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The Honorable Paul G. Rogers 
Chairman, Subcommittee on Health 

and the Environment 
Committee on Interstate and 

Foreign Commerce /-I :j 
.--J 

House of Representatives --- -r" 

Dear Mr'. Chairman: 

This is in response to your letter of January 24, 1977, 
requesting current information concerning several issues 

1 related to the swine flu program. The issues were raised 
(? Jjby Congressmen Harry --_- .L,l_$xm~an A and Andrew Maguis in a letter - ._ _ _- - ,_--_ ._- 

to you dated January 5, 1977. Your office also forwarded 
to us for comment a second letter to you from the Congress- 
men dated February 4, 1977, which contained some additional 
issues c We have discussed all of these issues with your 
staff and those of Congressmen John E. Moss, Waxman, and ,-, ( ,' Xaguire dr;ring several brief~~gs~-since~~DI~~~mber 1976. The 
most recent briefing to your staff occurred on February 11, 
1977. We plan to address most of the issues in detail in 
our report to the Congress on our review. < 

‘,J -. 

-The Center for Disease Control has responded to you con- 
cerning most of the issues contained in Congressmen Waxman's 
and Maguire's second letter. [See enclosure.) Where appro- 
priate, we refer to the Centerrs response and give supple- 
mental information. Our current knowledge on each issue is 
summarized below by issue statement. When similar issues 
were included in both letters, we combined the issue state- 
ments and our response. 

ISSUES 

That the cost of the program may signif- 
icantly exceed the $135 million appropriated 
primarily because of the salary costs of the 
Federal and State personnel who participated 
in the program. 

HRD-77-66. 
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That as a result of the cost 
overrun, there have been diversions 
of funds from veneral disease control 
and school immunization programs and 
other public health programs In 
many areas. 

What effect has the swine flu 
program had on other vaccination efforts? 

Of the $135 million appropriated for the swine flu 
program, the Department of Health, Education, and Welfare 
(HEW) set aside $100 million for the purchase of vaccine, 
$26 million for grants to States, and $9 million for its 
administrative and other expenses. The amount set aside 
by the Center for the purchase of vaccine was based on an 
estimated 200 million doses to be purchase at an average 
cost of $0.50 a dose. Vaccine production ceased as of 
January 15, 1977. Only about 157 million doses were manu- 
factured, and the expected unit cost per dose will be less 
than $0.50. Therefore, as of February 15, 1977, the Center 
had obligated only about $66 million for vaccine purchases. 
All of the funds set aside for grants to States and for 
administrative and other expenses have been or will be ex- 
pended. We do not expect charges to the appropriation to 
exceed $135 million. The total charges to the appropriation 
will be unknown, however, until after the program-is terminated. 

In discussing total program costs with your staff we 
also considered costs in addition to those paid from the 
$135 million. In some cases accounting data is too limited 
to identify the precise amounts involved, and in others, 
the actual costs are indeterminable. 

Examples of these costs are as follows: . . 
--Personnel costs of full-time HEW employees 

detailed from other programs. 

. - 

- --Department of Justice costs of litigation 
and Federal funds for settl@ments and 
awards not recoverable from third parties 
for claims over $2,500. (HEW will pay- 
claims awarded for $2,500 or less from 
the $135 million appropriated.) d 
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--Funds expended from State and local 
revenues in addition to the Federal 
funds, such as 

a. direct appropriations 
(Pennsylvania, for example, 
appropriated $1.4 million and 
has expended over $1 million.), _- 
personnel costs of full-time 
employees detailed from other 
programs, and 

5. 

c. additional costs for swine flu 
liability insurance. 

--Lost opportunity costs to other programs, and 

--The value of lost worktime by individuals 

because of immunization reactions. 

We do not expect to be able to measure the adverse 
effects of diversions of resources from other public health 
programs. A statistical analysis showing either decreases 
-in the number of people vaccinated or the number of people . 
diverted from other health programs does not necessarily 
mean an adverse impact. Determining the actual impact 
would require analysis over time of the effects on outcomes, 
such as disease incidence trends. The diversions of effort 
from other health programs were anticipated from the begin- 
ning of the swine flu program and were not the result of 
any cost overruns. 

