
99TH CONGRESS I t REPT. 99-9082d Session HOUSE OF REPRESENTATIVES Part 1

NATIONAL CHILDHOOD VACCINE INJURY ACT OF 1986
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Mr. DINGELL, from the Committee on Energy and Commerce,
submitted the following

REPORT

together with

DISSENTING VIEWS

[To accompany H.R. 5546 which on September 18, 1986, was referred jointly to the
Committee on Energy and Commerce and the Committee on Ways and Means]

[Including cost estimate of the Congressional Budget Office]

The Committee on Energy and Commerce, to whom was referred
the bill (H.R. 5546) to amend the Public Health Service Act to es-
tablish a National Vaccine Program for the development of new
vaccines and the improvement of existing vaccines and a program
to compensate the victims of vaccine-related injuries and deaths,
and for other purposes, having considered the same, report favor-
ably thereon with amendments and recommend that the bill, as
amended, do pass.
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The amendments (stated in terms of the page and line numbers
of the introduced bill) are as follows:

Page 3, line 5, strike out "2115" and insert in lieu thereof "2116"
and on line 6 strike out "2315" and insert in lieu thereof "2316".

Page 5, line 13, strike out "353" and insert in lieu thereof "351".
Page 11, line 9, strike out "2121(b)" and insert in lieu thereof

"2121(a)".
Page 11, line 17, insert before the period the following: "if the

petition was filed within one year of the date of the dismissal of
the civil action".

Page 21, strike out the sentence beginning in line 2.
Page 21, beginning in line 7 strike out "that the record as a

whole demonstrates" and insert in lieu thereof "on the record as a
whole" and in line 12 insert "that" before "there".

Page 35, lines 7 and 12, strike out "2121(b)" and insert in lieu
thereof "2121(a)".

Page 36, strike out lines 7 through 11 and insert in lieu thereof
the following:

under the Program ai-
"(1) no State, and
"(2) no entity which provides health services on a

prepaid basis or provides health benefits,
may make the provision of health services or health bene-
fits secondary to the payment of compensation under the
Program.

Page 36, beginning in line 22, strike out "after the first promul-
gation of regulations implementing this subtitle" and insert in lieu
thereof "after the date of the enactment of this title".

Page 37, line 15, strike out "48" and insert in lieu thereof "24".
Page 38, strike out lines 1 through 6 and insert in lieu thereof

the following:
"(A) a vaccine-related injury which is associated with

a vaccine which was administered more than 8 years
before the date of enactment of this title, and

"(B) a vaccine-related death which is associated with
a vaccine which was administered more than 8 years
before the date of enactment of this title.

Page 45, line 14, strike out "DIRECT".
Page 46, beginning in lines 4 and 14, strike out ", guidelines, and

directives".
Page 46, line 6, strike out "vaccine injury or death" and insert in

lieu thereof "the vaccine-related injury or death for which the civil
action was brought".

Page 48, line 22, insert before the period the following: "which
activity related to the vaccine-related injury or death for which the
civil action was brought".
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Page 57, line 18, insert "intentionally" after "who".
Page 60, strike out line 15 and all that follows through line 22 on

page 61 and redesignate subsection (c) on page 61 as subsection (b).
Page 72, insert after line 21 the following:

SEC. 106. STUDY OF IMPACT ON SUPPLY OF VACCINE.

On June 30, 1987, and on June 30 of each second year
thereafter, the Secretary of Health and Human Services
shall submit to the Committee on Energy and Commerce
of the House of Representatives and the Committee on
Labor and Human Resources of the Senate-

(1) an assessment of the impact of this Act on the
supply of vaccines listed in the Vaccine Injury Table
under section 2114 of the Public Health Service Act,
and

(2) an assessment of the ability of the administrators
of vaccines (including public clinics and private admin-
istrators) to provide such vaccines to children.

Page 80, insert after line 5 the following:

SEC. 303. INSUFFICIENT FUNDS.
If at any time the National Vaccine Injury Compensa-

tion Trust Fund established under section 9505 of the In-
ternal Revenue Code of 1954 has insufficient funds to pay
all of the claims payable out of such Trust Fund for 180
days, subtitle 2 of title XXI of the Public Health Service
Act shall cease to be in effect. Such subtitle 2 shall remain
ineffective until sufficient funds to pay all of the claims
payable under such Trust Fund become available.

PURPOSE AND SUMMARY

H.R. 5546, the "National Childhood Vaccine Injury Act of 1986",
creates a new system for compensating individuals who have been
injured by vaccines routinely administered to children. The system
consists of two separate, but related parts and concerns only the
actions of those injured by specified childhood vaccines and the
manufacturers of such vaccines.

Part A of the system amends the Public Health Service Act to
establish a Federal "no-fault" compensation program under which
awards can be made to vaccine-injured persons quickly, easily, and
with certainty and generosity. All individuals injured by a vaccine
administered after the date of enactment of the legislation are re-
quired to go through the compensation program. Judgments and
awards entered under the compensation program must be express-
ly rejected before other remedies may be pursued. Funding for the
program is provided through a tax to be placed on designated child-
hood vaccines.

Part B of the system deals with the additional remedies that are
available to vaccine-injured persons should they elect to reject a
judgment and award made under the compensation program and to
take action directly against a vaccine manufacturer. Under such
circumstances, an individual may file a civil action for damages re-
lating to a vaccine injury just as he or she may have done prior to
the enactment of the legislation. Under Part B of the system, how-



ever, several new substantive and procedural requirements are es-
tablished for the recovery of these damages.

H.R. 5546 contains several other provisions not pertaining to the
issue of compensation for vaccine-injured persons, but very much
linked to the related questions of vaccine development, safety, and
effectiveness. The bill makes mandatory-for the first time-the
reporting of injuries resulting from routine childhood vaccines to
Federal officials. It requires the Secretary to develop and distribute
parent information materials on these vaccines and on the diseases
they prevent. Vaccine manufacturers are required to keep records
on the production, testing, and handling of their products and to
report any potential problems to appropriate Federal agencies
within a 24-hour period. A new authority to recall hazardous vac-
cines is provided for the Secretary. Finally, the legislation requires
the Secretary to perform a number of studies on various childhood
vaccines and on the sufficiency of their warnings and labels.

The bill also establishes a National Vaccine Program to oversee
and carry out Federal vaccine-related research, testing, licensing,
production, and distribution activities concerning all vaccines. The
purpose of this program is to provide needed focus and direction at
the Federal level on the development of both new and improved
vaccines that can be used in this country and around the world.
Under such a program, the Committee expects that a greater
number of manufacturers will enter the vaccine market and that a
greater number of vaccine products will become available to pre-
vent disease, reduce reactions, and otherwise improve public
health.

BACKGROUND AND NEED FOR LEGISLATION

Vaccination of children against deadly, disabling, but prevent-
able infectious diseases has been one of the most spectacularly ef-
fective public health initiatives this country has ever undertaken.
Use of vaccines has prevented thousands of children's deaths each
year and has substantially reduced the effects resulting from dis-
ease. Billions of medical and health-related dollars have been saved
by immunizations. And, through the development of vaccines to
prevent childhood diseases, significant scientific progress has been
made in the development of vaccines to prevent other types of dis-
eases. In brief, the Nation's efforts to protect its children by pre-
venting disease have been-by every measure-a success.

In recent years, however, the Nation's ability to maintain this
level of success has come into question. Previously unrecognized in-
juries associated with vaccines have become more widely known.
While most of the Nation's children enjoy great benefit from im-
munization programs, a small but significant number have been
gravely injured. These children are often without a source of pay-
ment or compensation for their medical and rehabilitative needs,
and they and their families have resorted in greater numbers to
the tort system for some form of financial relief.

At least in part as a result of this increase in litigation, the
prices of vaccines have jumped enormously. The number of child-
hood vaccine manufacturers has declined significantly. In certain
areas, the level of immunization against some preventable diseases
has decreased while the incidence of those diseases has increased.



All of this has led to the Committee's re-evaluation of all current
vaccine and vaccine-related activities and, in turn, to a real con-
cern about the future of Federal immunization initiatives.

H.R. 5546 is the result of the Committee's re-evaluation. It re-
flects five principal findings (the basis for which are discussed
below) made by the Committee during its study of this issue:

(1) The availability and use of vaccines to prevent childhood
diseases is among the Nation's top public health priorities.

(2) The Federal government has the responsibility to ensure
that all children in need of immunization have access to them
and to ensure that all children who are injured by vaccines
have access to sufficient compensation for their injuries.

(3) Private or non-governmental activities have proven inade-
quate in achieving either of these goals.

(4) Current economic conditions have resulted in an unstable
and unpredictable childhood vaccine market, making the
threat of vaccine shortages a real possibility.

(5) Because of their cost-effectiveness, the Federal govern-
ment has an interest in the development, distribution, and use
of vaccines, including those designed to prevent non-childhood
diseases.

Childhood Diseases and Immunization Programs
Since the early days of this Nation's history, the Federal govern-

ment has had the responsibility to prevent the spread of infectious
diseases from other countries into the United States and between
States within its own borders. In meeting this responsibility, the
Federal government has assumed-for more than a generation
now-a leadership role in providing immunizations against child-
hood diseases. Through Federal support, State and local health
agencies are able to plan, develop, and conduct programs to immu-
nize children against polio, measles, mumps, rubella (German mea-
sles), diphtheria, pertussis (whooping cough), and tetanus. This role,
repeatedly reaffirmed by the Congress, assures that the country
maintains a consistent national policy in protecting our children
against preventable diseases. (For a more detailed description of
the Federal government's historical involvement with childhood
immunization programs, see Part II, Childhood Immunizations, a
report prepared by the staff of the Subcommittee on Health and
the Environment (Comm. Print 99-LL).)

Over the years, State government has become an important ad-
junct in carrying out the Federal government's responsibility to
prevent the spread of infectious diseases. Today, State immuniza-
tion laws require that virtually all children be vaccinated against
each of the seven common childhood diseases before they enter
school. Near-universal compliance with these laws has resulted in
the dramatic reduction in the incidence of these diseases. Indeed,
polio, diphtheria, and tetanus have essentially been eradicated as
childhood diseases in this country. Great progress has been made
in eliminating measles as a native disease and efforts have been in-
tensified to hasten the elimination of the other childhood diseases
as well.
Compensation for vaccine-related injuries

In the past, the medical problems that can be associated with the
vaccines that are given to children have sometimes been over-
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looked. More recently, however, information has become available
about the potential hazards of these vaccines and about the seri-
ous-and sometimes deadly-consequences they can have. This is
particularly true with regard to the pertussis vaccine which is most
commonly administered as part of a series of immunizations known
as DPT (diphtheria, pertussis, tetanus). Severe reactions to the
other vaccines have been reported as well.

While it is true that some children, because of their physical con-
dition, are more likely to react to a vaccine, vaccine reactions are
not completely forseeable. There is today no "perfect" or reaction-
free childhood vaccine on the market. A relatively small number of
children who receive immunizations each year have serious reac-
tions to them. But it is not always possible to predict who they will
be or what reactions they will have. And since State law requires
that all children be immunized before entering school, most par-
ents have no choice but to risk the chance-small as that may be-
that their child may be injured from a vaccine.

Despite these possibilities, public health officials, private physi-
cian groups, and parent organizations have repeatedly stated that
it is safer to take the required shots than to risk the health conse-
quences of contracting the diseases immunizations are designed to
prevent. As a result and in light of the overall success of immuni-
zation programs, the Federal government continues to support
State and local efforts to provide immunizations to children and
States continue to require that children be vaccinated as a condi-
tion for entering school.

But for the relatively few who are injured by vaccines-through
no fault of their own-the opportunities for redress and restitution
are limited, time-consuming, expensive, and often unanswered.
Currently, vaccine-injured persons can seek recovery for their dam-
ages only through the civil tort system or through a settlement ar-
rangement with the vaccine manufacturer. Over time, neither ap-
proach has proven satisfactory. Lawsuits and settlement negotia-
tions can take months and even years to complete. Transaction
costs-including attorneys' fees and court payments-are high.
And in the end, no recovery may be available. Yet futures have
been destroyed and mounting expenses must be met.

This approach has also been ineffective for the manufacturers of
childhood vaccines. This has become especially true in more recent
years as the number of lawsuits-particularly those concerning the
DPT vaccine-has increased. (For a more detailed discussion of the
litigation experience of manufacturers, see Part IV of the Subcom-
mittee's report, Childhood Immunizations, which presents the re-
sults of the Subcommittee's survey of the manufacturers on this
subject). Manufacturers have become concerned not only with the
problems of time and expense, but with the issue of the availability
of affordable product liability insurance that is used to cover losses
related to vaccine injury cases. Whether current problems with li-
ability insurance arise from a crisis in the tort system or from a
particularly bad downturn in the business cycle of the insurance
industry has been and remains a matter of great controversy. Nev-
ertheless, there is little doubt that vaccine manufacturers face
great difficulty in obtaining insurance. This lack of insurance was
the stated reason for one manufacturer to withdraw temporarily
from the vaccine market in 1984. Others have suggested that they
may follow a similar course of action. This factor, coupled with the
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possibility that vaccine-injured persons may recover substantial
awards in tort claims, has prompted manufacturers to question
their continued participation in the vaccine market.

