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OPERATIOi':Jt' .. l PLANfJir\!G SYSTEM RESOUi\CCS 

ORGANIZATION: Center for Disease Control OBJECTIVE AND OPERATING PLAN 
FlSCAL YEAR 197.!i.: 77 

OBJECTIVE NATIONAL INFLUENZA UIHUNIZATION PLAN - Establish an integrated, 
comprehensive immunization delivery system utilizing official health 
and private medicine, capable of making swine influenza immunization available 

CDC Dir,ect Ope rat ions : $101 , 
Project Gr'ants to St <ites: $ 26 , 000 

E\'Al l! ATIQ ; 

I 
to every person in the U.S. for whom it is not contraindicated. 

STATUS REPORT FOR MONTHS OF ______ 

A. 

.. 

PROFESSIONAL EDUCATION 

.. 1._ .. 

1. Initiate a -continuing information program directed at 
health professionals, including the established professional 
media, direct communications; and a Speakers Bureau for 
medical and health related meetings. 

B. PRODUCTION AND EVALUATION OF VACCINE 

c. 

1. Initiate vaccine evaluation field trials with first lots 
• of 

2. Contingent on Bureau of Biologics (FDA) approval of 
vaccine formulations, initiate vaccine distribution: 

a. Bivalent vaccine. for immunization of high-risk 
groups (20-25 million doses). 
b. Monovalent only) vaccines for mass campaign 

· (first 100 million doses). 

OPERATIONS 
1. Design strategy to reach total population and develop 
for presentation to State Health Officers. 
2. Develop grant ·guidelines. 
3. Provide technical assistance to States in of 
program plans and in organization of cotnmunity resources, 
including volunteers, civic groups, etc. 
4. Negotiate and contract with for procurement 
of total production of influenza vaccine, additional jet guns, 
cold chests for field transport of vaccine, and other 
ment needed for campaign. · 
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ORGANIZATION: Center for Disease Control 

D. 

Mll~TONES • 

5. ~~ork with other Federal agencies involved to achieve 
neces sary level of interagency preparedness. 
6. Receive and review grant applications, make grant awards 
to States, and notify States of proposed vaccine allocations. 
7. !nplement a comprehensive system for. (a) surveillance of 
influenza disease due to swine influenza virus and other 
et iologic agents and (b) TI!C?_nitoring vaccine-associated 
react ions. • 
8. }!~bilize community resources and initiate campaign among 
hig:1est risk (aged and others) population, using initial 
( biv~lent ) vaccine distribution. 
9. I nitiate mass campaign to reach total population, using 
monovalent vacciw~. 

10. n~velop a plan for dealing with significAnt focal out-
brc~ ks of influenza. · 

11. ~:onitor disease trend and outbreaks in order to direct 
additional immunization efforts toward epidemic control. 

PU:\I. IC AtvARENESS 
1. Establish information contacts at State ·and other 
oper ating levels and begin continuing information exchange 
with individuals responsih,~ for State and local programs. 

'• 2. · Develop theme, stratt!gy, and informational tools for use 
in multi-media campaign to coincide with availability of ·· 
vnccine. 
3. \·.'ork with established media to assure continuing flow of 
information to the public through all appropriate mass media 

· channels. 
4. In cooperation with grantees, begin mass media campaign 
to stimulate action by the public. 
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ORGANIZATION: Center for Disease Control 

·' 

MILESTONES 

E. PROGRAN. ASSESSMENT AND EVALUATION 

F. 

1. D~velop methodology to assess program status. 
2. Implement assessment mechanism to coincide with initiation 
of immunization campaign. 
3. Provide feedback of assessment data to State and local 
health officers and other interested parties. 
4. Evaluate program accomplishments. 