That there are still no contracts 
with the manufacturers of the vaccine. It 
is our understanding that among other issues 
In dispute, one of the drug producers is 
lnslstlng that the Government pay for SIX 
mllllon doses of vaccine whldh was produced 
by mistake. 

Have contracts between the drug manu- 
facturers and the Federal Government been 
altered since the swine flu program was 
suspended? 

-3- 
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Conoress intended for HEW to over- 
see vaccine production on the basis of 
signed contracts with the drug industry. 
These contracts were to establish a non- 
profit price for swine flu vaccine and 
a specified profit margin for A/Victoria. 
We have received information that the 
contracts have never been signed. Cur- 
rent Government policv with respect 
to vaccine contracts should be reviewed. 

As of February 14, 1977, none of the vaccine manu- 
facturers had signed final contracts. The Center's 
explanation concerning the status of contracts and the 
reasons for delay in signing the final contracts are 
accurate according to our information. In addition, 
the Center's contract officer told us that the Center 
can make an unilateral determination of the price it 
will pay for Parke-Davis vaccine. Parke-Davis then has 

' the option to agree to this price and sign the contract 
or refuse to sign and make a claim against the Federal 
Government for the disputed amount. 

Due to limited knowledge concerning 
duration of conferred immunity, it remains 
unknown whether those who have been innoc- 
ulated against swine flu will be protected 
for the entire 1977-78 season. 

We have no problem with the Center's response con- 
cerning duration of conferred immunity. However, duration 
of immunity conferred by this year's vaccine may lose 
importance if the swine virus changes substantially or if 
the Fort Dix swine flu outbreak turns out to be an isolated 
occurrence. If a swine flu outbreak occurs but with a 
substantially changed vFrus, a new vaccine will be needed. 
If there is no further occurrence of swine flu, the duration 
of immunity to it will be irrelevant. 

That when HEW recommended in the 
fall that all children be rmmunlzed, 
the agency knew there would not be suf- 
ficient vaccine to protect all of them. 

. 
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The Center's*response 'to this issue appears accurate 
and adequate based on our current knowledge; 

0 

That because the drug companies were 
able, under the swine flu legislation, 
to make a uroflt on blvalent (swine flu/ 
A/Yictoriaj vaccine, but not on mono- ' 
valent swine, a disincentive against 
the production of monovalent A/Victoria 
was provided. Indeed, the manufacturers 
recalled all monovalent A/Victoria and 
combined it wrth swine flu, with the 
result that virtually no monovalent 
A/Victoria has been available to the 
public for the past several months. 

The Center's response to this issue is accurate, but 
the issue is incorrectly phrased. There was no disincentive 
to produce monovalent A/Victoria. As the Center reported, 
bulk stores of A/Victoria vaccine already existed in quan- 
tities adequate to provide vaccination to members of the 
"high risk" groups when the legislation was being considered. 
The disincentive, if any, would have been against the pro- 
duction of monovalent swine flu (A/New Jersey) vaccine. 

Three of the four manufacturers..produced a total of 
about 15 million fewer doses of A/New Jersey vaccine then 
their original production estimates, which were stated in June 
1976, even though additional time (from December 31, 1976, 
to January 15, 1977) was given for production. One manu- 
facturer produced about 18 million more doses than originally 
estimated. 

. 
We have not discussed with the manufacturers the 

reasons for these production variances. One reason given 
for reduced production by one manufacturer during testimony 
before your subcommittee was that the vaccine yield per 
egg was less than anticipated. Also, production of 6 mil-. 
lion doses of a related swine influenza vaccine not used 
in the program (Shope vaccine) could have reduced the 
capacity of Parke-Davis to produce A/New Jersey vaccine. 

Serious concerns oersist surroundina 
the adequacy of the forms and statutory d 
reuurrements for informed consent of tile 
public. 

-5- 
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Sy assuming responsibility for the informed consent 
statement and process, the Federal Government may be liable 
for individual vaccine reactions even without occurrence 
of defective vaccine or negligence in its administration. 
Several concerns about the consent form's content regarding 
risks to pregnant women were expressed in testimony before 
your Subcommittee. We noted additional concerns about (1) 
the lack of a specific statement on the risk of neurologic 
disorders which the Advisory Committee on Immunization 
Practices included in its recommendation (manufacturers 
recognized the risk to the exten t of including the state- 
ment with literature included with the vaccine when it was 
packaged for distribution) and (2) the lack of a warning 
on the probability of getting swine flu after receiving 
the shot. In addition, the Center's and the States' cap- 
abilities to monitor the adequacy of the informed consent 
process in every case are questionable. 

