assist and monitor this 
massive project specifically on behalf of the President. 

~ 

With all due respect, I believe that Jim Cavanaugh and 
Paul O'Neill both have so heavy a load and so broad a range 
of responsibilities that it is unfair to ask them to assume 
this critical function. Similarly, OMB and Domestic Council 
staff simply do not have the time available to do this job 
in the manner it needs to be done. 

I, therefore, again urge the designation of a single person 
to be the full-time White House coordinator to provide HEW 
with full-time White House assistance. 

I am thinking of someone like Pam Needham who would know 
how to get things done and might be interested in taking 
the responsibility for a few months. (I have not discussed 
this at all with Pam). 



TiiE DEPARTMENT'S POSITION 

1. Shared responsibility for the respective government 

and manufacturers' obligations. 

2. No govenwent assumption of responsibility for manu­

facturers' negligence. 

3. We are working now on the issue of the insurance to 

cover the legal costs of baseless suits. 

4. The Administration is opposed to any ''windfall" profits 

as a result of the way this insurance for baseless suits 

is provided. 



ROGER A.CLARK 

200 PARK AVENUE 

NEW YORK,N.Y.l0017 

972 ~ 7000 

ROGERS 0. WELLS 

1666 K STREET, N. W. 

WASHINGTON, D.C. 20006 

331-7760 
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Mr. Cannon: 

SWINE FLU REPORT - July 13, 1976 

Dr. Cooper phoned to say that Sec. Mathews 
hosted a meeting including manufacturers, 
their lawyers, and some of their insurers. 
They went over contract language and deficiencies 
in liability coverage from their viewpoint. 
Nothing was resolved. They promised to get 
back to the Secretary by the end of the week 
with a yes or no. 

I relayed the message to Dr. Cavanaugh. He 
suggested that the Secretary report this in 
writing. Dr. Cooper indicated that the 
Secretary was trying to reach the President 
by phone and that if necessary he would send 
us a memo to relay to the President. 

14: Dr. Cavanaugh spoke with Sec. Mathews 
Dr. Cavanaugh will write memo to President 
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Option 3: Presidential Discussions With the Insurance 

l.n~~ 

~sident could a:l; at; =teP intercede 

personally with the leadership of the ten 

· largest insurers and urge them to provide 

adequate insurance covera~e to the 

manufacturers of the vaccine. HQ co~lg-

. ~ 

~: .... . 

- This action would carry the weight I 



-

of the Presidency and demons~rate the 

importance that our leadership attaches 

to 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~" 

~: ... 

Should the insurance 1ndustry· refuse to 

provide adequate 

charaeteriaed as 

coverage, this could be c~ri:rverl 
7>trfo/.tU. 

a defeat 
"' 

for the President. 

t 



Option 4: 

'· 
Indemnification Fund, from CUrrent Program 

Appropriations 

~A portion of current program appropriations 
'"''. LJ. . g~:r ... be made available in a fixed amo\IR-t, 

-in each· eontr~, as an "indemnification 

fund 11 ~ to reimburse manufacturers for costs . ( 
of defending third party law suits arising 

for actions other than their own negligence, 
v . ~ 
taccine manufacturers might be persuaded 

" to remain in the program. An 11indemnification 

fund" could be created in one of two 1.aj '!' 

ways: (1) a portion of~cess ~rogram ,., 
I "' t/.J f1 /?jill"'-

funds could be soili@ly set aside by the 

government and made available, as suitseest~ 

arise, to a maximum limit to be negotiated!y 

in each contract, or (2) by inclusion of 

an additional, fixed amount (e.g. 10 cents 

per dose) in the vaccine contract purchase 

. h . h. h VJ ~J -prl.ce. T ese monJ.es w J.C ~a ' "iTA 

creat~ an "indemnification fund.. could be 

justified on the grounds that it is "a part 

of the costs of doing business" -- a program 

cost which we have the authority to pay . 
. ,~ . 