TRAINIXG 
1. Define tasks State and local employees and volunteers will 
undertake in immunization campaign, and potential deficiencies 
in the skills and knowledge needed to complete them -­
including, but not limited to: 

a. Jet gun operation 
b. Jet gun maintenance 
c. Shipping and storage of vaccine 
d. Contraindications 
e. Organizing community immunization campaign 

2. Select training solutions and develop teaching materials, 
checklists, manuals, practice sessions, etc. needed to 
achieve a properly trained work force. 
3. In cooperation with grantees, identify persons needing 
training and provide courses, practice sessions, or other 
skill development training as required • 

OUJ[CIIVl NO.: __ _ 
continul!d 

COMPLETION DATE 
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OOJ~CTtVC: AND on:n,\Tii\IG Plf.\N 
FISC1\l YE.t:.R 1'.J7.f1.-77 

National Influem~a Itnmunizu tion Plan - To · establish the requirements 
for a vaccine prepared against swine influenza \-Jhich will be consistent 
with the need to immunize the u.s. population; to cstublish a smoothly 
functioning system which will allow vaccine assessment and _ __.._ 

... .. 
• OVc!tJ\tl EVf•lU,\TI~~ 

( :-
official release of commercial vaccine lots to proceed smoothly STATUS REPORT FOn ~lO~}Hs"OF ______ _ 

_______ - _· .LJ- ..!.·· •• A::.i.u!lld:L}· -==...-::---

• 

MILESTONES . 
Corr:!!lnnication 

1. D.ls:.;cnd n.:ttion of information to m.Jn.ufacturcrs and coorcHnatio 
of their vaccine produution schtzdules \>lith NI/\ID as i 
conccrn!i clinical studies and \.fitrt the CDC as .it concerns mas 
!inmuni i.:~ tion progran•s. This \"1~:11· be accomplished through 
frequent meetinqs between the mnnufacturers, the involved · 
govcrn::~cn tal aqcncies, members of the scientific con.munity 
and the public . 

I'roduction .:md Evuluation of Vilecinc 

1. Testing and disti:ibution of virus· and seed strains including 
originnl isolates und recombinants. 

2. Tcstinq of pilot lots for safety and potency in· laboratory 
test systems. 

3. Clinical testing of pilot tests of swine influenza vaccine 
to r.st~hlish optimum formulation of swine influenza vaccine 
in cclluborative studies with CDC , Nlll anu military . 

4. Development of guidelines for production of S\·line influenz.a 
vaccine. 

5. Control testing of commercial monovalent S\~ine influenza 
vaccine lots: U1is will be done concurrently with the 
rn.:muf<~cturers ' tests ln order to speed release . . · 

6. Clinic,l l testing of pilot lots of polyvalent vaccine. 
7. Deveh"~p::;~nt of g~idclines for proJuction of polyvalent 

· vaccine. · 
8. Cout rol tc:.;t of conunerci.'1l polyvalent influen:~a Vil.Cclner 

c.:oucult• ·nt tr.:;tiw; '"ill h~ pct·fonnctl. 
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MilESTONES 

........... ,.."Cr.llllwll~ 

ent 
. 

9. Apply new potency tests to both polyvalent ·and monoval 
• swine pilot lot vaccines and to a sample of commercial 

vaccines. 
Develop and apply. new approaches to the assessment of 
clinic~! reactivity. 

10. 

11. 

12. 

Evaluation of experimental lnactiv.J.tcd influenza virus 
vaccines used in clinical trinls by othc~ involved age 
Evaluation of experimental live virus,yaccincs used in 

ncies. 

clinical trials by other involved ... 'lgencie1~ 
• 'I 

1. Impl~ment system for monitorina flow of completed rcle 
vaccine lots for reliably es tlmating the timetable on 
vaccine av<1ilability and for disscminatinq this infortn 
to th~ other a')cncies involved. 

. 

a sed 

«tion 

2. Deve lop in coordin<ltion with CDC, NIH, ancl the 1\rmed S 
informu tion systems concerning vaccine reaction rnonito 

orvices 
ring. 
sed . 

3. Schcd11le and provi<lc additional teams t:o inspect licen 
. vaccine m<lnu facture rs. · •· 

both . 4. Implc:ncnt program for post-distribution m6nitod.ng of 
reoncvalcnt and polyvalent vaccinos. 

S. Equip facilities for expanded testing \·rorltload. · .. 
. ' 

. .. 
• 

. 
t\pril 2, 1976. 
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Rational Institute of Allergy and Infectious Dtseasea 

Fact Sheet 

Supplemental Request for Influenza Research 

~urrent FundinG 

.FY 1976 $3,400,000 

FY 1977 $4,30o;ooo estimated 

Oii-going efforts are directed-toward development of an improved, live-

vaccine ~ich could be administered intranasally. Such a vaccine has the 

potentiality of being produced more rapidly and economically than a killed 

one. In addition, we are investigating a vaccine made from a component 

chemically split off from the vhole influenza virus. Grant funded studies 

are primarily in epidemiolo&y, virus structure, genetics and virus growth. 
an 

The NlAID has/influenza research center at Baylor University and S vaccine 

evaluation centers. Influenza surveillance is also being conducted at these 

· centers. 