The statistics cited by the Center from the national 
sample indicate that while the informed consent process 
may have been imperfect, a vast majority of <he people 
vaccinated were provided with the consent form. Bowever, 
these statistics do not necessarily depict success in the 
informed consent process, If claims for damages occur 
concerning informed consent, the extent of Federal liability 
will depend on the number of claims filed, the extent of 
damages claimed, and interpretation of the adequacy of the 
informed consent process in each individual case through 
Federal tort claims procedures (as provided for by Public 
Law 94-380) and any subsequent litigation. As of February.14, 
1977, claims against the Federal Government for damages from 
the swine flu program totaled over $32 million. 

- m - M  

The Center was not asked to respond to the issues 
discussed below. 

That although, as of February 1, 
70 claims have been filed by people 
who belleve they were injured by the 
vaccine, Including 4 lawsuits seeking 
$19 million in damages in Oklahoma, 
the Justice Department presently has 
only 1 attorney assigned to swine flu 
litigation. 

-6- 
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Until February 1977, the Department had only one 
attorney assigned to swine flu litigation. During 
february 1977 two additional attorneys have been detailed 
to the program for 3 months with the option of remaining. 
The Department's supplemental appropriation submitted to 
the Office of Management and Budget on October 5, 1976, 
requested $1.7 million for 28 attorneys and 23 support 
personnel. On January 28, 1977, the Office approved and 
forwarded to Congress an appropriation request for $1.2 
million, reducing the total number of positions to 28. 
The Department of Justice estimates that 19 of the 28 
will be attorneys. This appropriation request has not 
been approved by the Congress. 

What are the implications of the pre- 
valence of the Gulllain-Barre syndrome 
among those receiving lnnoculations, the 
deaths which may be associated with the 
syndrome or deaths which otherwise may be 
associated with the program, and the suspen- 
slon of the program for the liability nrece- 
dents established in the swine flu legislation? 
What kind of liability coverage are manu- 
facturers seeking, and the insurance 
companies offering, for new vaccines? 

The extent of program participant liability for damages 
due to adverse reactions will be determined through Federal 
tort claims procedures (as provided for by Public Law 94-380) 
and any subsequent litigation. Whether program suspension 
will impact on the decisions in each case is uncertain. 

Liability insurance industry executives have pointed 
out that, since the Federal Government will control all 
key aspects of any immunization program that is conducted 
as a matter of public policy, the Government should be 
responsible for both the liability and the costs of 
litigation. Because of the expense related to defending 
nonmeritorious claims, the insurers believe that the vaccine 
manufacturers will be uninsurable at an acceptable premium 
without some Federal Government assumption of liability. 
HEW has stated that a national policy concerning compensation c 
will have to be developed for any future mass immunization 
programs. Other vaccines have been and probably will 
continue to be covered under the vaccine manufacturers' 
standard liability policies. 
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A review of the medical decisionmaking 
Process which led to the swine flu program 
is needed. Specifically, 

r- 
should A/Victoria 

vaccine have been produced in a separate 
form? Was the possibility of the develop- 
ment of GulllaIn-Barre syndrome as a 
combllcatlon of lmmunrzatron considered? 
When serious opposition to the nationwide 
program appeared in the fall, was the 
program adequately reviewed? 

We will discuss the decisionmaking process leading 
to the initiation and continuation of the swine flu program 
in detail in our report. We will include the information 
considered to begin the program and the adequacy of ongoing 
program review. 

The possibility of Guillain-Barre syndrome as a com- 
plication of immunity was not considered. According to 
the Center, the incidence of Guillain-Barre syndrome was 
infrequent. There was little or no evidence to link the 
syndrome to influenza vaccinations. The syndrome was not 
required to be reported to the Center prior to the swine 
flu program. 

With regard to A/Victoria vaccine, it was produced in 
a separate form before production of A/New Jersey vaccine. 
As the Center reported, enough A/Victoria vaccine was already 
available to vaccinate members of the "high risk" groups. 
These groups would have been the only ones being vaccinated 
under normal circumstances. Mixing the two vaccines allowed 
these people to receive both in one innoculation. Even if 
A/Victoria vaccine had still been available in a monovalent 
form when the swine flu program was halted because of Guillain- 
Barre syndrome, -A/Victoria vaccination would have been halted 
also. The syndrome was associated with all types of flu 
vaccines. 