• 



~ ~ Thi.s provision might meet -.. ~ '1 
f'tO~C.., 

-

-

9eli&"& to lit& the manufacturers greatest 
. " 

concern the cost of defending a large 

number of base.less law suits. Assuming an 

"indemnification fund 11 of about $5 to $10 

million . ~or each contract, manufacturers 

might be able to obtain insurance to cover 

the cost. of def·ending claims above the amount 

available in the "indemnification fund ... 

• !£ th€! manufacturers successfullY" 

tiegot; a tea • • su»e LMntiAI InSFease 1.n ftie -c<Tiit 

..in vacc:i lie, ia an amowtl cont:Igent upon 

estimated cost e£ ~efena1ng law suits - . 

(m:«athoEi i)J this coaltl 1 esalt ln a wiuatall 

to the mannfacturers-.i:i-f.ewep J.aw fii\li-tis-

If on the otheE.. 

J;>ana. the "indemnification fund" were 

created under government control (method 1), 

the Government would be paying only for 

cos~actually incurred by the manufacturers 

for defending such suits. 

Con: 

- ~ The Government would be bearing the cost 

of defending law suits again.st the manufacturer 

7 



even though the government fully discharged 

its responsibilities under the contract. 

Other participants in the program. 

including public units. non-profit organizations 

volunteers. and health care providers might 

demand that an "indemnification fund" be 

made available for claims against them. ~ 

- ~ Tlle manufacturers may not feel that 

the amounts the government can commit are 

adequate. 

Formal Contract with Two or Three of the 

-vaccine .-Manufac~urers In -.an Effort to Effect 

~greement With Hold-out Company(:~ · 

<::If we could get two or three of the vaccine 

producers to enter into contract. this would 

put public pressure on the remaining company(ies) 

to enter into contract ahd release their 

vaccine for use in NIIP. The most likely 
JV , 

prospects are Wyeth and Merck-Sharpe-DohnCe. 
/f. 

-. ~ If successful. and all four-manufacturers 

signed contracts this would ensure adequate 



supplies of vaccine to meet our National 

needs • 

._ ~ Waul~ have the advantage of allowing 

the hold-out company(ies) "to bend to public 

pressure and eventually concede to participate 

••••. in the National interest." 
., 

- If unsuccessful, the decision GR e~e ~·*• eP 

program in the absence of assurances of 

--

.. 

• 



Option 6: Consulatation With Congressional Leadership 

by the President and Re-introduction of 

b@ maee fox consulting w1l:h pE!rtinent-member~ 

~~-ress end Ji"9 ,i,~tradnci ng pz:eY:i.®.§ 

lzgisla~ion-tq_~~~n~fy_roanufacturcers 

~ee ·!!'6 appear§ .that t.be....Subconunittee~s--

proceed-w~~h~t-edditionel legisla~ian_~ 

Pro: 

- b:f 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 woud provide an 

opportunity to discuss the possibility of 

reconsidering our. previous legi~lation 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, ~f we elected, all of the concerns 

of the manufacturers, including the issue 
., 

of baseless ·suits. 

Con: 

- Pel~~ieell:y L±c::tlJ:;la&a. This action by the 

President could be misinterpreted by the 

Congres·s, and viewed by the public, as an 

admission of failure ea the pazt ef i:he 

~PHS, Wli.:W aRs,<er t:lle P£9.1ii~QQ);;lt, to implement 

a 11 Presidential program". 

- i~ bJJ :shll iA.dc.s flu ~rzu~~1 dtsiuJ ~ 
ik ~Ak . ~-\&. as +r; w~~ ~eJ W 
flu ~ w./1 t.JILtci~ k•s ~{kt&.-t.t·M h 
WI.. ~ u•jM p.-.oLt.-.-' ~ 

. 

- ~~ ).1~ . .S..!.u.. ... tti« ~ ~Lui ~~ ~ ~~~<&.tiu. £PJii 
lu ~ofn;.hJ w.JLa..~ ~(s/.JUJ'.._ h .sM<ausL :_.. 