Supplemental Request 

$4;000,000 and 9 positions 

The threat of swine type influenza creates several urgent needs for research. 

These are 1) intensive study of the influenza viruses circulating in the pig 
• 

population and of changes in these viruses related to increased transmiasi-

bllity to man, 2) the determinants of pig to man transmission and later 

dissemination in man, 3) studies on the antigenicity and reactogenicity of 

the vaccines to be commercially produced to provide the data needed for 

' 
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determination of dosage and usage, 4) determination of the efficacy 

of amantadine and other drugs in prevention and treatment of swine 

type influenza viruses, 5) determination of the efficacy of protec­

tion of influenza vaccines against this type of disease in volunteers 

and, if outbreaks occur, in population groups, 6) further research 

and development on experimental vaccines including live, attenuated 

and subunit vaccines, 7) establishment of special surveillance 

facilities to give us early warning of influenza activity 8) additional 

highly specific reagents for immunologically dissecting the influenza 

virus strains, 9) expanded grant supported activities in epidemiology, 

virus structure, genetics and virus growth. 

, 
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.AfHillt'l:;l I11'.11',1Url iilrpartmrnt of jfnstarr 

Washington, D.C. 20530 

Honorable Theodore Cooper, M.D. 
Assistant Secretary for Health 
Office of the Secretary 
Department of Health, Education 

and Welfare 
Washington, D. c. 20201 

Dear Dr. Cooper: 

i\Pf: ~ 1J7t 

This is in response to your letter of April 5, 1976, 
requesting our opinion as to whether the planned program 
for production of sufficient "Swine Flu" vaccine to in­
noculate virtually every American to counter a possibly 
serious health threat would create a situation in conflict 
with the antitrust laws. According to your fetter, poten­
tial manufacturers of vaccine will negotiate separately 
with your Department with respect to its purchase of 
vaccine, but certain joint action regarding the use of 
manufacturing facilities and technology may be necessary 
to maximize production in this emergency. 

Based upon the description of the program contained 
in your letter, the limitation of any joint action found 
necessary to the meeting of the exigencies of the current 
emergency, and the serious health hazard that the program 
is designed to avoid, we do not believe that it would 
present a situation in conflict with the antitrust laws. 

.... . 
• ,_i' .., A 

I. h .. il. .. . .. , 

Sincerely yours, 

' 
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Mrw Thomas E. Kauper 
Assistant Attorney General 
Antitrust Division - Room 3109 
U.S. Department of Justice 
Washington, D. c. 20530 

Dear.Mr. Kauper: 

APR 5 19/6 

On March 25 the President, in a special message to the 
Congress, announced, "The nation faces a serious potentlnl 
public health threat this winter from a strain of virus 
known as swine influenza." Accordingly, he asked the 
Congress for a special supplemental appropriation of $135 
million to ensure the production of sufficient vaccine to 
inoculate every man, woman and child in the United States, 
and directed Secretary Mathew3 and me to "develop and implement 
plans that will make this vaccine available~ to all Americans." 

In seeking to carry out the President's instructions, we 
must call upon the drug industry to manufacture more than 
200 million doses of swine influenza vaccine by the fall. 
To succeed in this unprecedented industry effort, licensed 
vaccine manufacturers may find it necessary to cooperate 
with each other in some aspects of the vaccines' manufacture 
and distribution. Accordingly, we wish to assure ourselves 
that no conflict with the antitrust laws will arise. 

In bare outline, the Department will contract with licensed 
manufacturers to purchase all of the swine influenza vaccine 
that they can produce (subject to certain maximums) during 
a specified period, and will arrange to grant those vaccines 
to State and local public health authorities under cooperative 
arrangements through which those· authorities will provide 
for the vaccines' administration. 