What course of action. if anv. is ' 
appropriate for next year,'and how'can we 
avoid the mistakes and problems which 
continually plagued this year's program? 
HOW can we accurately assess the risk 
associated with administering, as well 
as not administering, flu vaccines? 

-8- 
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The course of action appropriate for next year will 
depend on epidemiological evidence gathered through this 
flu season and into the summer. Many lessons applicable 
to future mass immunization programs can be learned from 
the swine flu program. The impact of problems relating 
to program elements such as informed consent, liability 
coverage, the decision review process, State readiness, 
and vaccine availability should be considered for future 
application. We will discuss each of these in detail in 
our report. Hopefully, the experience provided by the 
swine flu program will permit a more accurate assessment 
of the risks associated with administering or not 
administering flu vaccines in the future. 

I trust that this information will be useful to 
you in assessing the costs and benefits of the swine 
flu program. Our report, now delayed until April, should 
provide more detailed information on many of these and other 
important program issues. 

Sincerely yours, 

ACTING Comptrolle; General 

Enclosure 

of the United States 

. 

-9- 
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DEPARTMENT OF HEALTH. EDUCATIOTJ. AXD V.‘ELFARE ‘. 
PUSLIC HEALTH SERVICE 

CEt4TER FOR D:SEASE CONTROL 

ATLANTA. GEORGIA 303:: 

ENCLOSURE I 

February 11, LST? 

Honorable Paul G. Ropers 
Cha i.i;sn, Subcomziift2e on Health 

and the Environment 
COZXliti22 cn InirrSGtce and Foreign 

Commerce 
U-v.cn A.YUC - of RnnrncerLt=f--~r2c 'L-y‘-- 
Washington, D.C. 20515 

Dear Pk. Rosers: 

As requested by Dr. Ryde of your staff, i am providing the following 
information relative to aliegations foxarded to you by Congessmen 
Henry k2xman and kndrex L, '-"uire in 2 letter dated Fe.bruarv 4, 1477. 
The spscifi c allegation is quote-, fOliOiT2d bv our response. it is 
my understanding that the Dep2rxment of Justice is providing infom- 
iion in response to allegation number 1.- 1 

1. "That the cosf of t'ne program may significantly exc22d tkc 
$135 million aaFro?riatei ?rirxriiy-because of th2 salary 
costs of the Federal and Srate personnel who particigared 
in the program." 

We do not expect t-be cost of the program to the Federal Governmezr 
to exceed $135 million. In fact, because the production of influ- 
enza vaccine has been less than originally estimated, $35 million 
of the $100 million provided for this purpose remains uncommirtr,. 
While the finai cost of infiuenza vaccine will be determined thrcxp?, 
negotiaclcn k-hen final deliveries are made, as required bv P.L. ;-- 
380, it is expected at this time that the fiual cost of vaccinrs 
will not exceed S64:67 million. 

Claims for vaccine associated injury which do not exceed $2,535 
will be paid frcm the esisting appropriation, but this is not 
expected to be iarge. Even if all claims of less than $2,5X 
which have been filed to date are found to be meritorious and 
are paid, the totai cost would be about $33,203. Settlements - 
exceeding $2,5X will be paid through normal tort claims . 
procedures. 

2. "That, 2s a result of the cost-overrun, there have been diversion: 
of funds from vcnerkal disease controi ani school imzznizatior. 
programs and other public health programs in many areas." 

As indicated abaye, there have been no cosli overruns under the 
?:ational Svrnc Fiu imunizarion Erosram of 1576. A varjetv o' 
existing? hsa?Kh personnel ct the Federal, Srate, and locsl'le<~~1~ 
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have been used temporarily in the influenza program, but such 
diversions were anticipated from the beginning of the program. 
This will not result in cost overruns under the appropriation 
which was made to carry out the program, since there is no 
plan to charge the salaries of all of these people to influenza 

_ funds. A study of the actual cost of the program at the State 
and local level, as required by PL 9$-3&O, is being carried out. 
Data from this study is expected to be available in April 1977. 