~L.~. ~ 
- tuk~J ,~~u~f~ ~~~· Ja..~ t •. L,J.-J ...... 

w ~u.·-., I'll:.$ -ij 1-tc.h-'tk 1Lt. htll-14 • 
• 

II 
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Option 8: 

-

Federal Compensation for Persons Injured 

as a Result of Receiving Nationally 

Recommended. Licensed V~t 

~;-~~~uest that--~ongress authorize 

the development of a Compensation scheme 

to cover liability for personal injuries 
., 

that are incurred as a result of participation 

in the National Influenza Immunization Program:. 

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. 

6 -.$\u:il'h se ap;pw&iit&h to the 1 i a hi 1 i 1iy is &Sus 

~o~ld be applicable to other preventive 

health programs. ., .... 

13 
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- <CiiCC Would improve surveillance of 

vaccine-associated disability sinc·e all 

claims would be centralized for r~view 

and action. 

Con: 

-- bit W6uld establish a cumbersome Federal 

bureaucracy to review, arbitrate, and 

settle claims* -- for what may likely be 

very few cases each year • 

.-- ~ WQuld require a major legislative 

effort to develop a compensation scheme. 

Furthermore,. the time req~ired to develop 

and pass legislation would be too long 

for use in NIIP. 

-

*Some have refuted the claim that there would be the need to 
develop a new bureaucracy, by pointing that the .~laims reve!w 
board for Black Lung Disease, which is currently being phased 
out, cou19 be ada pted for use in NIIP. 

. ~.... 

.· 



DEPARTMENT OF HEALTH, EDUCATION. AND WELFARE 
Public Health Service 

Washington, D.C. 20201 

July 18, 1976 

MEMORANDUM TO THE HONORABLE JAMES CAVANAUGH 

-----------

Attached is a draft of our options memo which we will 
discuss with Secretary Mathews tomorrow morning. It discusses 
the present situation regarding insurance coverage for the 
four manufacturers participating in the National Influenza 
Immunization Program. A condensed, hand-written version 
of the options section is also attached. 

In my judgement, resolution of this problem within the 
next two days is of the utmost importance to the future of 
the program. As you know, one company has already informed 
us that they will be phasing out of production as of Tuesday, 
and a second will make a similar decision in a few days. 

1~C~ooper..~ 
Jf.JIII. 



National Influenza Immunization Program 
Status Report 
July 19, 1976 

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

• 
B. BACKGROUND 

1. Justification and Scientific Rationale for the National 
Influenza Immunization Program (NIIP) 

2. Delivery Aspects of NIIP ·r 

3. Clinical Trials and Vaccine Safety 
4. Vaccine Production Capacity 

C. MAJOR PROBLEMS 
1. Contract Negotiations 
2. Insurance Coverage 

D. OPTIONS 
1. Discontinue Negotiations and Modify 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 
Option 3: Presidential Discussions with the Insurance Industry 
Option 4: Indemnification Fund, from Current Program Appropriations 
Option 5: Formal Contract with Two or Three of the Vaccine Manufacturers, 

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

Option 6: Consultation With Congressional Leadership by President and 
Reconsideration of,Proposed Legislation, H.R. 

Option 7: Federal Re-Insuranc· 
Option 8: Federal Com ensatio for Persons Injured as a Result of 

~eceiving National! Recommended, Licensed Vaccine 

/ 



MEMORANDUM DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE 
OFFICE OF TilE ASSISTANT SECRETARY FOR HEAL Til 

TO The Secretary DATE: 

FROM Assistant Secretary for Health 

SUBJECT: The National Influenza Immunization Program: Status 
Report, July 19, 1976 .Action 

•t 

ISSUE: 

In view of discouraging responses from vaccine manufacturers 

that they will be unable to obtain adequate insurance to 

cover the risks of their participation in the National 

Influenza Immunization Program (NIIP), and in view of the 

likelihood that manufacturers will cease production and 

not enter into contracts to sell A/New Jersey/76 vaccine 

for use in the NIIP, 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 

has been well-documented in an outbreak of influenza 

at Fort Dix, New Jersey, involving several hundred 

J__ 
: 
I 

'r~~ 



military recruits~ in February of this year. 