The loss of any of the existing manufacturers of childhood vac-
cines at this time could create a genuine public health hazard in
this country. Currently, there is only one manufacturer of the polio
vaccine, one manufacturer of the measles, mumps, rubella (MMR)
vaccine, and two manufacturers of the DPT vaccine. Two States,
Michigan and Massachusetts, produce their own DPT vaccine. De-
spite Congressional support, Federal vaccine stockpiles maintained
by the Centers for Disease Control (CDC) have never reached CDC's
recommended level of six-months' supply. Thus, the withdrawal of
even a single manufacturer would present the very real possibility
of vaccine shortages, and, in turn, increasing numbers of unim-
munized children, and, perhaps, a resurgence of preventable dis-
eases.

H.R. 5546
Thus, two overriding concerns have led to the development of

this legislation: (a) the inadequacy-from both the perspective of
vaccine-injured persons as well as vaccine manufacturers-of the
current approach to compensating those who have been damaged
by a vaccine; and (b) the instability and unpredictability of the
childhood vaccine market. As further outlined below, H.R. 5546 es-
tablishes a new system for vaccine injury compensation which the
Committee believes is fair, simple, and easy to administer. Just as
important, the Committee believes that once this system is in place
and manufacturers have a better sense of their potential litigation
obligations, a more stable childhood vaccine market will evolve.

In establishing this new system, however, the Committee recog-
nizes the need for additional measures to help ensure that the
Nation is able to maintain safe and reliable childhood vaccination
programs and to continue these programs' great successes of the
past. H.R. 5546 contains, therefore, a number of provisions concern-
ing vaccine safety, production, and information. In addition, the
bill calls for several studies to be completed on specified vaccines.
These provisions, together with the new compensation system,
should produce a much improved national childhood immunization
initiative.

In light of the significant public health advances that have been
made as a direct result of the development and use of childhood
vaccines, the Committee believes that more emphasis should be
placed on the research and production of other vaccines. According-
ly, H.R. 5546 establishes a National Vaccine Program to make
better use of the scientific opportunities offered by both public and
private vaccine research. It is the Committee's expectation that
under this program substantial progress will be made toward the
development and distribution of vaccines that will further enhance
the public health of this country as well as countries around the
world.



SECTION-BY-SECTION ANALYSIS AND DISCUSSION

Section 1-Short Title and Table of Contents

TITLE I-VACCINES

Section 101-Amendment to the Public Health Service Act

Section 101 adds a new title, numbered Title XXI, to the Public
Health Service Act. The following references (through Section 2133)
refer to the provisions of that title.

TITLE XXI-VACCINES

Subtitle 1-National Vaccine Program

In March of 1985, the Oversight and Investigations Subcommit-
tee conducted a hearing on vaccine development, in the context of
a series of hearings on biotechnology. Witnesses described advances
in biotechnology that could lead to the production of new and im-
proved vaccines, as well as the lack of organization at the Federal
in the promotion and use of vaccines.

In response to these hearings and other Subcommittee and Con-
gressional activity, on March 6, 1986, Chairman John D. Dingell of
this Committee and Chairman Orrin G. Hatch of the Senate Com-
mittee on Labor and Human Resources wrote to Dr. Samuel 0.
Thier, President of the Institute of Medicine (IOM) to seek assist-
ance in formulating a new policy on vaccines. In that letter, the
two chairmen requested that the IOM examine questions of re-
search development, testing, supply, and use of vaccines.

The IOM responded by convening a national conference of 70
leading experts on vaccines and immunization. The conference pro-
ceedings were summarized in a paper prepared for the use of the
Committee and published as Committee Print 99-I. Working
groups discussed problems and policy alternatives in seven areas:
research; development; clinical trials; licensing and quality control;
production and procurement; distribution and use; and surveillance
and monitoring.

Among the researchers at the IOM conference, the discussion fo-
cused on the continuing inadequacy of government and industrial
investment in this extraordinarily cost beneficial area of preven-
tive medicine. Depite a strong history of the Government assigning
high priority to vaccines, based on analyses of the cost-effectiveness
of immunization, these researchers were not sanguine that their
work would be carried through to its public health application.

The participants in the IOM conference reported that many po-
tentially promising research results are never developed as prod-
ucts. Clinical trials are expensive and thus potentially limit vaccine
development. The U.S. system of licensure is not linked to the
public health goal of preventing human infectious disease. Deci-
sions to manufacture and sell vaccines are often based on the small
U.S. vaccine market rather than a response to the public health
need.

Federal programs have probably had their greatest effect on the
distribution and use of vaccines in the U.S., but the number of vac-
cines and their use is far from optimal. Adult vaccines, which are



not mandated by school attendance statutes in the States, are
poorly used in the U.S. There was agreement that improved sur-
veillance of vaccine use and effectiveness would improve all aspects
of vaccine and immunization programs.

At the close of the IOM conference, the current chairman of an
interagency working group in the Public Health Service responded
that further collaboration and cooperation between the Centers for
Disease Control, the National Institutes of Health, and the Food
and Drug Administration would be productive. There has been co-
ordination of the effort to develop an improved pertussis vaccine
and to stabilize the supply of the current vaccine. However, there
has been neither time nor resources to do similar planning on
other vaccine issues.

The National Vaccine Program established in subtitle 1 is a re-
sponse to a broadly accepted need to make better use of the scien-
tific opportunities offered by vaccine research. Both industry and
government can enhance their efforts through coordination and
collaboration.

Section 2101-Establishment

This section mandates the Secretary of Health and Human Serv-
ices to create a National Vaccine Program, to be administered by a
Director, selected by the Secretary. The purpose of the Program is
to achieve optimal prevention of naturally occurring human infec-
tious diseases through immunization and to achieve optimal pre-
vention of the adverse reactions to vaccines. The program is not in-
tended to address infectious diseases that might be caused by man-
made biological warfare agents.

Section 2102-Program Responsibilities

Subsection (a).-This provision spells out the elements of the na-
tional Vaccine Program. These program responsibilities are imple-
mented through the plan described in Section 2103 (discussed
below), and by the Director and the small staff funded by an appro-
priation authorized by Section 2106(a) (discussed below). The re-
sponsibilities are as follows:

(1) Vaccine Research.-The National Vaccine Program Director
shall, by providing direction to and coordinating the research ac-
tivities of Federal agencies, assure that Federal resources used for
vaccine research have the greatest beneficial effect in preventing
human infectious diseases. The vaccine research referred to in this
section includes those activities intended to enhance our fundamen-
tal knowledge about diseases, pathogens, vectors, adjuvants, and
host responses and thus make safe vaccine development possible.
Such research is currently conducted by or for the National Insti-
tutes of Health, the Centers for Disease Control, the Food and Drug
Administration, the Department of Defense, and the Agency for
International Development.

(2) Vaccine Development. -Vaccine development activities of Fed-
eral agencies are to be coordinated by, and receive direction from,
the National Vaccine Program. Vaccine development entails re-
search on particular vaccines to produce them in test batches for
clinical trials and, if these are successful, to address the engineer-
ing problems of industrial level production. An understanding of



the role of private research and private development activities will
be essential for the National Vaccine Program to operate effective-
ly.(3) Safety and Efficacy Testing of Vaccines.-Clinical trials to es-
tablish safety and efficacy are now required for all vaccines. Diffi-
culty in organizing clinical trials and their cost may deter the de-
velopment of important vaccines. The National Vaccine Program
will assure that clinical testing of vaccines proceeds efficiently, so
that the basic public health goals of immunization programs can be
met. The Director of the Program will provide direction for, and co-
ordinate, the testing activities conducted and supported by Federal
agencies. Information about private testing activities will be essen-
tial to improve the effectiveness of Federal programs.

(4) Licensing of Vaccine Manufacturers and Vaccines.-The Food
and Drug Administration, under Section 351, now licenses vaccine
manufacturers and vaccines. The National Vaccine Program will,
by coordinating these licensure activities with other Federal agen-
cies that are engaged in research, development, and clinical test-
ing, seek to make the licensure program responsive to the public
health priorities of immunization. The National Vaccine Program
will assist the Food and Drug Administration to assign resources to
vaccine licensure activities, so that these activities may best con-
tribute to rapid licensure of important vaccines.

(5) Production and Procurement of Vaccines.-The National Vac-
cine Program will be responsible for determining the vaccine
supply needs of the United States. The Program will attempt to co-
ordinate agency activities to assure that an adequate supply of vac-
cines is produced by the public and private sectors and that the
Federal agencies will have the resources needed to procure the vac-
cines needed to supplement state and local, public and private pur-
chases to achieve optimal immunization of the Nation's population.
In addition, the Program will coordinate and monitor the United
State's continued contribution to the United Nations' immuniza-
tion program and assistance of other countries through foreign aid.
International immunization activities have always resulted in
public health and financial benefits for U.S. citizens. Through the
plan and resources available under Section 2100(b) (discussed
below) the National Vaccine Program will ensure adequate vaccine
production and procurement.

(6) Distribution and Use of Vaccines.-The Centers for Disease
Control is the agency charged with Federal responsibility for vac-
cine distribution and use. By providing direction to the Centers for
Disease Control and coordinating its activities with other Federal
agencies under the Plan, the National Vaccine Program can en-
hance the effectiveness of immunization programs. The programs
of assistance to State and local health departments and to health
practitioners in distributing vaccine and encouraging public accept-
ance of immunizations and avoiding misuse of vaccines leading to
adverse reactions would be coordinated with other Federal activi-
ties.

(7) Evaluating the Need for and the Effectiveness and Adverse Ef-
fects of Vaccines and Immunization Activities.-In addition to the
five Federal agencies regularly involved in immunization activities,
the surveillance and monitoring activities envisioned in Section
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2102(a)(7) would involve the National Center for Health Statistics,
the National Center for Health Services Research and Health Care
Technology Assessment, the Health Care Financing Administra-
tion, and the Veterans' Administration. By coordinating and pro-
viding direction to these agencies and cooperating with private in-
stitutions, the National Vaccine Program would create a national
program of monitoring and surveillance of vaccines and immuniza-
tion activities.

(8) Coordinating Governmental and Non-governmental Activi-
ties.-The National Vaccine Program would constitute the central
focus in the Federal government for gathering and analyzing infor-
mation about non-government vaccine and immunization activities.
Because of the success of immunization efforts, including vaccine
research and development, is dependent on close collaboration and
cooperation between government, industry, universities, and
others, the National Vaccine Program will encourage the invest-
ment of non-government resources in a manner that they will com-
plement government activities.

(9) Funding Federal Agencies.-Because effective cooperation be-
tween Federal agencies under the National Vaccine Plan depends
on each agency's meeting goals set in the Plan, the Director is au-
thorized under Section 2106 (discussed below) to make funds avail-
able for activities described under the Plan, to supplement funds
otherwise available to such agencies for activities under the Plan.
These funds would be made available during the year that the Plan
is in force to make sure that the failure of one agency to meet an
objective does not cripple the whole national vaccine effort.

Subsection (b).-In carrying out this Section the Director shall
consult with each and every Federal agency with a role in vaccine
or immunization activity. The Committee expects that the Director
will choose to create an interagency committee to enhance commu-
nication and to facilitate this kind of consultation.

Section 2103-Plan
The National Vaccine Plan, which is to be produced by January

1, 1987, and updated annually, will describe all vaccine and immu-
nization activities of the Federal government. It will establish pri-
orities for research, development, testing, licensing, production,
procurement, distribution and effective use of vaccines. It will de-
scribe an optimal use of resources to carry out the priorities, and
describe how each of the various department and agencies will
carry out their vaccine functions in consultation and coordination
with the Program and in conformity with the Plan's priorities.

The annual production of the Plan is to be an integral part of
the ongoing process for coordinating and providing direction to col-
laborating agencies.

Section 2104-Report

So that the appropriate House and Senate committees may per-
form their oversight function with regard to the National Vaccine
Program, the Director is to submit an annual report on the imple-
mentation of the program and the Plan. This Plan will provide
Congress with information on progress in vaccine research, devel-
opment, testing, licensing, production and procurement, distribu-



tion and use, and monitoring and surveillance. Information about
these activities from many agencies should be assembled in this
report so that the Congress can understand the progress being
made on vaccines and immunizations against human infectious dis-
eases.

Section 2105-National Vaccine Advisory Committee
This section creates a national advisory committee to advise the

Director of the Program. Recognizing the longstanding role of the
National Academy of Sciences' Institute of Medicine in vaccine
policy development, the Committee intends that the Director con-
sult with the Academy in appointing the Advisory Committee. The
Director shall select the Committee's membership from among a
broad and representative range of individuals concerned with vac-
cines.

The Advisory Committee will make recommendations in four
areas:

(1) How to assure the supply of safe and effective vaccines.
(2) Research priorities to enhance vaccine safety and efficacy.
(3) Implementation of the Program and content of the Plan

and report.
(4) Important areas for government and non-government co-

operation to be included in the Program, Plan or report.