3. "That there are still no contracts with the manufacturers of the 
vaccine. It is our understanding that among other issues in 
dispute, one of the drug producers is insisting that the Government 
pay for six million doses of Port Chalmers vaccine, which was 
produced by mistake." 

Letter Contracts were signed with each vaccine manufacturer in 
September 1976. These contracts provide for deliveries of vaccine 
and payment on a provisional basis. This type of contract was 

used pending ccmplete review of the manufacturers' accounting 
systems and cost estimates by the HEN Xudit Agency, as required 
by PL 94-330. In addition, other provisicns of the contracts 
had to be worketi out between the manufacturer, 25W General Counsel 
and CDC. Signing of the definitized contract (replacing the 
letter contract), .is now awaiting an interpretation from,the Internal 
Revenue Service as to the taxability of the Self-Insurance-Retention 
Fund. The IRS ruling is expected shortly. 

No manufacturer produced six million doses of Port Chalmers influenza 
vaccine by mistake. The Parke Davis Company did produce six million 
doses of swine influenza vaccine from a swine virus ry;iich is related 
to, but.different from, the swine virus isolaied during the Ft. Dix 
outbreak in early 1976. This vaccine was not used in the prcgram. 
Finalization of the contract with Parke Davis is, therefore, also 
a::aiting a ruling by our General Counsel on whether the cost c;f the 
production of these six million doses should and can be charged to 
the Government as part of the cost of developing-and producing the 
A/Xew Jersey/76 (swine) vaccine which was used in the program. 

4. "Due to limited knowledge concerning duration of conferred immunity, 
it remains unknown whether those who have been inoculated against 
swine flu will be protected for the entire 1977-78 season." 

Some decline in antibody titers resulting from swine flu vaccination 
is expected, but is not expected to be large. 
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Recent laboratory tests on sera drawn from volunteers 7 months 
after participation in the National Influenza Immnnizacion Progr2m 
vaccine trials in April 1976 have shown an anticipated slow decline 
in swine influenza virus antibody titers. A subsample of 30 
individuals in the 25-34 year age group revealed that.t!;e percentage 
with titers of ~40 ((lequal to or greater than 40")decreased from 
90 percent to 67 percent. Percentage of persons in the 35-51 age 
group vith titers of >40 declined from 97 percent tc 73 percent. 
Titers of 2 20 were virtually unchanged. 

bihile zYx!y infecticns are thought to be prevented by 2 :iter of 
at least 20, a titer of > 40 is thought to represent a more - 
acceptable degree of protection. Based on previous findings, swine 
antibody titers of vaccinated persons should level off 2fter an 
initial decline. A larger study is planned later in the spring to 
determine t-he levels of antibod y remaining in the volunteer pcpulation 
1 year after irizunization. Substantial antibody titers lasting for 
several years are anticipated. 

5. "That vhen HE:?; recommended in the Fall that all children be immunized, 
the agency knew there wouid not be sufficient vaccine to protect 
all of them." 

This statement is accurate. Final vaccine recommendations for 
children in normal health were not made until late November 1976. 
KEG knew that the monovalent split virus influenza A vaccine r:hich 
was-recommended for these children existed in supplies too limited 
to permit vaccination of all U.S. chiidren. (There was, however, 
an adequate supply of the split-virus bivalent vaccine for children 
at "high risk.") HEW was confronted with the choice among four 
unattractive aiternatives, i.e.: (a) reject the recommendation of 
the Advisory Committee dn Immunization Practices for administration 
OF vaccine to children. (b) flake vaccine ayrailable to children cnly 
through private channels. (c) Make vaccine available to children 
through ail delivery systems on a first-come-first serve basis. 
(d) Request that each official health agency express its opinion 
as to preference for use of vaccine in its State. 

The last option was chosen and implemented. However, the National 
Influenza Immunization Program was curtailed before initiation of 

' vaccination programs for normally healthy children. 

6. "That because the drug companies were able, under the swine flu 
legislation, to make a profit on bivalent (s:s:ine flu/A Victoria) 
vaccine, but not on monovalent swine, 2 disincentive against the 
production of monovalent A Victoria qas provided. Indeed, the 
manufacturers rccalied all monovalent A Victorir and combined it 
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with swineflu, with the result that virtually no monovalent 
A Victoria had been available to the public for the past several 
months." 