-- Since this virus is new to the majority of 

people, the potential for a major pandemic of 

influenza exists. 

Influenza remains a lethal disease • 
• f 

We'have the capacity to produce· quality vaccine 

in sufficient quantities and deliver it to the 

public, thereby thwarting an epidemic, should it 

occur. 

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 of health department personnel have 

begun. The private medical community is involved in the 

planning of programs in ma~y States; some State and local 

medical societies have already endorsed the program and 

pledged the_ir support. 

Clinical Trials and Vaccine,Safety: Results of the first 

phase of clinical trials which involved 5,200 volunteers 

2. 

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 



was 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 per_iod 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 

inununized. In these younger adults and children, larger 

doses of vaccine were required to induce a protective 

antibody response. A second phrase of clinical trials, 

which is expected to end in September, will provide 

sufficient data on which td make recommendations for use 

of A/New Jersey/76 vaccine in children and young adults. 

One possipility may be to give a primary injection to 

initiate antibody productio~, 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 

3. 

unexpected or severe reactions that have required hospital-

ization. 



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. There is no case in the medical literature 

of a fatality,clearly attributable to killed-virus 

influenza vaccine. • r 

Based on other experien?e 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. 

Vaccine Production Capacity: Seventy-six million doses 

of A/New Jersey/76 vaccine (200 CCA units) were available 

in final bulk form in company refrigerators, as of Friday, 

July 16, 1976: 

Number of Doses 
Drug Company (200 CCA Units) 
Merrell-National 40 million doses 
Merck-Sharpe-Dohme 21 million doses 
Parke-Davis 10 million doses 
Wyetp Laboratories 5 million doses 

· {Total: 76 Million doses) 

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, 

4. 

S'. 
r· 



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 
. ( 

5. 

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 wou~d reduce their 

risks to an acceptable level. Merrell-National 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 

I 

r· 



resulting from the Government's fai.lure to carry out its 

responsibilities under the program. On July 1, the House 

Subcommittee on Health and the Environment refused to take 
.. 

action on l"'~gislation and urged all parties to resolve the 
·~~~:!1> . 

liability problem through agreement and contract language. 

The Department then resumed intense negotiations with the 
• r 

6. 

manufacturers and a.new contract clause was developed which, 

in our judgment 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), rising out of 

failure to the Government to discharge its responsibilities 

on 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. 

Insurance Coyerage: The loss of liability insurance 

coverage has raised some serious problems for the vaccine 

manufacturers: (1) They would have to pay all Judgements 

rendered against them in injury suits except those attributable 

7 
r·· 



7. 

to the Government's failure to carry out its responsibilities 

in the program: (2) They would also have to bear the costs 

of defending all suits -- even baseless, meritless, or 

frivolous suits -- a burden which insurance companies 

normally assume. 

Review of testimony provided by the American Insurance 
• r 

Association on behalf of· 138 insurance carriers and 

subsequent discussions with individual representatives 

of major insurance brokers and carriers, have led us to 

conclude that members of the industry are ill-informed 

and that their fears as·to the safety of A/New Jersey/76 

vaccine are grossly exaggerated. Nevertheless, manufacturers 

believe that they would be taking an unjustified business 

risk in entering into this Federally-initiated, Congressionally-

approved national program, without insurance. 



OPTIONS: 

Three major categories of options address the current 

liability question. These major options and their subsets 

are outlined and discussed below: 

Outline: 
• r 

I. Discontinue Negotiations and Modify Program 

Option 1: Parti~l Program: Adopt a Federally-

supported Influenza Immunization Program 

of Limited Size -- e.g. High-risk or 

"First Corne, First Serve" 

Option 2: No Program: Abandon Current Attempts to 

have a Federal Influenza Program of Any 

Size 

II. Continue Negotiations 

Option 3: Presidential Discussions with the Insurance 

Industry 

Option 4: Indemnification Fund, from purrent 

Program Appropriations 

Option 5: Formal Co~tract with Two or Three of the 

Vaccine Manufacturers, in An Effort to 

Effect Agreement with Hold-out Cornpany(ies). 

q 



2. 