Section 2106-Authorizations
This section makes two annual authorizations for five years. The

first is for funds to support staff for the Program and to support its
activities, including the Advisory Committee. The second is for
funds to be made available to programs under the Plan, which
during a fiscal year, require additional funding to meet the objec-
tives spelled out in the Plan.

Subtitle 2-National Vaccine Injury Compensation Program

Part A-Program Requirements
The bill establishes a compensation system for those persons in-

jured by routine pediatric vaccines. The system is intended to be
expeditious and fair. It is also intended to compensate persons with
recognized vaccine injuries without requiring the difficult individ-
ual determinations of causation of injury and without a demonstra-
tion that a manufacturer was negligent or that a vaccine was de-
fective.

While the bill does not prohibit a vaccine-injuried person who
has completed compensation proceedings from going on to court,
the system is intended to lessen the number of lawsuits against
manufacturers. Toward this end, the bill requires that a person
with an injury resulting from a vaccine that was administered
after the enactment of this legislation file a compensation petition
and go through the compensation program before proceeding with
any litigation against a manufacturer. If, however, after compensa-
tion proceedings are complete, a vaccine-injured person elects to
reject the system's findings and award and go on to court, he or
she is free to do so.



The Committee anticipates that the speed of the compensation
program, the low transaction costs of the system, the no-fault
nature of the required findings, and the relative certainty and gen-
erosity of the system's awards will divert a significant number of
potential plaintiffs from litigation.

The Committee also recognizes that because of many States'
standards of proof of liability, many vaccine-injured persons are
presently without legal remedy under current tort law. The Com-
mittee anticipates that many of these persons will be compensated
for their injuries under the compensation system.
Section 2110-Program Established

Section 2110 establishes the National Vaccine Injury Compensa-
tion Program ("the Program") for the administration of payments
awarded to vaccine-injured persons. The Program is to be adminis-
tered by the Secretary of the Department of Health and Human
Services (HHS). The section also establishes that it is the ethical
duty of an attorney consulted on matters of vaccine-injury to
advise his or her client or potential client of the availability of
compensation under the program.
Section 2111-Petitions for Compensation

Subsection (a)-General Rule.-Under the bill, a compensation
proceeding is initiated by the filing of a petition for compensation
with the U.S. district court for the district in which the petitioner
resides or in which the injury occurred. This petition is also to be
served upon the Secretary of HHS.

In its establishment of eligibility for compensation and its estab-
lishment of proceedings that must be completed before entering
litigation, the bill divides vaccine-injured persons into three gener-
al groups: 1) those who were injured by a vaccine more than eight
years before enactment of the legislation; 2) those who were in-
jured by a vaccine that was administered before the enactment of
the legislation, but less than eight years before; and 3) those who
are injured by a vaccine that is administered after the enactment
of the legislation.

Group One: As described below in Section 2116, those persons in
the first group are not eligible for compensation under the system.
As further described in Section 2122, the bill makes no changes
from current law in such persons' legal rights or remedies.

Group Two: Those persons in the second group (i.e., those injured
less than eight years ago but by a vaccine administered before en-
actment of the legislaton) are eligible for compensation but are not
required to enter the compensation system before pursuing tort liti-
gation.

If such a person has pursued a civil action against a manufactur-
er before enactment of the legislation and no damages were award-
ed or the action was dismissed, he or she may file for compensa-
tion. The ability to make such an election under this Section is not
intended to permit such a person to bring a civil action that would
be barred by such State doctrines as res judicata, laches, or collat-
eral estoppel. It is not intended that such a claimant would be per-
mitted to file a new civil action upon completion of the compensa-
tion proceedings; rather, this permissive entry is provided only to



give these persons the opportunity for compensation under the no-
fault system.

If a person in the second group has a tort action against a manu-
facturer pending at the time of enactment, he or she may elect to
maintain such an action or may, within two years of enactment or
before judgment in the action (whichever comes first), elect to with-
draw the action without prejudice and enter the compensation
system. If such a person elects to maintain the civil action, he or
she is permanently barred from entering the compensation system.
If such a person elects to withdraw the civil action within the spec-
ified time, he or she may enter the system and may, at the conclu-
sion of the compensation proceedings, elect to pursue whatever tort
remedies may be available (although if a second civil action is to be
filed, he or she must, of course, first reject the compensation find-
ings and award).

If a person in the second group initiates a civil action against a
manufacturer after the enactment of this legislation without first
completing the compensation system, he or she may not enter the
compensation system.

If a person in the second group has been awarded damages or
has received a settlement for a civil action against a manufacturer,
he or she may not enter the compensation system.

Group Three: Persons in the third group must complete the com-
pensation proceeding and reject its judgment and its award before
pursuing a civil action against a manufacturer for vaccine injury.
This limitation does not apply to claims for under $1,000.

The bill also prohibits the act-by impleader, cross-claim, or sep-
arate suit or any other practice-of making a vaccine manufactur-
er a party to any civil action brought by a person in the third
group before that person has completed a compensation proceeding.

If a civil action is initiated by a person in group three who has
not completed the compensation proceeding and rejected its judg-
ment and award, that civil action is to be dismissed. This dismissal
of a civil action does not affect the person's ability to bring another
civil action after completing the compensation proceeding and re-
jecting its judgment and award.

If a civil action is initiated and dismissed as described in the pre-
ceding paragraph, and if a petition for compensation is filed there-
after, the date of the filing of the civil action is to be considered the
date of the filing of the petition for purposes of the time limitations
set forth below in Section 2116. Such a petition must be completed
within one year.

Subsection (b)-Petitioners.-A petition may be filed by any
person (or his or her legal representative) who has been injured by
a vaccine listed in the Vaccine Injury Table ("the Table," discussed
in Section 2114 below). Only one petition may be filed with respect
to each administration of a vaccine. While this provision allows for
the possibility of a separate recovery for each shot in a series of
inoculations with the same vaccine, the Committee intends that
such multiple awards be made only under the unusual circum-
stances in which separate and distinct injuries occur from individ-
ual administration. In most circumstances in which a vaccine has
been given on more than one occasion and injuries have resulted,
the Committee intends that a single petition encompass all re-



quests for compensation and that the limits of available compensa-
tion apply to this petition and that only in the most unusual cir-
cumstances should a petitioner be allowed to make more than one
recovery and exceed the limitations on pain and suffering pay-
ments.

Subsection (c)-Petition Content.-A petition must contain a vari-
ety of materials necessary to make a finding that compensation is
to be made. These materials include evidence that the person on
behalf of whom the petition is filed (hereinafter referred to as "the
petitioner")-

received a vaccine listed in the Table or contracted polio
from a recipient or oral polio vaccine;

met certain citizenship or location restrictions;
sustained or had significantly aggravated an injury listed in

the Table;
sustained or had aggravated the injury within the time peri-

ods specified in the Table;
suffered residual effects for more than one year or died or

incurred unreimbursable expenses of greater than $1,000; and
has not previously collected an award or settlement for the

injury.
The petition should also contain all available relevant medical

records and identification of any unavailable records. In addition,
the petition should include documents necessary for the determina-
tion of the amount of the compensation award.

If the petitioner sustained or had significantly aggravated an
injury not listed in the Table, he or she may petition for compensa-
tion. If the petitioner sustained or had significantly aggravated an
injury listed in the Table but not within the time period set forth
in the Table, he or she may petition for compensation. In both of
these cases, however, the petition must affirmatively demonstrate
that the injury or aggravation was caused by the vaccine. Simple
similarity to conditions or time periods listed in the Table is not
sufficient evidence of causation; evidence in the form of scientific
studies or expert medical testimony is necessary to demonstrate
causation for such a petitioner. (Such a finding of causation is
deemed to exist for those injuries listed in the Table which occur
within the time period set forth in the Table.) The Committee does
not intend, however, to susgest that variance from the Table
should act as a presumption against the petitioner but rather only
that such a petitioner is not to be deemed to be eligible for compen-
sation without further showings of causation.

"Significant aggravation" is defined below in Section 2133. The
Committee has included significant aggravation in the Table in
order not to exclude serious cases of illness because of possible
minor events in the person's past medical history. This provision
does not include compensation for conditions which might legiti-
mately be described as pre-existing (e.g., a child with monthly sei-
zures who, after vaccination, has seizures every three and a half
weeks), but is meant to encompass serious deterioration (e.g. a
child with monthly seizures who, after vaccination, has seizures on
a daily basis). The Committee also intends that the time periods set
forth in the Table apply to the significant aggravation in order for
causation to be deemed to exist (e.g., a significant deterioration of a



seizure disorder after DTP vaccination must first become manifest

within three days of the vaccination).

Section 2112-Court Jurisdiction

Subsection (a)-General Rule.-The district courts are to have ju-
risdiction over the compensation proceedings and such orders as
are necessary to assure payment of awards.

Subsection (b)-Parties.-The Secretary of HHS is to be named as
the respondent to all petitions for compensation. No other persons
may intervene or otherwise be made a party to the compensation
proceeding.

Within 30 days of receiving the petition, the Secretary is to pub-
lish a notice of the petition in the Federal Register. Upon such pub-
lication, any person may submit relevant, written information re-
lating to evidence of other causes of the injury for which compensa-
tion is sought. If the petition is brought for an injury which is not
listed in the Table or for an injury which is listed in the Table but
which did not occur within the time period set forth in the Table,
any person may submit relevant written information relating to
the injury and its causation.

The Committee has endeavored to create a swift, uncomplicated
compensation system and it is the Committee's intent that the sub-
mission of relevant evidence on these limited points be the sole
self-initiated participation of persons other than the petitioner or
the Secretary. While the Special Master may, as described below in
Subsection (c), require the submission of evidence or require testi-
mony, outside persons may not enter into the proceeding on their
own.

Subsection (c)-Special Masters.-After the receipt of a petition,
the district court is to designate a Special Master to serve as an
adjunct to the court. The Master may require any evidence, require
the submission of any information, require any testimony, conduct
hearings, and prepare proposed findings of fact and conclusions of
law and submit these findings to the court.

Information submitted to the Master may not be disclosed to
anyone other than the petitioner or the Secretary without the ex-
press, written consent of the person who submitted the informa-
tion. It is the Committee's intent that, in order to guarantee full
cooperation with the Master, all materials remain confidential and
that the parties themselves not redisclose individually identifiable
materials shared with them as part of the proceedings. However,
nothing in this section is intended to affect or modify any of the
rules of discovery governing civil actions for damages should the
petitioner decide to pursue his or her claim in tort after completion
of the compensation proceeding.

Other than the discovery specifically described as the prerogative
of the Master, there is to be no other discovery in a compensation
proceeding. In order to expedite the proceedings, the power of the
Special Master is intended to replace the usual rules of discovery
in civil actions in Federal courts. Because the only issues relevant
to the compensation proceeding are whether the petitioner suffered
a compensable injury and, if so, the extent of compensable dam-
ages, there should be no need for a wider inquiry, which might be
appropriate in a civil action raising other issues. Thus, while the



Special Master may compel any testimony or appearance, neither
party is given power to cross-examine witnesses, file interrogato-
ries, or take depositions. In this regard, the Committee expects the
Special Master to be vigorous and diligent in investigating factual
elements necessary to determine the validity of the petitioner's
claim.

Subsection (d)-Action by the Court.-If either party objects to
the proposed findings of fact and conclusions of law of the Special
Master, or if the court choose to do so on its own motion, the dis-
trict court is to review the record of the proceedings and may order
a remand or make a de novo determination.

If no objection is filed and if the court chooses not to review the
proceeding, the court is to adopt the findings of the Special Master
and is to render judgment on these findings. The entire proceed-
ing-from date of filing through Special Master proceedings and
court review-is to take place as expeditiously as possible and, in
no case, should take more than one year. The Committee notes
that much of the equity in limiting compensation and limiting
other remedies arises from the speed and reliability with which the
petitioner can expect judgment; without such quick and certain
conclusion of proceedings, the compensation system would work an
injustice upon the petitioner.

Subsection (e)-Administration of Award.-As described below in
Section 2115, awards are to be made on a periodic basis and for
specific purposes. The award is to be administered by the Program,
which is to audit the payment of compensation. A petitioner award-
ed compensation is to notify the Program of any changes which sig-
nificantly affect the compensation to be paid. Thus, the petitioner
has an affirmative duty to disclose to the Program if elements of
compensation are no longer needed or if actual expenses are less
than projected for that period.

Subsection (f)-Revision of the Award.-If a petitioner has been
awarded compensation for projected unreimbursable expenses and
he or she finds, during the period for which the payment was
made, that the award is insufficient to meet these expenses, he or
she may request the court to review the award and to increase the
award or to revise the payment schedule or both. Thus, if medical
costs rise more quickly than expected or if the petitioner's injury
becomes more serious, he or she may ask for increased and more
frequent payment.

Conversely, if the petitioner discloses a smaller need than pro-
jected or if the audit by the Program discloses that an item of com-
pensation is no longer required or that compensation has been used
improperly, the Program is to petition the court to revise the
award.