There is nothing to suggest that this interpretation is accurate. 
The original decision to devote. the full production potential 
to the development of AlNewJersey vaccine was made by the 
Government in Xarch 1976 with the follc+7ing facts in mind: 
(a) All the United States population was viewed as vulnerable to 
A/New Jersey infection, therefore, every person needed the pro- 
tection of a dose of A/i\lew Jersey vaccine. (b) The only hope 
for producing an adequate number of doses (estimated 200 million) 
of A/Xew Jersey vaccine rested on full utilization of all 
available vaccine production potential. (c) Sulk stores of 
A/Victoria antigen already existed in quantities adequate to pro- 
vide vaccination to members of the "high risk" group. (d? A/Victoria 
influenza had already infected about one-half of the I;nited States 
population last winter, thus at least half of the population did not 
require the protection of A/Victoria vaccine. (e) There was no per- 
ceived need for a vaccine providing protection only against A/Victoria. 
(f) Since every individual needed protection against A/Ne;.r Jersey, 
including all those individuals 57l-10 would receive A/Victoria vaccine, 
it was logical, to combine A/Zew Jersey anti AfVicttiria an:igens in 
one vaccine requiring only one injection. 

Only after this decision had been made and production of all . 
A/Victoria vaccine had been completed was legislation enacted 
(PL 94-380) which limited profit to the A/Victoria component of 
the bivalent vaccine. There has never been any monovalent A/Vie- 
toria vaccine marketed in the iinited States. 

8. "Serious concerns persist surrounding the adequacy of the forms and 
statutory requirements for informed consent of the public." 

Project grant gurdelines issued by the Center for Disease Control 
(CDC) required all States to provide each person requesting 
vaccination with a CDC approved statement of risks and benefits, 
and to obtain written documentation that such information Fas 
provided. The only exceptions were active duty military,pcrsonnel, 
and persons seen by an individual physician F;ho did not wish to be 
afforded the liability protection of PL 94-380. 

Several methods of monitoring the implementation of informed consent 
procedures have been undertaken. Federal personnel at CDC and in the 
PHS Regional Offices have been instructed to make an on-site review 
of the implementation of these procedures 2s part of their regular 
technical assistance visits. Personnel of the Government Accounting 
Office have been most helpful in givLng us and appropriate State of- 
ficials feedback on their on-site revie.ws. All reports of irregularities 
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from these and other sources have been investigated. In general, 
major problems have been discovered in very few situations, and 
have occurred in isolated clinics. State level commitment to and 
implementation of informed consent procedures have been uniformly 
good. The speed with which the program was developed, the many 
last minute changes in informed consent procedures, and the great 
diffusion of vaccination responsibility among virtually all health 
care providers in each State, have been primarily responsible for 
the few problems which have arisen. 

In addition, CDC undertook an evaluation of the implementation of 
the procedures by questioning a national sample of persxs who have 
been vaccinated. These data are useful in assessing the overall 
implementation of informed consent procedures, although they are 
based on individual recollections of what occurred and are subject 
to the normal limitations of national sampling procedures. 

Of the people interviewed during early December, 32 percent said 
they had received a shot (up from 14 percent the month before). 
Or' these, 89 percent said they were shown or given a form at the 
place where they were vaccinated telling about the benefits of the 
vaccine and about possible side effects or reactions to it (up 
from 86 percent a month Eefore). It should be noted that physicians 
F?ere re";uire? to use the fcrm only if they sought the protection of 
PL 94-3SO. Ninety-three percent of those recalling a form said they 
understood all (79 percent) or most (an additional 14 percent) of 
the information on it. 

Of the persons vaccinated, 16 percent said they didn't sign anything 
to receive the vaccine (up from 10 percent a month earlier). This 
percentage was highest, as expected, when the vaccination was pro- 
vided in a doctor's office (39 percent) or in a hospital (33 percent). 
Of those who didn't sign anything, il percent said they had been 
asked to, but didn't. 

These data suggest that the vas-t majority of persons vaccinated re- 
called informed consent procedures which were consistent with Federal 
guidelines. However, even allowing for faulty memories, the system 
was evidently not perfect. 

Please let me know if you need additional information regarding any 
of these allegations, and I will provide it promptly. 

Sipcerely yours, 

David J. Fencer, M.D. 
Assistant Surgeon General 
Director 