III. Legislation 

Option 6: Consulation With Congressional Leadership 

by President to Ur9e J(_, rc-,tftrlc.T?:t/lt·H . v~ ti> • '"'! 
f;cr~t~d t..&yttld-1~1 H . R.-
Federal Compensation for Persons Injured as Option 7: 

a Result of Receiving Nationally Recommended, 

Licensed Vaccine 

Option 8: Federal Re-Insurance /-e 7>~~~~1/'-tot•c:ll/la,.,-
1 

C.c1v~y~ 

Discussion: 

Option 1: Partial Program: Adopt a Federally-supported 

Influenza ·Immunization Program of Limited 

Size -- e.g. High-risk or "First Come, 

First Serve". 

In anticipation of an insufficient supply of vaccine 

to meet our full, potential needs as a Nation, a program 

of limited size could be developed to vaccinate 

tniy the ~igh-Jisk members of our population, or 

limited number of Americans on a "first Come, First 

1erve" basis. 

a 

Pro: (a) Would provide Federal monies to protect at 

least some Americans. ("Some Federal Support 

is better than None") 

/() 

'J 



Con: 

(b) 

(a) 

Would demonstrate our intent and ~ornrnitment 
Q. 

to preserv the health and welfare of 

Americans. 

Adoption of this option would be to reverse 

the arguments that we made to the Congress 

and the '_Public in April and June tJf ~ 

3. 

'-11 ~eJ 4:o /I'IOC~ a..i.R 4lfllo61'-t'tUJf IV\ c:ll ~~-~~~ j:>"''4ilt. 

. 
(b) The decision to use Federal funds to subsidize 

(c) 

the costs of vaccinating the ~igh-~isk group 

against. A/New Jersey/76 --would set a 

precedent for Federalizing the immunization 

of select groups in future years. 
S f,l.DttJ,u. 

A decision to the High-Risk group, 

""' a substantial proportion of which are 

elderly , to the 

exclusion of other susceptible members of our 

population 

for whom the vaccine is 

safe -- raises issues of science, ethnics, 

and economics: 

Science: The presence of detectable levels of 

specific antibody against swine influenza­
pl..'StNtS OVV 

type viruses among 50 
1. 

II 
'r 



suggests . that this group already has some 

immunity -- in contrast to younger segments 

of our society. 

Eth-ics: The decision to categorically 

exclude the millions of people between ages 
~J 

24 • 64·rfor whom the vaccine is safe and 

4. 

recommended, could be construed as arbitrary, 

capricious, and discriminatory. 

Economics: The decision to vaccinate only 

the fiigh-,isk group would leave the most ect"rocw' c~ 

productive segments of our society unprotected. 

(d) To offer vaccine on a "first come, first 

serve" basis risk$ denying access 

to the vaccine to those who live in remote 

areas, or those who are elderly or disabled. 
ColA I d.. llot" 

one ea~no~ ensure equitable 
.,. G.h\d.. 

competetive, 
/o«uJ 

anxious situations could develop in settings .... 

geographic distribution , 

of limited vaccine supply. 

I~ 



Option 2: No Program: Abandori ·current Attempts to 

haye Federal Influenza Program of any size 
~ . ! 

s. 

If the Federal Government ceases to negotiate 

a contract and thus abandons all efforts to 

purchase vaccine, the manufac~urers would 

be stuck with 95 million doses, for disposal ., 
via normal marketing channels --

direct s~les to private physicians, hospitals, 
o..ltJ ~ ~ 

and clinics via foreign markets. 

(a) The manufacturers could probably retain 

insurance coverage, albeit at a higher 

price, since responsibility for risks would 

be substantially assumed, in the normal 

manner, by private physicians and other 

providers. 

(b) Manufacturers would be in a position to 

their vaccine to cover increased 

costs required to pay for higher 

insurance premiums. 

{c) Manufacturers would be able to supply 

their regular customers -- especially foreign 

-- in a normal fashion. 

13 
. I 

I _. 



Option 3: 

6. 