The Committee does not anticipate that frequent adjustments or
frequent audits will be necessary nor does the Committee intend
the Program to become a fee-for-service, third-party payor (i.e., an
agency to reimburse only for direct and individual charges in-
curred on behalf of the petitioner) for future medical and rehabili-
tation services. Rather the Program should serve, within broad
general guidelines of stewardship, as an administrator of the Fund,
ensuring that awards are used as the Special Master and court
judge find appropriate.



Subsection (g)-Appeals.-The judgment of the court is to be the
final determination of the compensation petition, except that either
the petitioner or the Secretary may request a review of the judg-
ment by the court of appeals for the circuit in which the district
court is located. If such an appeal is requested, the request is to be
delivered to the other party within 60 days.

Section 2113-Determination of Eligibility and Compensation

Subsection (a)-General Rule.-Compensation is to be awarded if
the court determines on the basis of the record as a whole that (1)
the petitioner has demonstrated those matters required by Section
2111 above (e.g., receipt of vaccine, citizenship, time of initial onset
of injury, etc.) and (2) there is not a preponderance of the evidence
that the injury was caused by factors unrelated to the vaccine. The
court may not make such a finding on the basis of the petitioner's
claims alone, without other medical records or opinion.

In its determination that the injury was not caused by factors
unrelated to the vaccine, the court may rely on evidence of other
infections, traumas, or conditions but is not to include speculative
or hypothetical matters or explanations. If the injury is not demon-
strated to have been caused by other, defined illnesses or factors
and the injury is demonstrated to have met the other requirements
of Section 2111 and the Table, the injury is to be deemed to be vac-
cine-related.

The Committee recognizes that there is public debate over the in-
cidence of illnesses that coincidentally occur within a short time of
vaccination. The Committee further recognizes that the deeming of
vaccine-relatedness adopted here may provide compensation to
some children whose illness is not, in fact, vaccine-related. The
Committee anticipates that the research on vaccine injury and vac-
cine safety now ongoing and mandated by this legislation will soon
provide more definitive information about the incidence of vaccine
injury and that, when such information is available, the Secretary
or the Advisory Commission on Childhood Vaccines (discussed
below in Section 2119) may propose to revise the Table, as provided
below in Section 2114. Until such time, however, the Committee
has chosen to provide compensation to all persons whose injuries
meet the requirements of the petition and the Table and whose in-
juries cannot be demonstrated to be caused by other factors.

Subsection (b)-Matters to be Considered.-In its determination of
the petitioner's eligibility for compensation, the court is to consider
all relevant medical and scientific evidence in the record, including
medical records and tests. None of this evidence is binding on the
court, and the court should, of course, exercise its best judgment in
evaluating whether the record satisfies the requirements for com-
pensation. The court is specifically authorized to find that the
record demonstrates that the time restrictions of the Table have
been met even if some pieces of evidence omit references to time or
incorrectly record them.

Subsection (c)-Record Defined.-The record refers to the com-
pensation proceeding record.



Section 2114-Vaccine Injury Table
Subsection (a)-Initial Table.-The Vaccine Injury Table sets

forth a list of vaccines, injuries, and time periods of initial onset of
injuries. If a listed injury is first made manifest within the time
period specified in the Table following the administration of the
vaccine listed in the Table, the injury is to be considered compensa-
ble (unless there is other evidence to the contrary, as described
above in Section 2113).

Each portion of the Table also includes a provision for complica-
tions or sequelae of listed injuries which occur within the specified
time periods. Thus, for example, if anaphylactic shock occurs
within 24 hours of the administration of a DTP vaccine (i.e., within
the specified time period), that injury is compensable if other condi-
tions are met. If kidney failure occurs as a complication of that
injury, it too is compensable, regardless of when the initial onset of
kidney failure occurs. If, however, anaphylactic shock occurs 48
hours after administration of the vaccine (i.e., outside the specified
time period) and kidney failure follows, neither injury is compensa-
ble unless a demonstration of causation can be made (as provided
above in Section 2111(c)(1)(C)(ii)). These provisions are added to em-
phasize that compensation is available not just for the acute vac-
cine reactions listed but also for those conditions which result from
these reactions. These provisions are not intended to expand the
filing periods specified below in Section 2116, and if a petition for
compensation for the original listed injury is not filed within the
time limits specified in that section, a petition for compensation for
a complication may not be filed after that period. If an award has
been made on a petition for a listed injury, a later complication
may not supersede the prohibition of multiple petitions (described
above in Section 2111(b)); rather a petitioner should petition for re-
vision of the award under the provisions of Section 2112(f) (dis-
cussed above).

Subsection (b)-Qualifications and Aids to Interpretation.-Sub-
section (b) provides various descriptions and definitions that the
Committee intends be used in interpreting the meaning of the
Table. In addition, the subsection also restates in specific terms the
general rule described in Section 2113 and provides that if the
cause of an encephalopathy is an infection or another condition not
related to the vaccine, the encephalopathy is not to be considered
compensable. If, however, the court if unable to determine the
cause of an encephalopathy, the encephalopathy is to be considered
compensable if other conditions (including specified time of initial
onset) are met.

Subsection (c)-Administrative Revision of the Table.-The Secre-
tary is authorized to promulgate regulations making administra-
tive revisions of the Table. Such regulations may add injuries to be
compensated to the Table or may delete listed injuries from the
Table. Such regulations may also modify the time periods set forth
in the Table during which initial symptoms of an injury must
occur. In promulgating such regulations the Secretary must pro-
vide for public hearing and comment.

In addition, the Advisory Commission on Childhood Vaccines
(discussed below in Section 2119) or any other person may request



the Secretary to propose regulations to revise the Table. Unless
clearly frivolous, requests by persons other than the Commission
shall be referred by the Secretary to the Commission for its recom-
mendations. Following receipt of the Commission's recommenda-
tions or within 180 days of receipt of the request, the Secretary is
to conduct a rulemaking proceeding on the request or publish rea-
sons for not conducting such a proceeding.

Any modification made to the Table is to apply only to petitions
filed after the modification is made.

Subsection (d)-Role of Commission.-In making revisions of the
Table, the Secretary is to provide notice to and to consult with the
Advisory Commission on Childhood Vaccines (described below in
Section 2119).

Subsection (e)-Recommendation.-The Secretary is authorized to
recommend to the Congress revisions of the Table to change the
vaccines covered by the Table. As new vaccines are developed, li-
censed, or required by State law, the Committee intends that the
Secretary make recommendations of modification as soon as possi-
ble. The Committee is especially interested at this time in receiving
the Secretary's recommendations as to compensation regarding the
Haemophilus influenzae vaccine, the Hepatitis B vaccine, and
other vaccines in current use.

Section 2115-Compensation
Subsection (a)-General Rule. -Compensation awarded under the

Program is to be paid from the Trust Fund (described below in
Title II). In general, potential compensation is divided into four
types-(1) medical and rehabilitative care, (2) death benefits, (3)
lost earnings, and (4) pain and suffering benefits. Payment for pro-
jected medical and rehabilitative care is to be made on a periodic
basis, not less frequently than annually; payment for all other
forms of compensation may be made in a lump sum.

(1) Medical and Rehabilitative Care. Compensation may be
awarded for a wide range of medical and rehabilitative care, rang-
ing from diagnosis to special nutritional needs, from custodial care
to clothing for incontinence or physical protection. The Committee
recognizes that injured children often have special or unusual
health care and education needs and has attempted to provide
flexibility in compensation awards by its broad description of com-
pensable care.

Subject to the limits of Section 2116 (described below) compensa-
tion may be made for actual past unreimbursed expenses, for
actual unreimbursable expenses incurred from the time of judg-
ment to the time of award, and for reasonable projected unreim-
bursable expenses. In dealing with already incurred expenses, the
Committee intends that the Program pay only demonstrated,
actual costs for which reimbursement cannot be obtained. Interest
and inflation adjustments are not authorized for past expenses.

In dealing with prospective payments, as mentioned above, the
Committee does not intend for the Program to become a fee-for-
service, third-party payor for future medical and rehabilitation
services. Flexibility for projected expenses and periodic payment is
intended.



(2) Death Benefits. Allowable death benefits for a vaccine-related
death are set at a level of $250,000.

(3) Lost Earnings. In the case of an adult who sustains a vaccine
injury and whose earning capacity is impaired by the injury, the
level of compensation for lost earnings is to be determined in ac-
cordance with accepted actuarial principles.

In the case of a child who sustains a vaccine injury, compensa-
tion for lost earnings is to be made only after the child attains the
age of 18. At the age of 18, if the earning capacity of the injured
person is determined to be impaired, the award is to be adjusted to
include lost earnings up to the level of the average weekly earnings
of workers in the private, non-farm sector, with appropriate, speci-
fied offsets. If the earning capacity of the injured person improves,
the petitioner is obligated (as provided in Section 2112, discussed
above) to notify the Program and the lost earnings component of
the award is to be reduced or eliminated. The Committee does not
intend that the award be reduced because of other govenrment
benefits for which the injured person might be eligible.

(4) Pain and Suffering. Awards for pain, suffering, and emotional
distress are authorized to be made at a level not to exceed $250,000
for each petition. As contrasted with the fixed death benefit, the
award for pain and suffering is to be set at the discretion of the
Master and of the court. The Committee does not intend that all
petitions for which compensation is awarded be given this maxi-
mum level but rather that the Master consider the individual pain
and suffering of the injured person, as well as the benefits con-
ferred by other forms of compensation within the legislation.

Subsection (b)-Residential and Custodial Care and Service.-
Any compensation award for residential and custodial care and
service expenses is to be sufficient to allow the compensated person
to remain living at home. This provision is not intended to prevent
injured persons from receiving appropriate institutional care if
they and their families request such services; neither is it intended
to provide for the payment of family living expenses, the purchase
of a home, or the construction of a major addition. The Committee
intends that this provision allow for in-home medical, rehabilita-
tive, and custodial care, and such modifications to existing physical
facilities (such as bathroom facilities) as are necessary to ensure
that injured persons are not required to be institutionalized for
purely economic reasons.

Subsection (c)-Types of Compensation Prohibited. -Compensa-
tion under the Program may not include punitive or exemplary
damages or any form of compensation (other than death benefits or
lost earnings) that is not for the health, education, or welfare of
the injured person.

Subsection (d)-Attorneys' Fees.-If the court awards compensa-
tion on a petition, the compensation is to include an amount to pro-
vide for reasonable attorneys' fees and other costs incurred in pro-
ceedings on the petition. If the court does not award compensation
on a petition, it may, in its discretion, nonetheless make such an
award for attorneys' fees and costs if it determines that the action
was brought in good faith and that there was a reasonable basis for
the claim for which the action was brought.



If, at the time of enactment of this legislation, a petitioner had a
civil action pending and elected under the provisions of Section
2111 (described above) to withdraw the action and petition for com-
pensation, the court may make an award for attorneys' fees and
costs incurred in that action before enactment.

No attorney may charge a fee for services in connection with a
petition other than the amount authorized by this section.

Matters to be demonstrated before compensation can be awarded
are relatively narrow and well-defined. Traditional discovery, cross-
examination, pleadings, and trial are not allowed in the proceeding
on a petition. Because of the straightforward nature of the petition
and the proceedings, the Committee does not anticipate that rea-
sonable attorneys' fees will be large. (For example, attorneys' fees
in a similar compensation program for black lung disease have
proven to be well below those that might be expected in litigation
and have, in almost all cases, been less than $15,000 in total.)

Conversely, however, the Committee does not intend that the
limitation of fees to those included in the award act to limit peti-
tioners' ability to obtain qualified assistance and intends that the
court make adequate provision for attorneys' time and that the
court exercise its discretion to award fees in non-prevailing, good-
faith claims.

Subsection (e)-Payment of Compensation.-Except for ongoing
medical and rehabilitative expenses, compensation may not be paid
until an election is made under Section 2121 (described below) to
accept the compensation and to waive the right to bring a civil
action against a vaccine manufacturer. Compensation for unreim-
bursable actual expenses for medical and rehabilitative care is to
be paid from the date of judgment on a petition and is to cease if
an election is made under Section 2121 (described below) to reject
the compensation and to bring a civil action. Payment of compensa-
tion is to be exempt from Federal reduction orders.

Subsection (f)-Program Not Primarily Liable.-Payment of com-
pensation is not to be made for items or services for which pay-
ment has been made or can be expected to be made by other public
or private entities. Thus, if an insurance program or a health
maintenance organization pays or is obligated to pay for health
care services, the Program is not to pay for these same services.

Subsection (g)-Liability of Health Insurance Carriers, Prepaid
Health Plans and Benefit Providers.-No health insurance policy
may make benefits secondary to benefits under the Program. Simi-
larly, no State or pre-paid health plan may make benefits second-
ary to benefits under the Program. Thus, the elimination of vac-
cine-related injuries from an insurance program or a health main-
tenance organization which would cover similar injuries or condi-
tions which are not vaccine-related is not allowed.