• 

' 
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Specific~lly, we are moving now to determine our contr~ct 
specifications: the vaccine quantities required, the 
packaging, and the delivery dates. When the specifications 
are established, we shall deliver them to all licensed 
manufacturers and invite their separate bids. Upon receipt 

2 

of their bids we would expect to enter into separate negotiations 
with each manufacturer to improve the terms of those bids. We 
do not intend to negotiate with the manufacturers as a 
group, and do not expect them to consult with each other 
in formulating their bids. 

Upon completion of the negotiation process we would expect 
to enter into contracts that, barring an unanticipated 
technological breakthrough, would obligate the Department · 
to purchase the manufacturers' entare output for a certain 
period. 

During the course of vaccine production there are various 
points at which the manufacturers may consult among themselves. 
First, in order to maximize production they may find it. 
necessary to pool certain of their manufacturing facilities 
and compare their respective technologies. Second, in 
light of the relative efficiency of each manufacturer, it 
may be necessary, after their consultation with each other 
and the Department, to reallocate production quotas. 
Finally, under Department supervision, the companies may be 
asked to cooperate with each other in undertaking aspects 
of the actual national distribution of the Government-owned 
vaccine. 

Joint action by these companies will, of course, be limited 
to meeting the exigencies arising from the current nationwide 
public health emergency. 

Please advise us whether, in your opinion, the described 
activities will create a situation in conflict with the 
antitrust laws. 

~··-;;-;:-:'- ... 
·...: /", /) / \ 

Sincerely, 

. . 

t 
'<:~: 

,, ' 

"-' 
~---·/ 

Theodore Cooper, M.D. 
Assistant Secretary for Health 

' ' 
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April 5, 1976 

MEMORANDUM 

Need for Special Provisions Concerning 
Manufacturers' Liability for Swine 
Influenza Vaccine Produced and Labeled 
in Accordance with Government Specifica­
tions 

Legislation to authorize the Department of Health, 

Education, and Welfare to initiate a program to inoculate 

all Americans against swine influenza is presently pending 

before Congress. The necessary vaccine would be purchased 

and made available by the federal government for use by 

federal, state, and local health authorities and private 

physicia,c1s. Recent judicial decisions concerning mass im­
*/ 

munization programs- suggest that courts may impose on 

manufacturers a duty to warn all persons receiving the 

vaccine of any risks that may be associated with its use. 

Failure to provide warnings i eemed adequate by the courts 

may subject manufacturers to. liability for any injuries or, 

adverse reactions that may result from use of the vaccine. 

This liability could be imposed even though the vaccines 

supplied to the federal government met the highest standards 

of purity, quality, and effectiveness and were labeled and 

manufactured in compliance with all Food and Drug Administ"rat.ion 

*/ E.g., Reyes v. Wyeth Laboratories, 498 F.2d 1264 (5th 
Cir.r;-cert. denied, 419 u.s. 1096. (1974). 

..·····~ 
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requirements and HEW contract specifications. Because the 

scope of the proposed vaccination program greatly exceeds 

that of any prior mass immunization effort, manufacturers 

are confronted with incalculable, but potentially over-

wh~lming, exposure to damage judgments in state or federal 

courts. . 
It has been suggested that HEW could relieve 

manufacturers of liability for injuries caused by properly 

manufactured vaccines if it agreed, in its contracts with 

the manufacturers, to assure that adequate warnings were 

provided to all persons receiving the vaccine or to indemnify 

manufacturers for any loss they may iustain because of HEW's 

failure to as~ure proper warnings. In the absence of 

legislative authorization, neither approach can be counted 

on to protect manufacturers from liability for inadequate 

warnings. 

If a duty to warn is imposed by the courts, it 

rests in the first instance on the manufacturer. According 

to one court, the manufacturer of a vaccine for use in mass 

immunization programs "is required to warn the ultimate 
*I 

consumer, or see to it that he is warned."- It is not clear 

*I Reyes v. Wyeth Laboratories, supra, at 498 F.2d 1276. 