Con: 

Adoption. of this option would automatically 

exclude large segments of our population 

who are unable, and/or unwilling, to pay 

the normal office fee of $19 to ~15 (plus 

the -emel.ltu§' $1 $:il cost of the vaccine) If\ or,ley to.tjf>-1'­
.A 

"' This option would be discriminatory on socio- ~ ,_ 
economic grounds. ~ 

j 

Presidential Discussions·with the Insurance 

Industry 

The President could elect to intercede 
. O.l'ld U'Je, 

personally~ the leadership of the ten 

largest insurers to provide 

adequate insurance coverage to the 

manufacturers of the vaccine. He could 

emphasize tpe importance of this national 

health program and discuss the adverse 

effects of the failure of the Public Health 

Service to be able to carry out this and 

other preventive health programs such as 

/!olio _;,... "" C.41f I ~Q f', c» • 

This action would carry the weight 

l'f 



7. 

of the Presidency and demonstrate the 

importance that our leadership attac~es 

to 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 ., 
• r coverage .• 

Con: -
' 

Should the insurance iridustry~Jf~se to 
1.:- ~ •' 

provide adequate coverage, this c;:.ou~.d be co~rt"f"'.t~rl 
;>errv11~L 

GharaeteEiaed as aAdefeat 

for the President. 

' r 



Option ·4: 

8. 

Indemnification Fund, from Current Program· 

Appropriations 

If a portion of current program appropriations 

could be made available1 

as an "inde.mnification 

fund", to reimburse manufacturers for costs 
. • t 

of defending third party law suits arising 

for actipns other than their own negligence, 

vaccine manufacturers might be persuaded 

to remain in the program. An "indemnification 

fund" cou,ld be created in one of two major 

ways: (1) a portion of j:xcess -prog-ram .,.. 
, .. 1A.• ,,,~,~1' \ 

funds could be ~imp1~ set aside by the 

government and made available, as suits costs 

arise, to a maximum limit to be negotiated ':1 

in each contract, or (2) by inclusion of 

an additional, fixed amount (e.g. 10 cents 

per dose) in the vaccine contract purchase 

price. 
S&Ach 

an "indemnification fund" could be , 

justified on the grounds that it is "a part 

of the costs of doing business" -- a program 

fer 
cost which we have the authority to pay • 

.A 

/( 



9. 

Pro: 

(a) This provision might meet what we 

believe to be the manufacturers greatest 

concern the cost of defending a large 

number of baseless law suits. Assuming an 

"indemnification fund" of about $5 to $10 

million ~or each contract, manufacturers 

might be able to obtain insurance to cover 

the cost.of defending claims above the amount 

available in the "indemnification fund. 11 

(b) If-the manufacturers successfully 

negotiated a substantial increase in the cost 

in vaccine, in an amount contigent upon 

estimated cost of defending law suits 

(method 2)) this could result in a windfall 

to the manufacturers if fewer law suits 

are brought than expected. If on the other 

hand, jhe "indemnification fund" were 

created under government control (method 1), 

the Government would be paying only for 
, 

cos~actually incurred by the manufacturers 

for defending such suits. 

Con: 

(a) The Government would be bearing the cost 

of defending law suits against the manufacturer 

17 



Option 5: 

10. 

even though the government fully discharged 

its responsibilities under the contract. 

(b) Other participants in th~ program, 

including public units, non-profit organizations 

volunteers, and health care providers might 

demand that an "indemnification fund" be 

made available for claims against them. 

(c) The manufacturers may not feel that 

the amounts the government can commit are 

adequate. 

Formal Contract with Two or Three of the 

Vaccine Manufacturers In an Effort to Effect 

Agreement With Hold-out Company(ies). 

two or three of the vaccine 

producers to enter into cont~act, this w~uld 
~M~rdrN0 

put public pressure on the remaining~company(ies) 
po.rt•c.,fJ"e... 

to enter into cont~•ct anQ release ~ 

vaggiA& fer w~e in NIIP. The most likely 

prospects are Wyeth and Merck-Sharpe-Dohme. 