Section 2116-Limitation of Actions
Subsection (a)-General Rule.-As described in Section 2111

(above), the bill divides vaccine-injured persons into three general
groups: 1) those who were injured by a vaccine more than eight
years before enactment of the legislation; 2) those who were in-
jured by a vaccine that was administered before the enactment of
the legislation but less than eight years ago; and 3) those who are



injured by a vaccine that is administered after the enactment of
the legislation.

Persons in the first group are not eligible to receive compensa-
tion.

Persons in the second group must file a petition within two years
of promulgation of regulations implementing the Program.

Persons in the third group who are seeking an award for injury
must file a petition within three years of the first manifestation of
the illness. Persons in the third group who are seeking an award
for a death must file a petition within two years of the death or
within four years of the first manifestation of the illness, whichev-
er is earlier.

Subsection (b)-Effect of Revised Table.-If the Table is revised
(as described above in Section 2114) and the effect of the revision is
to make an individual eligible for compensation, that individual
must file a petition within two years of the effective date of the re-
vision. No compensation is to be provided, however, for an injury
or death that occurred more than eight years before the date of the
revision.

Subsection (c)-State Limitations of Actions.-If a petition is filed
under the Program, the State statute of limitations is to be stayed
with respect toa civil action for a vaccine-related injury or death.
If, for example, a State law provides that a civil action must be
brought within three years of the onset of an injury and if a peti-
tion is filed two and a half years after the onset of a vaccine-relat-
ed injury and if-following the compensation proceedings-a peti-
tioner then elects to initiate a civil action, the State limitation of
actions is to be stayed for the duration of the compensation pro-
ceedings and the petitioner, in this example, would have six
months after the judgment on compensation in which to initiate a
civil action under the State law. If, however, the State statute of
limitations makes special provisions for minors such that actions
need not be brought before the age of 18 and if the petitioner files
for compensation at age three and, at age four, elects to reject the
compensation judgment and initiate a civil action, then the State
statute of limitations is unaffected and the civil action may be
brought until the age of 18.

Section 2117-Subrogation

Subsection (a)-General Rule.-The Vaccine Injury Compensation
Trust Fund (described below in Title II) is to be subrogated to all
rights of the petitioner with respect to the vaccine-related injury or
death for which compensation is paid. This right of subrogation
does not, however, allow the Fund to recover an amount greater
than the compensation paid. The court may refer the record of a
compensation proceeding to the Secretary and to the Attorney Gen-
eral with recommendations as to subrogation.

While the Committee recognizes that other similar authorities of
subrogation of rights of recovery are often unexercised, the Com-
mittee anticipates that the Secretary, in an effort to ensure the sol-
vency of the Fund and to lower the surcharge necessary to contin-
ue the Fund, will vigorously pursue the rights of the government
in this instance.



Subsection (b)-Disposition of Amounts Recovered.-Amounts re-
covered under this authority are to be deposited in the Fund.

Section 2118-Increase for Inflation
The compensation set for death benefits and for maximum

awards for pain and suffering under Section 2115 (described above)
are to be increased to account for inflation. The civil penalty au-
thorized under Section 2128 (described below) is to be similarly in-
creased. This provision is adopted in an attempt to maintain these
provisions at meaningful levels, rather than allowing them to
become token amounts.

Section 2119-Advisory Commission on Childhood Vaccines
Subsection (a)-Establishment. -The Advisory Commission on

Childhood Vaccines is to be established and is to be composed of
nine members appointed by the Secretary. These members are to
be health professionals, members of the general public, and attor-
neys. The Assistant Secretary for Health, the Director of the Na-
tional Institutes of Health, the Director of the Centers for Disease
Control, the Commissioner of Food and Drugs are to be ex officio
members.

Subsection (b)-Term of Office.-Members are to be appointed for
three year terms, although initial members are to be appointed to
staggered terms.

Subsection (c)-Meetings.-The Commission is to meet four times
a year and at the call of the chair.

Subsection (d)-Compensation. -Standard compensation provi-
sions are made for Commission members.

Subsection (e)-Staff -The Secretary is to provide appropriate
staff to the Commission.

Subsection (f)-Functions.-The Commission is established to
advise the Secretary on the implementation of the Program, the
modification of the Table, the improved safety of vaccines, and the
gathering of information on vaccine-associated injuries. The Com-
mission is also to make recommendations to the Director of the Na-
tional Institutes for Health on research on vaccine safety.

Part B-Additional Remedies

Part B modifies the requirements for the pursuit of remedies
beyond the system for a vaccine injury or death. Should a petition-
er choose to reject the judgment and award of the Special Master
and the court, he or she is free to pursue whatever additional rem-
edies may be available under applicable law. In so doing, however,
the petitioner must proceed in accordance with specific trial proce-
dures outlined below. Manufacturers defending against such ac-
tions may, in turn, raise certain presumptions and standards of li-
ability, also outlined below.

Section 2121-Authority to Bring Actions
Subsection (a)-Election.-This provision sets forth the options

available to the petitioner once the judgment of the district court
regarding the petition for compensation has become final. At any
point not later than 90 days from the date that a final judgment



has been entered, the petitioner may file an election in writing
either to accept the court's judgment (whether it awarded compen-
sation or not) or to file a civil action for damages for the vaccine-
related injury or death.

The election must be filed in writing even if the court has re-
fused to award compensation. In the event that the petitioner fails
to file an election in writing within the 90-day period, he or she
will be deemed to have accepted the court's judgment.

If a petitioner elects to receive compensation or is deemed to
have accepted the court's judgment, he or she may not bring or
maintain a civil action for damages against a vaccine manufacturer
for the vaccine-related injury or death for which the judgment was
entered.

Subsection (b)-Limitation of Actions.-After the petitioner has
completed a proceeding for compensation and has made a timely
election in writing not to accept the compensation award (or the
judgment of the court denying compensation), the statute of limita-
tions governing the filing of an action for damages arising from the
vaccine-related injury or death will be that which is set forth in
applicable State law. Under this provision, the petitioner must elect
in writing within 90 days whether or not to accept the court's final
judgment regarding compensation.

Should the petitioner properly elect to file a civil action for dam-
ages, he or she must then look to State law to determine the period
within which such an action for damages must be filed. A number
of States have statutes of limitations that are stayed during the
period in which one is a minor. Except for the requirement (where
applicable) that one file a petition for compensation within the
proper time period as a prerequisite to filing a civil action for dam-
ages and the provision in Section 2116 (c) (discussed above) that
stays the statute of limitations during the pendency of a petition
for compensation, nothing in this legislation is intended to affect
these statutes of limitations-or any other provisions of State stat-
utes of limitations-with respect to the filing of civil actions for
damages for a vaccine-related injury or death.

Section 2122-Standards of Responsibility

Subsection (a)-General Rule.-This section establishes certain
standards of responsibility with respect to civil actions brought for
damages for vaccine-related injuries or death. In some cases, the
standards will be the same or similar to existing State law; in
others, the standards will change most State laws. The Committee
believes that the establishment of these standards of responsibility
is appropriate in light of the availability of a comprehensive and
fair compensation system. However, the establishment of these
standards are the only new requirements that affect State law re-
garding actions for vaccine-realted injuries or death; all other as-
pects of State law remain unchanged.

Subsection (b)-Unavoidable Adverse Side Effects; Direct Warn-
ings.-This provision sets forth the principle contained in Com-
ment k of Section 402A of the Restatement of Torts (Second) that a
vaccine manufacturer should not be liable for injuries or deaths re-
sulting from unavoidable side effects even through the vaccine was



properly prepared and accompanied by proper directions and warn-
ings.

The Committee has set forth Comment K in this bill because it
intends that the principle in Comment K regarding "unavoidably
unsafe" products, i.e., those products which in the present state of
human skill and knowledge cannot be made safe, apply to the vac-
cines covered in the bill and that such products not be the subject
of liability in the tort system. The vaccines addressed in this legis-
lation certainly present the hardest case for the application of
Comment K. In such a case, the plaintiff is almost invariably a
young child, often badly injured or killed, and free from wrongdo-
ing. And, even if the defendant manufacturer may have made as
safe a vaccine as anyone reasonably could expect, a court or jury
undoubtedly will find it difficult to rule in favor of the "innocent"
manufacturer if the equally "innocent" child has to bear the risk
of loss with no other possibility of recompense.

The Committee believes that this bill offers another, better, al-
ternative. Part A establishes a no-fault compensation system that
goes far beyond even the most expensive ruling issued by in a court
in a vaccine case. Under this compensation system, vaccine-injured
persons may obtain a full and fair award for their injuries even if
the manufacturer has made as safe a vaccine as possible. Petition-
ers are compensated because they suffered harm from the vac-
cine-even a "safe" one-not because they demonstrated wrongdo-
ing on the part of the manufacturer.

Given the existence of the compensation system in this bill, the
Committee strongly believes that Comment k is appropriate and
necessary as the policy for civil actions seeking damages in tort.
Vaccine-injured persons will now have an appealing alternative to
the tort system. Accordingly, if they cannot demonstrate under ap-
plicable law either that a vaccine was improperly prepared or that
it was accompanied by improper directions or inadequate warnings
should pursue recompense in the compensation system, not the tort
system.

For purposes of this subsection, a vaccine is presumed to be ac-
companied by proper directions and warnings where the manufac-
turer demonstrates that it complied in all material respects with
relevant Federal law governing the approval and labeling of the
vaccine. This presumption may be overcome, however, but only
upon a showing that the manufacturer engaged in fraudulent con-
duct or intentional and unlawful withholding of information in ob-
taining premarket approval for the vaccine from the Food and
Drug Administration; or upon a showing that the manufacturer in-
tentionally and wrongfully withheld information relating to the
vaccine's safety or efficacy after it was approved; or upon a show-
ing, by clear and convincing evidence, that the manufacturer failed
to exercise due care notwithstanding its compliance with relevant
Federal law.

In establishing this pesumption, the Committee intends to make
clear its view that only those significant failures to warn or provide
directions that clearly pertain to vaccine safety and that clearly
arise from substantial wrongdoing on the part of the manufacturer
ought to result in liability.



Subsection (c)-Direct Warnings. -Subsection (c) addresses a line
of cases in which vaccine manufacturers have been held liable for
their failure to provide warnings directly to the injured party. (See,
e.g., Givens v. Lederle, 556 F.2d 1341 (5th Cir. 1977), Reyes v. Wyeth
Laboratories, 498 F.2d 1264 (5th Cir. 1974) and Davis v. Wyeth Lab-
oratories, 399 F.2d 121 (9th Cir. 1968).) Its purpose is to establish
the principle that no vaccine manufacturer is to be held liable for
damages arising from a vaccine-related injury or death solely due
to its failure to provide direct warnings to the injured party (or the
injured party's legal representative). If the manufacturer provides
an adequate warning and adequate directions to an intermediary
such as a doctor, nurse, or pharmacist who can be expected to
know about the product and its risks, and who is responsible for
informing the ultimate recipient of a vaccine (or the recipient's
legal representative), the manufacturer should not be held liable
for any failure to warn or provide directions directly to a person (or
a person's legal represnetative) who is injured from the vaccine.
Thus, once the manufacturer provides adequate warnings and di-
rections to such professionals, the manufacturer meets the require-
ments of this provision and fulfills its obligations under the law
with respect to its duty to warn of potential vaccine risks or haz-
ards.

Subsection (d)-Construction. -The provisions relating to an elec-
tion made under Section 2121(a), as discussed above, are not intend-
ed to permit a petitioner to bring a civil action that would be
barred by State doctrines of res judicata or collateral estoppel. Sec-
tion 2111(a)(4) (above) permits a petitioner who received an adverse
ruling from a court in a civil action brought against a vaccine man-
ufacturer before the date of enactment of this legislation to file a
petition for compensation. Nothing in this legislation, however, is
intended to permit the filing of a new civil action upon completion
of the proceeding for compensation if a final judgment denying re-
covery was entered in a previous civil action.

Subsection (e)-Preemption.-State statutes that effectively fore-
close individuals from bringing civil actions from vaccine-related
injuries or deaths or pre-empted by this subsection. The Committee
intends for this preemption to apply even where a State has estab-
lished a compensation system as an alternative to filing civil ac-
tions. It does not intend, however, to preempt statutes of limita-
tions or other provisions of State law and practice that regulate the
time or manner in which civil actions in general may be brought or
maintained. Similarly, the Committee does not intend to preempt
State statutes that limit damages, such as those that establish limi-
tations or "caps" on awards for pain and suffering and mental an-
guish, in actions for personal injury or death.

Section 2123-Trial

Subsection (a)-General Rule.-Section 2123 provides for the tri-
furcation of civil actions against vaccine manufacturers for dam-
ages from a vaccine-related injury or death associated with the ad-
ministration of a vaccine after the date of enactment of this sub-
title which is not barred by any of the limitations contained in Sec-
tion 2111(a)(2) (above).



The purpose of this Section is not to bar in any way the introduc-
tion of otherwise admissible evidence concering a vaccine-related
injury or death in civil actions. Rather, its purpose is to establish
rules for the timing of the introduction of such evidence in order to
prevent irrelevant and prejudicial factors from unfairly influencing
the outcome of trials. Thus, the legislation establishes three stages
for the conduct of such civil actions.