, 
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from reported decisions that the manufacturer can discharge 

its duty simply by contracting with another party to provide 

warnings to recipients. This is especially so if the manu-

facturer knows, or has reason t6 know, that the contractual 

assurances may not be carried out in practice. The proposed 

vvecination program for swine influenza will be carried out· 

at the federal, state, and local lev~ls by government agencies, 

private organizations, and physicians. It is at least probable 

th<.ti:. HEW will be unable to control the exact manner in which 

each of 200 million doses of vaccine is administered. Courts 

may impute knowledge of this fact to manufacturers who contract 

with the government to supply vaccines. 
v 

Even if HEW assures that warnings are given to each 

recipient of the vaccine, courts in each state will be free 

to second-guess the adequacy of the warning given. They may 

assess its content (e.g., whether it fairly informs recipien~s 

of the ris~s and benefits of vaccination), the clarity of its 

language, and the conspicuousness of its presentation. No 

one can know in advance whether warnings agreed on by the govern-

ment and the manufacturers will, in later damage suits, be 

deemed adequate by the courts. Moreover, different courts may 

apply different standards of adequacy. Absent special federal 

*/ In Reyes v. Wyeth Laboratories, supra the Court stressed 
that Wyeth could be 11 presumed to know" the manner in which 
vaccines were dispensed. 498 F.2d at 1277. 

' 
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legislation, damage suits against manufacturers are governed 

by state law and are for the most part reviewable only by 

the highest court in each state. 

Thus, even if HEW agrees to 11 assume" the duty to 

warn vaccine recipients, manufacturers will still face the 

pros~ect of damage judgments for injuries resulting from the 

vaccination program, even though their products conform fully 

with federal specifications. Absent special legislation, it 

is extremely unlikely that HEW can contract with manufacturers 

to indemnify them for losses sustained under such judgments. 
*I 

The so-called "Anti-Deficiency Act"- prohibits government 

c 
agencies· from entering into contracts or obligations for the 

payment of money "in advance of appropriations" unless such 

an obligation is "authorized by law. 11 In California Pacific 

Utilities Co. v. United States, 194 Ct. Cl. 703 (1971}, the 

Court of Claims held that 

"The United States Supreme Court, the 
Court of Claims, and the Comptroller 
General have consistently held that 
absent an express provision in an ap­
propriation for reimbursement adequate 
to make such payment, section 665 pro­
scribes indemnification pn the grounds 
that it would constitute the obligation 
6f funds not yet appropriated. Chase v. 
United States, 155 U.S. 489 (1894); Hooe 
v. United States, 218 U.S. 322 (1910_)_; __ 
Sutton v. United States, 256 U.S. 575 
(1921); Leiter v. United States, 271 U.S. 
204 (1926); Goodyear Co. v. United States, 
276 U.S. 287 (1928); Shipman v. United 
States, 18 Ct. Cl. 138 (1883); C1ty of 

*/ 31 u.s.c. § 665(a). 

' 
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Los Angeles v. United States, 107 Ct. 
Cl. 315, 68 F. Supp. 974 (1946); 33 
Camp. Gen. 90 (1953).; 35 Comp. Gen. 85 
(1955)." 

For these reasons special provisions must be in-

corporated in the swine influenza vaccine legislation to 

protect manufacturers against t he risk of essentially un-

limited liability for injuries that may result from the 

government's mass immunization program. 

' 
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MEl\t!ORANDUM DEPARTMENT OF HEALTH, EDCCATlON, AND WELFARE 

PUBLIC HEALTH SJ:RVICE 

TO 

FROM 

SUBlJECT: 

Deputy Assistant Secretary for Health 

Director, Bureau of Biologics 
Food and Drug Administration 

FOOD AND DRUG ADMINIS I RATION 

DATE: April 9, 1976 

Production Estimations of A/Swine-like Influenza Virus Vaccine. 

You asked that we make certain estimates relating to the production of 
A/swine-like influenza virus vaccine for the proposed national 
immunization program. 