Pro: 

(a) If successful, and all four manufacturers 

./ signed contracts this would ensure adequate 



11. 

supplies of vaccine to meet our National 

needs. 

~ Would have the advantage of allowing 

the hold-out company(ies) 11 tO bend to public 

l 
\ 

pressure and eventually concede to participate 

••••• in the National interest ... 
• r 

Con: 
. 

If unsuccessful, the decision·on the part of 

the Public Health Service to implement a national 

program in the absence of assurances of 

adequate amounts of vaccine could result in 

a serious over-commitment, if demand exceeds 

supply. 

19 



12. 

Option 6: Consultation With Congressional Leadership 

by the President and Reconsideration of 

of Existing Proposed Legislation, H.R. 

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 cont·inue an argument 

can be made for the President encouraging 

the Congressional leadership to urge 

reconsideration of our previous legislation 

to indemnify manufacturers which the House 

Subcommittee was unable to approve. The 

Subcommittee's belief that this national 

program could proceed without additional 

legislation appears to be wrong. 

Pro: 

(a) 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 

., 



13. 

indemnify manufacturers for liability 

other than that due to their own negligence. 

(b) 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. 

Con: 

Politically Liable: This action by the 

President could be misinterpreted by the 

Congress, and viewed by the public, as an 

admission of failure on the part of the 

USPHS, HEW and/or the President to implement 

a "Presidential program". 

' ' 



Option 7: Federal Re-insurance f-o PravuiCJ"f-ot:.J.tlo,."C~Vfe 

Pro (a) 

If a Federal program could be developed to provide 
t-op-

re-insurance, or ''.&Euiloaa-dollar" coverage, vaccine 

manufacturers might be persuaded to remain in the 

program. Although, similar to our current 

legislative proposal before Congress (H.R. ___ ) to 
o.lJ.JI,a.J,t.tf c.O,ItJ' e;rreli-71ond u ~ 

indemnify..( et•••p:b )•r~~g~ence9 -e:ti 11 •Y iallar" 

leuel inelaaiay llfizsb41e!tlat''-the concept of 
se+.t- tt 

reinsurance~specific~ ~ ~Ae dollar level at 

which insurance becomes effective. The "deductible" 

then would be assumed either by the manufacturer or 

through normal "first-dollar", primary insurance 

coverage. 

+bl' 
Federal re-insurance would provide excess, "seee!Mi 

dollar" coverage which presently is being denied by 

insurance carriers. 

(b) An unusually large number of suits is not anticipated. 

TherefDre, while Federal monies are being made 

available for real insurance, they would be protected 

from normal "first-dollar" coverage. 

Con (a) The manufacturers may not accept,as reasonable,the 

dollar level at which Federal re-insurance takes 

effect. 



(b) They may still experience difficulty in getting 

primary, "first-dollar" coverage . 

. ( 



Option 8: Federal Compensation for Persons Iniured 

as a Result of Receiving Nationally 

Recommended, Licensed Vaccine 

We could request that Congress authorize 
f ~~A,• 

the development of a~ompensation &eherne 

for personal injuries ., 
incurred as a result of participation 

in the N~tional Influenza Immunization Program. 

Pro: 

(a) 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. 

(b) Would indicate a responsible Federal 

role since the Government would license, 

recommend usage, and support purchase of 

vaccine and implementation of programs of 

immunization. 

(c) 

would be applicable to other preventive --:: 
health programs. 

' 



(d) Would improve surveillance of 

vaccine-associated disability since all 

claims would be centralized for review 

and action. 

(a) Federal 

bureaucracy to review, arbitrate, and 

settle ciaims* -- for what may likely be 

very few cases each year. 

*Some · · refute 

(b) Would require a major legislative 
7'../o. fl 

effort to develop a compensation sehem~ 

Furthermore, the time required to develop 

and pass legislation would be too long 
t6 J.e..,.~f, t-

NIIP. 

develop a new bureaucracy, by 
board for Black Lung Disease, 
out, could be adapted for use 

the need to 
pointing that the claims reveiw 
which is currently being phased 
in NIIP. 

' 
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