Subsection (b)-Liability.-In the first stage of a trial for dam-
ages arising from a vaccine-related injury or death, the question of
liability for such injury or death is to be determined separately,
i.e., before any consideration of damages may be given to the issues
of damages, either general or punitive. Accordingly, this subsection
requires that the court make a determination of liability before
proceeding to consider questions of damages. Regardless of the
court's evidentiary rulings under applicable law in this regard, the
Committee urges courts to be diligent in addressing liability issues
in a manner as free as possible from irrelevant and prejudicial fac-
tors (such as inflammatory material or documentation whose emo-
tional impact can be exepected to overshadow necessary factual de-
terminations).

Subsection (c)-General Damages.-Should the question of liabil-
ity be decided against the defendant, the second stage of a civil
action is to be held to determine the amount of damages, other
than punitive damages, the defendant should be required to pay. In
separating punitive damages from the first and second stages of a
trial, the Committee intends to prevent the intorduction of evi-
dence relating to the financial position of the vaccine manufacturer
from these stages.

In establishing three separate stages of trial, the Committee does
not intend, however, to bar the introduction of evidence respecting
the defendant that is relevant either to the establishment of liabil-
ity or the determination of damages simply because such evidence
would establish the grounds for punitive damages as well. In estab-
lishing liability, for example, a plaintiff may demonstrate that the
manufacturer produced a defective vaccine through clearly crimi-
nal behavior if that is what the evidence shows. The Committee
also does not intend to limit plaintiffs to establishing liability by a
preponderance of the evidence if they go further and can establish
liability beyond a reasonable doubt.

Subsection (d)-Punitive Damages.-The third stage of a trial be
held solely for the purpose of determining punitive damages where
such damages are sought by the plaintiff and permitted by State
law. Under this subsection, punitive damages are not to be award-
ed in cases arising from injuries or death associated with a vaccine
if a determination is made that a vaccine manufacturer has com-
plied with those specified provisions of the Public Health Service
Act and the Food, Drug and Cosmetic Act relevant to vaccine
safety. The Committee believes that punitive damages should be as-
sessed only where particularly reprehensible, conscious behavior is
involved. Where a manfuacturer has attempted in good faith to
comply with a government standard-even if the standard provides
inadequate protection to the public-the manfacturer should not be
assessed punitive damages absent evidence that it engaged in rep-
rehensible behavior that directly resultued in the establishment of



maintenance of the standard's inadequacy. Section 2123(d)(2) sets
forth the types of reprehensible behavior that would result in the
imposition of punitive damages.

Subsection (e)-Evidence.-This provision bars the introduction
into evidence in any civil action against a vaccine manufacturer of
the existence of the Vaccine Injury Table (discussed in Section 2114
above), any finding of the district court or the Special Master ap-
pointed by the court, and the final judgment of the district court.
Compensation standards, evidence, and proceedings are sufficiently
different from civil proceedings in tort that the findings made in
compensation are not likely to be based on the more rigorous re-
quirements of a tort proceeding and might confuse such civil ac-
tions.

Part C-Assuring a Safer Childhood Vaccination Program in the
United States

The legislation mandates a number of procedures that must be
followed for the maintenance of the safest and most effective child-
hood vaccination programs possible. While some of these proce-
dures are already in place, others are not. Moreover, because cur-
rent practices are not mandatory, Federal officials may not be re-
ceiving all of the information that is needed to evaluate the safety
and effectiveness of the various childhood vaccines.
Section 2125-Recording and Reporting of Information

Health care providers who administer the vaccines listed in the
Vaccine Injury Table (discussed in Section 2114 above) to keep per-
manent medical records on the administration of these vaccines, in-
cluding information on the specific vaccine that was given. Both
health care providers and vaccine manufacturers are also required
to report to the Secretary on the occurrence within a 7-day period
of any event set forth in the Table as well as the occurrence of any
contraindicating reactions to the vaccine that are specified within
the vaccine manufacturer's package insert. The reporting of these
events is to begin within 90 days after the enactment of this legis-
lation. Information concerning the nature of the reactions reported
to the Secretary is to be made available to the public.

Section 2126-Vaccine Information
The Secretary must develop and disseminate within one year

after the enactment of this legislation, information materials on
the vaccines listed in the Vaccine Injury Table (discussed in Sec-
tion 2114 above). Such materials are to include information on the
diseases these vaccines are designed to prevent, the potential ad-
verse reactions to the vaccines, and the reporting mechanisms that
should be followed when adverse reactions do occur. The materials
are to be developed under a rulemaking procedure that includes
sufficient opportunity for public comment. The Secretary is to dis-
seminate the materials to health care providers who, in turn, are
to distribute the information (or its equivalent) to the legal repre-
sentatives of children receiving vaccines prior to the time such vac-
cines are administered.



Section 2127-Mandate for Safer Childhood Vaccines
The Secretary has the responsibility to promote the development

and use of improved, safer childhood vaccines. In carrying out this
mandate, the Secretary is to make appropriate use of each of the
authorities concerning vaccine development, distribution, and use,
including those relating to the activities of the Food and Drug Ad-
ministration, the National Institutes of Health, and the Centers for
Disease Control, as well as the provisions of this legislation. Within
two years after the date of enactment of this legislation, the Secre-
tary is to report to the Congress on the actions that have been
taken during this period to comply with this mandate.

Section 2128-Manufacturer Recordkeeping and Reporting
This section specifies the recordkeeping information that manu-

facturers are to prepare and maintain on the vaccines they produce
as well as the reporting procedures they must follow upon the de-
velopment of significant vaccine safety problems. These require-
ments are applicable both to the manufacturers of vaccines listed
in the Vaccine Injury Table (discussed in Section 2114 above) and
to the manufacturers of any other vaccines which are mandated for
use under State law. Section 2128 also provides for sanctions that
are to be imposed on manufacturers and individuals who intention-
ally destroy, alter, falsify, or conceal the information that is to be
provided under these requirements.

Part D-General Provisions

Section 2131-Citizens' Actions
Subsection (a)-General Rule.-Section 2131 provides standing to

any person to bring an action in a district court of the U.S. against
the Secretary where the Secretary has failed to perform any act or
duty under this subtitle.

Subsection (b)-Notice.-Before bringing such an action under
this Section, the person claiming a failure on the part of the Secre-
tary to perform his or her duty must give written notice of intent
to commence such an action. The purpose of requiring such notice
is to permit the Secretary to come into compliance with this sub-
title. Courts should consider the Secretary's good faith efforts to
take substantial steps to come into compliance with this subtitle in
issuing any final order against the Secretary.

Subsection (c)-Costs of Litigation.-In issuing any final order
under this Section, a court may award costs of litigation (including
reasonable attorney and expert witness fees) to any party (plaintiff
or defendant) when appropriate. The Committee urges the courts to
be judicious in awarding costs under this provision. Courts should
be reluctant to give such awards to a plaintiff simply because he or
she has demonstrated a technical violation of the law having little
impact on any of its major purposes. Courts should, however, be re-
luctant to assess damages against unsuccessful plaintiffs where
they have sought in good faith to compel the Secretary to perform
his or her obligations under the law.



Section 2132-Judicial Review

A petition for review of a regulation under this subtitle may be
filed in a court of appeals within 60 days from the date of the pro-
mulgation of regulations or after such date if such petition is based
solely on grounds arising after such 60th day.

Section 2133-Definitions

This section sets forth definitions that apply in Subtitle 2 of the
legislation.

Subsection (1) defines the term "health care provider."
Subsection (2) defines the term "legal representative." Because

most individuals injured by vaccines are children, the Committee
anticipates that legal representatives will be parties in the filing
and processing of most petitions for compensation.

Subsection (3) defines the term "manufacturer." This section
makes clear that the term is intended to be applied broadly to in-
clude public and private groups that manufacture, import, process,
or distribute under their own label vaccines set forth in the Vac-
cine Injury Table (discussed in Section 2114 above). For purposes of
recordkeeping and reporting (as well as the imposition of sanctions)
under Section 2128 (above), the term includes any manufacturer of
a vaccine set forth in the Vaccine Injury Table or any other vac-
cine the administration of which is mandated by the law or regula-
tions of any state.

Subsection (4) defines the term "significant aggravation."
Subsection (5) defines the term "vaccine-related injury or death."
Subsection (6) defines the terms "Advisory Commission on Child-

hood Vaccines," "Vaccines Injury Table," and "National Vaccine
Injury Compensation Trust Fund."

Section 102-Related Studies

Subsection (a)-Review of Pertussis Vaccines and Related Illness-
es and Conditions. -Within three years of the date of enactment of
this legislation, the Secretary must complete a review of all rele-
vant medical and scientific information on the nature, circum-
stances and extend of the relationship between vaccines containing
pertussis and a specified list of illnesses and conditions.

Subsection (b)-Findings with Respect to Pertussis.-Within three
years of the date of enactment of this legislation, the Secretary
must make and publish in the Federal Register specific findings re-
garding the illnesses and conditions set forth in subsection (a)
(above).

Subsection (c)-Revision of Table with Respect to Pertussis Vac-
cines.-At the time the Secretary publishes the findings required in
subsection (b) (above), the Secretary must also propose such regula-
tions as may be necessary to change the Vaccine Injury Table (dis-
cussed in Section 2114 above) in accordance with the findings made
pursuant to subsection (b). The Secretary must promulgate such
regulations no later than 42 months after the date of enactment of
this legislation after providing an opportunity for a public hearing.

Subsection (d)-Review of MMR Vaccines and Related Illnesses
and Conditions.-Within three years of the date of enactment of
this legislation, the Secretary will complete a review of all relevant



medical and scientific information on the nature, circumstances
and extent of the relationship between vaccines containing rubella
(including vaccines intended to prevent or confer immunity against
measles, mumps, and rubella) and radiculoneuritis. Within this
same time period, the Secretary is to make and publish in the Fed-
eral Register any findings regarding the relationship between ru-
bella vaccines and radiculoneuritis. The Secretary is also required
to propose such regulations as may be necessary to change the Vac-
cine Injury Table (discussed in Section 2114 above) in accordance
with the Secretary's findings.

Subsection (e)-Pertussis and MMR Studies.-The Secretary is to
arrange for studies with respect to vaccines containing pertussis
and vaccines containing rubella (including MMR) in order to assist
the Secretary in making the findings required in subsections (b)
and (d) (above). The results of the studies are to be submitted to the
House Committee on Energy and Commerce and the Senate Com-
mittee on Labor and Human Resources within 32 months of the
date of enactment of this legislation. The studies must be made
available to the public at the time they are submitted to the Secre-
tary.

Section 103-Study of Other Vaccine Risks
Subsection (a)-Study.-Within three years of the date of enact-

ment of this legislation, the Secretary is to arrange for a study of
risks not studied under Section 102 (above) that are associated with
the vaccines listed in the Vaccine Injury Table (discussed in Sec-
tion 2114 above). In addition, the Secretary is to establish guide-
lines respecting the administration of such vaccines including the
circumstances under which such vaccines should not be adminis-
tered, the circumstances under which administration of the vac-
cines should be delayed, as well as the groups, categories, or char-
acteristics of potential recipients of such vaccines who may be at
significantly higher risk of major adverse reactions to such vac-
cines than the general population of potential recipients.

Subsection (b)-Revision of Guidelines.-Not less than every
three years, the Secretary is to review and revise the guidelines
issued pursuant to subsection (a) (above). Should the Secretary find
on the basis of such periodic reviews that no revision of the guide-
lines is necessary at that particular time, the Secretary shall pub-
lish that finding in the Federal Register.

Subsection (c)-Factors Affecting Guidelines. -This provision sets
forth several factors that the Secretary must consider in establish-
ing guidelines under subsection (a) (above).

Subsection (d)-Dissemination. -The Secretary is required to dis-
seminate widely the guidelines established under subsection (a)
(above).

Section 104-Review of Warnings, Use Instructions, and Precaution-
ary Information

Within one year of the date of enactment of this legislation, the
Secretary is to review the warnings, use instructions, and precau-
tionary information presently issued by manufacturers of vaccines
listed in the Vaccine Injury Table (discussed in Section 2114 above)
and is to determine, by rule, whether such warnings, instructions



and information adequately warn health care providers of the
nature and extent of dangers posed by such vaccines. If the Secre-
tary should determine that any such warnings, instructions, or in-
formation is inadequate for this purpose, the Secretary must re-
quire the appropriate manufacturer or manufacturers to revise and
reissue such warnings, instructions, or information as expeditiously
as practical, but not later than 18 months after the date of enact-
ment of this legislation.

Section 105-Recall Authority

Section 105 provides specific authority for the Secretary to seek
the recall of any batch, lot or other quantity of a vaccine licensed
under subsection (d) of Section 351 of the Public Health Service Act
upon the Secretary's determination and issuance of an order (pur-
suant to Section 554 of the Administrative Procedure Act) indicat-
ing that the quantity of vaccine presents an imminent or substan-
tial hazard to the public health.

The Committee understands that most recalls conducted by the
Food and Drug Administration have been conducted on a voluntary
basis even where no formal statutory authority for recall exists.
The Committee does not intend this provision to displace existing
voluntry procedures which have proven successful in protecting the
public.