The vaccine is a licensed biologic, and the entire domestic supply 
is produced by several large pharmaceutical firms located in the 
United States. Manufacture of the vaccine requires, in addition 
to a license, a reliable supply of fertile eggs, specialized 
production facilities and equipment and trained personnel. The 
tooling-up process involves a series of manipulations designed to 
adapt the new influenza virus to optimum growth in fertile eggs. 
As soon as the manufacturer has prepared a supply of egg-adapted 
seed virus suspensions, he can institute the vaccine production 
cycle. The cycle for production of a particular batch of vaccine 
takes about two months. Seed virus is inoculated into large numbers 
(thousands) of fertile eggs, and after several days the virus-rich 
embryonic fluids are harvested. The virus is purified, concentrated 
and inactivated. Finally, the inactivated virus concentrate is 
diluted so that the end product will contain a specified amount of 
viral antigen per 0.5 ml. of volume human dose. This proper amount 
of antigen, for a new type of influenza virus vaccine, is determined 
by clinical trials conducted during the tooling-up process. In ·'ioR 
these trials one measures the protective antibody response of vol~eers0 < 
given a range of amounts of viral antigen. ; ~ .. 
Two important variables in producing a new type of influenza virus ) 
vaccine are the degree of adaption of the seed virus to growth in 
eggs and efficiency of the new virus antigen in evoking a protective 
antibody response in recipients. Hard information becomes available 
only after one has adapted the virus seed, produced a series of trial 
vaccine batches and tested these batches in volunteers. We expect 
to have this type of information on the new A/swine-like vaccine by 
early June. However, in the absence of hard data, one can make 
reasonable estimates by comparing the experience with type A influenza 
vinJs vaccines produced in earlier years with the preliminary information 

~ 
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Page 2 - Memo to the Deputy Assistant Secretary for Health 

about the new vaccine. TI1is sort of comparison suggests, at present, 
that manufacturers should be able to obtain the equivalent of about 
two human doses of vaccine from each fertile egg. 

With full commitment, industry has the .capacity of processing about 
12 to 15 million eggs per month in the preparation of vaccine. 
Asswning that full production could be reached by June, one could 
then anticipate from that time on the delivery of 24 to 30 million 
doses of vaccine each month for as long as full production was 
continued. 

One needs to recognize that the needs of the delivery system in the 
United States (actual reaching the population and inoculating the 
vaccine) arc also estimates. 11lere will not be 100% coverage - the 
inoculation of every person. No immunization program to date has 
reached more than 75 to 80% of the target population. Also the 
time required to inoculate the public (even if vaccine is available) 
is an estimate. Blending these production system and delivery system 
estimates, we come out with the impression that it might be possible 
to reach those "reachable" Americans by the end of November 1976 
but it could require another month or two. 

11lis ties into the question of vaccine for Canada. We will in this 
memo only deal with certain logistical considerations. In a normal 
year when the U.S. would be using 20 million doses of influenza 
vaccine, Canada would be using about 2 million doses. Canada has 
only one domestic influenza vaccine manufacturer and this firm 
normally supplies less than 100,000 doses; the remaining 95% or 
so of their supply comes from U.S. manufacturers. If Canada attempts 
large scale vaccination this year, its single domestic firm will 
be able to tool-up to produce about 300,000 doses, thus they would 
need 10 million or more doses from the U.S. Our production output 
is likely to be such that supplying Canada could extend by 10 to 15 
days the time required to meet domestic needs in the U.S. 

For a number of reasons not dealt with in this memo we feel it would 
be wise to consider Canada as an extension of the U.S. program 
and see that they are supplied vaccine on the same schedule as the 
50 states. 

)' ,,, 
I t I (' /'/ • l 

Harry M. Meyer, Jr., M.D. 

, 
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President 
Harold 0. Buzzell 

April 8, 1976 

Jarres F. Dickson, M.D. 
r:eputy Assistant Secretary for Health 
I:epa.rtJrent of Health, Education 

and Welfare 
330 Independence Avenue, S. W. 
Washington, D.C. 20201 

rear Dr. Dickson: 

'!hank you for the opportunity to discuss briefly the equiprent aspects 
of the swine flu vaccination program with you last week. '!his letter confinns 
the willingness of the nedical device industry to make the vaccination pro­
gram successful and to bring to your attention the outstanding questions 
which must be resolved-- and resolved quickly - for the equiprent aspects 
of the program to be successful. 

'!Wo preliminary conm::mts are in order. First, the Association's rrembers 
are 160 corporations including rrore than 235 operating companies making all 
varieties of nedical device and diagnostic equiprrent. Arrong our members 
are five - virtually all --manufacturers of syringes and needles and the 
major manufacturer of injection guns. Second, all of our questions assume 
that the equiprent needs for the swine flu program will be in excess of those 
required for supplying the customary needs of hospitals, physicians, and 
patients and that no diversion or interruption in supplying these recipients 
is contemplated. 