TITLE II-AMENDMENTS TO THE INTERNAL REVENUE CODE OF 1954

Part I-National Vaccine Injury Compensation Trust Fund

Section 201-Establishment of National Vaccine Injury Compensa-
tion Trust Fund

Subsection (a)-In General.-The National Vaccine Injury Com-
pensation Trust Fund ("the Fund") is established in the Treasury
of the U.S. to include appropriated and credited amounts. There
are appropriated to the Fund in amounts equal to the excise taxes
of the vaccines covered by the Program (described below in Section
211) and to the amounts recovered by the Program in its rights of
subrogation (described above in Section 2117). Expenditures from
the Fund are for the purposes of the Program (described above in
Title I, Subtitle 2, Part A).

Repayable advances to the Fund are authorized to be appropri-
ated. These advances are, in essence, a loan to the Fund to carry
out the Program. Such advances are to be repaid, with interest, to
the general fund of the Treasury when the Secretary determines
that the Fund has sufficient resources to do so.

The liability of the Federal government is limited to funds avail-
able in the Fund. Nothing in Title I of the bill is to be construed as
authorizing the payment of any claim from any other source than
the Fund. If at any time the Fund has insufficient funds to pay all
claims payable, the claims shall be paid in full in the order in
which they were determined.

Subsection (b)-Appropriation for Initial Funding of Trust
Fund.-There is appropriated, as a repayable advance, $40 million
for the initial establishment of the Fund, to remain available until
expended.



Subsection (c)-Clerical Amendment.-This subsection provides
for an amendment to the table of sections.

Subsection (d)-Effective Date.-Except for subsection (b), the
amendment made by this Section is to take effect on January 1,
1987. The amendment made by subsection (b) is to apply to fiscal
year 1987.

Part II-Revenue Sources for National Vaccine Injury
Compensation Trust Fund

Section 211-Manufacturers Excise Tax on Childhood Vaccines
Subsection (a)-In General.-A tax is to be imposed on the sale of

childhood vaccines. A table of tax rates is included. Using current
assumptions as to numbers of doses of vaccine that will be sold, the
taxes set forth in the tax table should generate approximately $40
million in the first year. The taxes are set to generate sufficient
annual income for the Fund to cover all costs of compensation and
to allow for gradual repayment of the initial repayable advance for
capitalization.

The taxes are set at different rates among vaccines to reflect the
currently accepted views regarding the relative reactogenicty of
vaccines. Thus, because it is generally agreed that pertussis vaccine
causes a disproportionately large number of reactions-estimated
to be 77 percent of all serious vaccine injuries-the excise tax on
the five-shot series of pertussis vaccines will account for approxi-
mately 77 percent of the total excise tax funding of the Fund. Inac-
tivated polio vaccine is considered to cause very few reactions, and
the excise tax on that vaccine will account for only a nominal por-
tion of the total tax funding of the Fund.

The tax and assumed income for vaccines that are distributed in
large numbers in the U.S. are as follows:

Number of doses Revenues eerated
Vaccine Tax distributed (in (in millions)

millions)

D + T+ P ..................................................................................................... $1.56 20.0 $31.2
D + T ............................................................................................................ 02 1.0 0.02
M + M + R ................................................................................................... 1.52 5.0 7.6
OPV ............................................................................................................. . .10 17.1 1.71

In future years, the excise tax is to be adjusted to account for
inflation in medical care costs, the indicator most reflective of the
costs of compensation under the Program.

Subsection (b)-Certain Exemption from Manufacturers Excise
Taxes Not to apply to Vaccine Tax.-This provision requires that
all purchasers of vaccine are to pay the excise taxes.

Subsection (c)-Sales to United States Not Exempt from Tax.-
This provision requires that the U.S. and its possessions pay the
excise taxes for purchase of vaccines.

Subsection (d)-Clerical Amendment.-This provision amends the
table of contents.

Subsection (e)-Effective Date.-The amendments made by this
Section are to take effect on January 1, 1987.



TITLE 111-MISCELLANEOUS

This title waives certain regulatory requirements in the imple-
mentation of this legislation. The title also provides that if any pro-
vision of the legislation is found to be invalid on Constitutional
grounds, the entire Act is to be considered invalid.

The title also specifies that if, at any time, the Fund becomes in-
solvent for a continuous period of six months, all of the Compensa-
tion Program and changes in other remedies made by Subtitle 2 of
Title XXI of the Public Health Service Act (described above) will
cease to be effective. Subtitle 2 is to remain ineffective until suffi-
cient funds to restore the Fund to solvency. The amendment was
adopted to ensure that petitioners would not be forced to proceed
with petitions which could not, in fact, receive awards and that
vaccine-injured persons would not be restricted from bringing civil
actions if the compensation system was, in practical terms, not
available. The Committee notes that once sufficient funds become
available again, Subtitle 2 will become effective. A short period of
ineffectiveness caused by this section should not have any continu-
ing effect on petitions or lawsuits once the subtitle again becomes
applicable, except to stay the filing requirements for the period of
ineffectiveness.

HEARINGS

The Committee's Subcommittee on Health and the Environment
held one day of hearings on the related bill H.R. 5184 on July 25,
1986. Testimony was received from nine witnesses, representing
public health organizations, parent organizations, and vaccine man-
ufacturers, with additional material submitted by five individuals
and organizations. Hearings were also held by the Subcommittee
on legislation and issues related to vaccine injury compensation on
September 10, 1984 and December 19, 1984 (Serial No. 98-183).

COMMITTEE CONSIDERATION

On September 17, 1986, the Subcommittee on Health and the En-
vironment met in open session and ordered reported the related
bill H.R. 5184 as amended by a voice vote, a quorum being present.
On September 18, 1986, the Committee met in open session and or-
dered reported the bill H.R. 5546 with amendments by voice vote, a
quorum being present.

COMMITTEE OVERSIGHT FINDINGS

Pursuant to clause 2(1)(3)(A) of Rule XI of the Rules of the House
of Representatives, the Subcommittee held oversight hearings and
made findings that are reflected in the legislative report.

COMMITTEE ON GOVERNMENT OPERATIONS

Pursuant to clause 2(1)(3)(D) of rule XI of the Rules of the House
of Representatives, no oversight findings have been submitted to
the Committee by the Committee on Government Operations.



COMMITTEE COST ESTIMATE

In compliance with clause 7(a) of rule XIII of the Rules of the
House of Representatives, the Committee believes that the cost in-
curred in carrying out H.R. 5546 would be as follows:

1987 1988 1989 1990 1991

Outlays ................................................................................................. 25.0 56.0 38.0 16.0 18.0

The Congressional Budget Office estimates of the cost of the pro-
gram are significantly higher because of two fundamental assump-
tions with which the Committee disagrees: the number of vaccine-
injured persons to be compensated and the projected costs of attor-
neys' fees for the compensation proceeding.

CBO estimates that "as many as 1,500 people may have suffered
qualifying injuries over the past 8 years." CBO goes on to estimate
that "an additional 185 new cases would result each year ... "
This assumption is based on methodology used by the American
Academy of Pediatrics in 1983. In more recent studies done for the
Academy as part of its submissions to the Subcommittee, however,
it has been estimated that the incidence of chronic injury or death
from vaccines is 79 cases per year for the period of 1963 to 1985
and 71 cases per year at present. The Committee has used this esti-
mate of incidence in projecting the costs of the legislation and esti-
mates that approximately 640 persons are eligible to apply for vac-
cine injuries which occurred over the past 8 years and that 80 new
cases of vaccine injury will be eligible for compensation each year
under the Program. As CBO notes, "Costs will be proportionately
lower if fewer people receive awards."

(This lower estimate is bolstered by the Committee's results of a
survey of vaccine manufacturers, included as part of its report,
Childhood Immunizations (Comm. Print 99-LL). In that survey,
manufacturers reported a total of 252 cases filed against manufac-
turers over approximately five years. While the Committee does
expect that many people who might not be able to recover damages
under the more rigorous requirements of tort action will be com-
pensated, the Committee does not expect that number to grow by
as much as four times. The Committee also notes that the vast ma-
jority of vaccine suits have arisen from relatively recent inocula-
tions and that the number of compensation petitions from persons
who were injured at an earlier time will be predictably smaller
than those filing for recent injuries.)

CBO also estimates that the legal costs and attorneys' fees will
be $50,000 per case in the compensation system. The Committee
has assumed that costs under a no-fault, non-adversarial system
will be significantly lower. With most evidentiary requirements
specified in the legislation, with prohibitions on traditional discov-
ery and courtroom procedure, and with no obligations to demon-
strate negligence or product defectiveness, the costs of legal serv-
ices will more closely approximate those incurred in such systems
as the Black Lung benefits program or workers' compensation pro-
grams. In these systems, legal costs rarely rise above $10,000 per



case. The Committee has, therefore, assumed that legal costs may
be as much as $15,000 per case in the compensation Program.

Using such projections and assuming that CBO's estimates for
Trust Fund revenue are accurate, the Committee would expect that
the Trust Fund balance would be as follows:

1987 1988 1989 1990 1991

Balance .................................... +1.0 -18.0 -20.0 +6.0 +33.0.

CONGRESSIONAL BUDGET OFFICE ESTIMATE

U.S. CONGRESS,
CONGRESSIONAL BUDGET OFFICE,

Washington, DC, September 25, 1986.
Hon. JOHN D. DINGELL,
Chairman, Committee on Energy and Commerce, House of Repre-

sentatives, Washington, DC.
DEAR MR. CHAIRMAN: The Congressional Budget Office has pre-

pared the attached cost estimate for H.R. 5546, the National Child-
hood Vaccine Injury Act of 1986, as ordered reported by the House
Committee on Energy and Commerce on September 18, 1986.

If you wish further details on this estimate, we will be pleased to
provide them.

With best wishes,
Sincerely,

JAMES BLUM
(For Rudolph G. Penner).

CONGRESSIONAL BUDGET OFFICE-COST ESTIMATE

1. Bill number: H.R. 5546.
2. Bill title: The National Childhood Vaccine Injury Act of 1986.
3. Bill status: As ordered reported by the House Committee on

Energy and Commerce on September 18, 1986.
4. Bill purpose: To establish a national vaccine program for the

development of new vaccines and the improvement of existing vac-
cines and a program to compensate the victims of vaccine-related
injuries and deaths, and for other purposes.

5. Estimated cost to the Federal government:

[By fiscal year, in millions of dollars]

1987 1988 1989 1990 1991

National Vaccine Injury Compensation Trust Fund:
Budget authority .............................. 75 168 115 42 45

Outlays ................................... 75 168 115 42 45
Revenues, gross .............................. 26 38 40 42 45
Income tax offset .............................. -6 -9 -10 -10 -11
Revenues, net ............................................................................ 20 29 30 32 34

Net budget impact (increase in deficit) ................ 55 139 85 10 11
Estimated authorizations:

National Vaccine Program .......................... 2 3 3 4 4

Federal agency funds ............................ 20 23 25 28 30



[By fiscal year, in millions of dollars]

1987 1988 1989 1990 1991

Advisory Com m ission ................................................................... 1 1 1 1
Vaccine inform ation ..................................................................... . 1 1 1 1 1
Recordkeeping and reporting ....................................................... (0) (5) (1) (1) (1)
Studies ........................................................................................ 2 2 1 (1 ) (1 )

Total estimated authorization level ......................................... 26 29 31 33 36
Estim ated outlays ................................................................................ 19 25 29 31 35
Bill total:

Budget authority/estimated authorization level ........................... 101 197 146 75 81
Estim ated outlays ........................................................................ 94 193 144 73 80
Revenues, net ............................................................................. 20 29 30 32 34

Net budget impact (increase in deficit) ................................ 74 164 114 41 46

'Less than $500,000. Details may not add due to rounding.

Basis of estimate
National Vaccine Injury Compensation Trust Fund.-H.R. 5546

would establish a program to compensate those who have sustained
severe injuries from childhood vaccines. Revenues from taxes
levied on each vaccine dose, as specified in the bill, would be appro-
priated to the proposed National Vaccine Injury Compensation
Trust Fund. These revenues are estimated by multiplying the tax
per vaccine dose specified in the bill by the projected number of
doses distributed. In addition, the bill would authorize the appro-
priation to the trust fund of repayable advances from the Treasury
needed to carry out the purpose of the fund. Compensation pay-
ments authorized in the bill would be made from the fund. CBO
estimates payments from the trust fund will exceed trust fund rev-
enues by about $250 million for the first three years the program is
in operation. The resulting net increase in the deficit would be
funded by borrowing from the Treasury. This estimate assumes
any necessary funding in the form of repayable advances from the
Treasury is fully appropriated.

Outlays from the trust fund are larger in beginning years since
payments to persons injured within the past eight years will be
made in the first three years. Over the five-year projection period,
annual outlays from the trust fund are composed largely of com-
pensation for pain and suffering and attorney fees. CBO expects
outlays to begin to increase significantly in ten to twenty years as
payments then will be composed largely of compensation for lost
earnings. Most children receive vaccines before the age of five, and
if injured, would not be eligible for lost earnings compensation
until reaching age eighteen.