'!he first group of questions relate to the vaccine itself. '!he answers 
here will all have a direct bearing on the nature of the equiprrent required 
by the program and whether it is possible to supply it. 

1. HCM will the dosage be administered, orally or by injection? 

2. If injected, will it be by subcutaneous or intrarm.IScular 
injection? 

( ' 

3. HCM large will the dosage be? Will there be a range in 
dosage size, for example, for different ages? / 

/ 

4. HOIN many innoculations will there be per dose, i.e., will 
one patient dose require two or rrore innoculations or a 
booster shot? 

5. If there will be rrore than one innoculation per dose, what 
will the length of tine between doses be? 

, 
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The next group of questions relate to the nature of the administration and 
distribution system to be employed. (They asst.liTB that the vaccine will be ad-
ministered by injection.) · 

6. What per cent of total vaccinations will be administered by 
injector guns? What per cent by syringes/needles? Will the 
Federal Governrrent make state-by-state determinations of 
equiprrent needs or gather information about them? 

7. In what geographic locations or institutional situations will 
each (injector gnn/syringes) be used? 

8. 'lb the extent syringes are used, will different sized syringes 
be pe:rnd.tted for the sane dose (e.g., will it be pe:rnd.ssible 
to use a 3 cc. syringe for a 1 cc. dose)? This may be the 
rrost significant question bearing on syringe supply. The 
ability to utilize syringes of different sizes for the sane 
size dose will be necessary to assure adequate supply. 

9. Who will select and procure the equip:rent and in what quanti ties? 
Will all injector guns be purchased by the Federal Gove:rnment? 
Will all syringes be purchased by State and local officials? If 
so, in either case, under what circumstances could this change? 

10. H<M will equip:rent be distributed? If Federal procurement is 
not involved, are supplies expected to nove through normal dis­
tribution channels, e.g. , distributors, dealers or directly, 
depending upon an individual manufacturer's practice? 

11. Who are the ultimate recipients of injector guns and syringes 
expected to be and in what locations? How will these recipients 
relate to the Federal or State administrators of the program in 

... \ ,:; rr·-o,· :''_)\ .. \ ', ..._, 
.• )>. 

·~ ~ 
·._:, '" 

··-.. 

their requirerrents for equiprrent? Will private physicians be involved? 

12. If normal distribution channels are not used, what provisions for 
security against diversion and misuse and, in the case of syri..11ges, 
disposal after use are expected? 

13. Are non-standard packaging or labelling requirerrents contemplated? 

14. What sort of reporting system will be established? What records 
of distribution and ultimate recipients will equiprrent manufacturers 
be expected or required to keep? 

15. What other equipnent or supply items figure in planning for the· 
program? 'lb the extent the foregoing questions may be relevant 
to them, how will they be treated? 

16. Depending on the nature of the procurerrent arrangerrents for the 
swine flu program, legal antitrust, product liability, and inderrnity 
issues may arise. We expect to consult the Departrrent' s Ceneral 
Counsel's office on such questions. 

' 
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17. A final question relates to possible international swine flu 
vaccination programs and their attendant derrands on U.S.-produced 
equiprrent. What is ncm knc:mn· al:x:mt such programs? Would U.S. 
demands for equipment be Federally coordinated, if necessary, 
with foreign demand and, if so, heM? 

The foregoing questions must be answered soon. Obtaining new materials 
and components prior to. production and effecting actual shipping and dis­
tribution after production will take from two to three of the nonths between 
ncm and September. Actual production tine, in other -words, is not the sole 
consideration in detennining whether a given number of injector guns or 
syringes can actually reach the hands of users by Septeniber and October. 
Now, in early April, it is alnost too late to be assured that the requisite 
equiprrent to administer a nationwide vaccination program for a large percen­
tage of our citizens can be delivered in a tinely fashion. 

We urge, therefore, prorrpt resolution of these issues and the others 
which are sure to arise in the course of the program. We kncm that you and 
the Depart::rrent share our awareness of the necessity for quick action, and 
we will do whatever we can to help. 

We shall be in touch with appropriate officials at the Center for Disease 
Control and the Bureau of Biologics in order to bring our concerns to their 
attention and to obtain their guidance. Any inforrration and counsel which 
you could provide to us on the rratters raised in this letter will be appreciated. 

HOB/bjo 

cc: Theodore Cooper, M.D. 
David J. Sencer, M.D. 
Harry M. M=yer, Jr., M.D. 

' 





. - '"'· .~ ..... ·. 

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

TO Director, Office of }funagement and Budget DATE: 

Assistant Secretary for Health 
FROM 

Biweekly Status Report on Nationwide Influenza Immunization Program 
SUBJECT: 

Accomplishments 

Problems 

Actions Taken to Resolve Problems 
' 



March 

April 

May 

June 

July 

August 

September 

VACCINE 
PRODUCTION 

Vaccine 
Formulations 
Prepared 

Vaccine 
Evaluation 
Trials 
Initiated 

First Lots 
of Vaccine 
Approved 

INFLUENZA TI}ffiTABLE 

STATE AND CQ;:.frlUNITY 
PROGIW·IS 

Program Planning 

Professional 
Education 

.Community 
Organization 

Immunization of 
High Risk Groups 

Public Awareness 

Community 
Mobilization 

Immunization of 
General Population 

NATIONAL 
ACTIONS 

Policy Decisions 
on National 
Program 

Program 
Guidelines 

Professional 
Education 

Appropriations 
Enacted 

Vaccine 
Contracts 
A~-rarded 

Award Grants 

First Distri­
bution of 
Vaccine 

Implementation 
of Surveillance 
System 

Public Awareness 
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FEDERAL EFFORT 

CDC 

No. of Doses of Approval of State 
Vaccine Contract Vaccine Purchased Plans and Award of 

Biweekly Awards and Distributed Grants to States No. of Employees 
Dates Target t On Target Target (On Target Target I On Target Target( On Tar~et 

J Yes No I Yes I No I Yes 'I No I Yes I No 

April 30 

1-!ay 14 

May 28 

June 11 

June 25 

July 9 

July 23 

Aug. 6 

Aug. 20 

Sept. 3 

Sept. 17 

Oct. 1 

Oct. 15 

Oct. 29 

Nov. 12 

Nov. 26 

Total 4 200,000,000 62 44 
·····················.··~.·.·:;.··:::::::.·::.·::·::·::·.···:::::.·::::::.·:::·:::·:.·::····:·· 



FDA NIH 

No. of Lots of ' No. of Contractual 
Bh,eekly No. of Employees · Vaccine Certified No. of Employ_ecs Actions 

Dates Target ' On Target Target I On Target Target I On Target Target I On Target 
I Yes I No I Yes I No I Yes I No / I Yes I Xo 

/ 
April 30 

May 14 

Hay 28 

June 11 

June 25 

July 9 

July 23 

Aug. 6 

Aug. 20 

Sept. 3 

Sept. 17 

Oct. 1 

Oct. 15 

Oct. 29 

Nov. 12 

1 
Nov. 26 

Total 20 630 9 20 -· - . 
--~ ..... _.. _ _..._T··---t<· .. ~:=: __ . ..,_,.~~~-... ~----~m *' , 
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Bhreekly 
Dates 

April 30 

May 14 

May 28 

June 11 

June 25 

July 9 

July 23 

Aug. 6 

Aug. 20 

Sept. 3 

Sept. 17 

Oct. 1 

Oct. 15 

Oct. 29 

Nov. 12 

Nov. 26 

Total 

INDUSTRY REPORT 

Vaccine Production 
Target! On Target 

J Yes J No 

200,000,000 

.. 

Jet Injector Guns 
Delivered 

Target I On Target 
I Yes I No 

2,000 



Biweekly 
Dates 

April 30 

Z.~ay 14 

Hay 28 

June 11 

June 25 

July 9 

July 23 

Aug. 6 

Aug. 20 

Sept. 3 

Sept. 17 

Oct. 1 

Oct. 15 

Oct. 29 

Nov. 12 

Nov. 26 

Total 

No. of State 
Plans Submitted 

Target On Target 
Yes No 

62 

. No. of Doses 
of Vaccine 
Distributed 

Target On Target 
Yes No 

200,000,000 

.. 

No. of People 
Itr..r:mnized 

Target OP. Target 
Yes No 

200,00.0,000 