In general, compensation would be paid to vaccine-injured per-
sons for any unreimbursed past costs incurred and any projected
future costs for medical care and rehabilitation services and for
actual and anticipated lost earnings. Compensation would also
cover payments for pain, suffering and emotional distress, pay-
ments in the event of death, and reasonable attorney fees. Pay-
ments for pain, suffering and emotional distress and for death
would be made in the year of the court's approval of a petition for
compensation. Payments for unreimbursed past costs, actual lost



earnings and attorney fees would also be made in a lump sum in
the year a petition is approved. All other payments would be made
periodically thereafter, assumed in this estimate to be on an
annual basis.

The bill would allow anyone who may suffer certain severe vac-
cine-related injuries in the future to file a petition for compensa-
tion. The bill would also provide some retroactive coverage, allow-
ing anyone who suffered such injuries in the last 8 years to file for
compensation. CBO estimates as many as 1,500 people may have
suffered qualifying injuries over the past 8 years. We estimate an
additional 185 new cases would result each year from adverse reac-
tions to those vaccinations covered in the bill. We assume all those
eligible for compensation would file for, and receive awards. Costs
would be proportionately lower if fewer people receive awards.

The estimated number of projected severe adverse reactions to
vaccines is based on the methodology used in a study by the Ameri-
can Academy of Pediatrics (AAP) entitled "Estimate of the Costs of
Major Program Alternatives in Design of a National Program to
Reimburse the Medical and Rehabilitation and Other Costs of Per-
sons Severely Injured by Immunizations" (April 23, 1983). The esti-
mated number of severe adverse reactions in 1978 has been multi-
plied by the ratio of the projected number of vaccine doses expected
to be distributed in the 1987-1991 period to the number of doses
distributed in 1978. Estimates for the number of injuries resulting
in past years were similarly calculated. CBO estimates for medical
and rehabilitation costs are also based on the AAP study.

Estimates for lost earnings are based on projected average gross
weekly earnings of workers in the private sector adjusted for ap-
propriate tax and insurance offsets, as specified in the bill. Since
compensation for lost earnings is only to begin after a person
reaches age 18, eligibility for payments was estimated by creating
an age distribution of those having adverse reactions to vaccines.

Compensation for pain, suffering, and emotional distress is
capped in the bill at $250,000 for fiscal year 1987. The number and
amount of pain and suffering awards that might be made is uncer-
tain, and would be left to the discretion of special masters designat-
ed to render judgement on vaccine injury cases. For purposes of
this estimate, CBO assumes half the amount allowed would be paid
to all awardees or alternatively, the maximum amount for pain
and suffering would be paid to half the awardees, yielding the
same cost figures. This amount is allowed to increase for inflation
in future years, as stated in the bill. Payments for pain and suffer-
ing would make up the majority of annual costs in the first years
of program operation. If the maximum amount were awarded to all
those estimated to have vaccine-related injuries, the costs of this
bill would be $300 million higher over the five year period.

Compensation in the case of a vaccine-related death is set in the
bill at $250,000. Based on the incidence of adverse reactions to vac-
cines calculated by CBO, an estimated five deaths following vacci-
nation could occur each year. Payments to estates would total $1.25
million annually. These payments are also allowed to increase for
inflation, as stated in the bill.

Compensation for reasonable attorney fees and other costs associ-
ated with the proceedings would also be included as part of the



award. Attorney fees may also be paid, at the court's discretion, in
cases where an award is not made if the case is brought in good
faith. Projected attorney fees under the new system of compensa-
tion are difficult to estimate. In general, attorney receive fees equal
to a percentage of the net present value of a court award. One at-
torney who handles vaccine injury cases testified in Senate pro-
ceedings on vaccine compensation that his fees range between 33
and 40 percent of the net present value of the final award. In addi-
tion, litigation expenses run about $100,000 per case under the cur-
rent tort system. CBO expects both attorney fees and legal ex-
penses to be lower under the new system, since proceedings should
be less adversarial and manufacturer negligence and vaccine defec-
tiveness need not be demonstrated. CBO assumes attorney fees and
other legal costs to be about $50,000 per case.

Other authorizations

The authorization levels for vaccine research, development,
safety and efficacy testing, and manufacturer licensing and for ad-
ditional funding for federal agencies is stated in the bill. All other
authorization levels are estimated. We assume all authorized
amounts are fully appropriated at the beginning of each fiscal
year. Outlays are estimated using spendout rates calculated by
CBO on the basis of similar program data. All authorizations are
subject to subsequent appropriations action.

The bill would establish a nine member Advisory Commission on
Childhood Vaccines. The Commission would be responsible for sev-
eral scientific studies and surveys. We estimate compensation,
travel and per diem for Commission members and salary and over-
head for a full-time staff of ten to be about $1 million in each fiscal
year. Costs could be higher or lower depending on the actual
number of staff hired.

The bill would require the Secretary of Health and Human Serv-
ices (HHS) to provide information to parents on adverse reactions
to be distributed by health care providers administering vaccines.
The development, printing and dissemination costs for these mate-
rials are expected to be about $1 million each year.

The bill would make it mandatory for physicians and vaccine
manufacturers to report adverse reactions to the Secretary of HHS.
Both the Centers for Disease Control (CDC) and the Food and Drug
Administration (FDA) currently collect some of this information,
but expect this provision would increase their workloads. CBO esti-
mates additional personnel would be needed at CDC and FDA to
process the additional reports at a total cost of about $400,000 each
year.

Finally, the bill would require several studies on various vaccine
related topics: whether or not a casual relationship exists between
pertussis vaccines, measles, mumps, and rubella vaccines, and cer-
tain illnesses; the risks to children associated with certain vaccines;
and a biennial study of the impact of this bill on vaccine supply.
CBO expects costs for these studies to be about $2 million in 1987
and 1988, declining as some studies are completed to $1 million in
1989, and less than $500,000 in 1990 and 1991.



6. Estimated cost to State and Local Government: The budgets of
state and local governments would not be affected directly by the
enactment of this bill.

7. Estimate comparison: None.
8. Previous CBO estimate: None.
9. Estimate prepared by: Carmela Dyer.
10. Estimate approved by: C.G. Nuckols (for James L. Blum, As-

sistant Director for Budget Analysis).

INFLATIONARY IMPACT STATEMENT

Pursuant to clause 2()(4) of rule XI of the Rules of the House of
Representatives, the Committee makes the following statement
with regard to the inflationary impact of the reported bill:

The Committee believes that the proposed legislation will have a
significant anti-inflationary effect. Recent increases in vaccine
prices have been as high as 500 percent over a two-year period. The
Committee believes that the proposed legislation will go far to re-
strain such sudden and erratic price increases and may, indeed,
result in lower costs in the future. Moreover, the Committee would
note that vaccines are among the most cost-effective of health care
programs and that maintenance of high immunization levels is es-
sential to restraining the increase in health care costs.

AGENCY VIEWS

No agency views were received on H.R. 5446.

CHANGES IN EXISTING LAW MADE BY THE BILL, AS REPORTED

In compliance with clause 3 of Rule XIII of the Rules of the
House of Representatives, changes in existing law made by the bill,
as reported, are shown as follows (existing law proposed to be omit-
ted is enclosed in black brackets, new matter is printed in italic,
existing law in which no change is proposed is shown in roman):

PUBLIC HEALTH SERVICE ACT
** * * * **

TITLE II-ADMINISTRATION
** * * * **

NATIONAL ADVISORY COUNCILS

SEC. 217. (a) * * *
* * * * * * *

(c) The National Advisory Council on Alcohol Abuse and Alcohol-
ism shall advise, consult with, and make recommendations to, the
Secretary on matters relating to the activities and functions of the
Secretary in the field of alcohol abuse and alcoholism, including
policies and priorities with respect to grants and contracts. The
Council is authorized (1) to review research projects or programs
submitted to or initiated by it in the field of alcohol abuse and alco-
holism and recommended to the Secretary any such projects which
it believes show promise of making valuable contributions to



human knowledge with respect to the cause, prevention, or meth-
ods of diagnosis and treatment of alcohol abuse and alcoholism,
and (2) to collect information as to studies being carried on in the
field of alcohol abuse and alcoholism and, with the approval of the
Secretary, make available such information through appropriate
publications for the benefit of health and welfare agencies or orga-
nizations (public or private) or physicians or any other scientists,
and for the information of the general public. The Council is also
authorized to recommend to the Secretary, for acceptance pursuant
to section (2101] 2301 of this Act, conditional gifts for work in the
field of alcohol abuse and alcoholism; and the Secretary shall rec-
ommend acceptance of any such gifts only after consultation with
the Council.

TITLE III-GENERAL POWERS AND DUTIES OF PUBLIC
HEALTH SERVICE

PART A-RESEARCH AND INVESTIGATION

NATIONAL CENTER FOR HEALTH SERVICES RESEARCH

SEC. 305. (a) * * *

(h) In each fiscal year, seven and one-half percent of the amount
made available under section [2113] 2313 for such fiscal year for
evaluations shall be made available to the Assistant Secretary for
Health to conduct or support (by both grants and contracts)
through the Center, evaluations of health services and health care
technology which evaluations are not being conducted or supported
under this section or section 304. In administering this subsection,
the Secretary shall assure that the amount to be made available in
any fiscal year is seven and one-half percent of the maximum
amount authorized to be made available under section [2113] 2313
in such fiscal year.

PART F-LICENSING-BIOLOGICAL PRODUCTS AND CLINICAL
LABORTORIES AND CONTROL OF RADIATION

Subpart 1-Biological Products

REGULATION OF BIOLOGICAL PRODUCTS

SEC. 351. (a)
* * * * * * *

(d) (1) Licenses for the maintenance of establishments for the
propagation or manufacture and preparation of products described
in subsection (a) of this section may be issued only upon a showing
that the establishment and the products for which a license is de-
sired meet standards, designed to insure he continued safety,
purity, and potency of such products, prescribed in regulations, and



licenses for new products may be issued only upon a showing that
they meet such standards. All such licenses shall be issued, sus-
pended, and revoked as prescribed by regulations and all licenses
issued for the maintenance of establishment for the propagation or
manufacture and preparation, in any foreign country, of any such
products for sale, barter, or exchange in any State or possession
shall be issued upon condition that the licensees will permit the in-
spection of their establishments in accordance with subsection (c) of
this section.

(2)(A) Upon a determination that a batch, lot, or other quantity of
a product licensed under this section presents an imminent or sub-
stantial hazard to the public health, the Secretary shall issue an
order immediately ordering the recall of such batch, lot, or other
quantity of such product. An order under this paragraph shall be
issued in accordance with section 554 of title 5, United States Code.

(B) Any violation of subparagraph (A) shall subject the violator to
a civil penalty of up to $100,000 per day of violation. The amount of
a civil penalty under this subparagraph shall, effective December 1
of each year beginning 1 year after the date of the enactment of this
subparagraph, be increased by the percent change in the Consumer
Price Index for the base quarter of such year over the Consumer
Price Index for the base quarter of the preceding year, adjusted to
the nearest '/o of 1 percent. For purposes of this subparagraph, the
term "base quarter" as used with respect to a year, means the calen-
dar quarter ending on September 30 of such year and the price
index for a base quarter is the arithmetical mean of such index for
the 3 months comprising such quarter.

TITLE IV-NATIONAL RESEARCH INSTITUTES
** * * * * *

PART D-NATIONAL LIBRARY OF MEDICINE

Subpart 1-General Provisions

PURPOSE, ESTABLISHMENT, AND FUNCTIONS OF THE NATIONAL LIBRARY

OF MEDICINE

SEC. 465. (a) ** *

* * * * * * *

(f) Section [2101] 2301 shall be applicable to the acceptance and
administration of gifts made for the benefit of the Library or for
carrying out any of its functions, and the Board of Regents shall
make recommendations to the Secretary relating to establishment
within the Library of suitable memorials to the donors.

* * * * * 

PART G-GENERAL PROVISIONS

** * * * *



GIFTS

SEC. 497. The Secretary may, in accordance with section [2101,]
2301 accept conditional gifts for the National Institutes of Health
or a national research institute or for the acquisition of grounds or
for the erection, equipment, or maintenance of facilities for the Na-
tional Institutes of Health or a national research institute. Dona-
tions of $50,000 or over for the National Institutes of Health or a
national research institute for carrying out the purposes of this
title may be acknowledged by the establishment within the Nation-
al Institutes of Health or a national research institute of suitable
memorials to the donors.

TITLE XXI- VACCINES

Subtitle 1-National Vaccine Program

ESTABLISHMENT

SEC. 2101. The Secretary shall establish in the Department of
Health and Human Services a National Vaccine Program to achieve
optimal prevention of human infectious diseases through immuniza-
tion and to achieve optimal prevention against adverse reactions to
vaccines. The Program shall be administered by a Director selected
by the Secretary.

PROGRAM RESPONSIBILITIES

SEC. 2102. (a) The Director of the Program shall have the follow-
ing responsibilities:

(1) VACCINE RESEARCH.-The Director of the Program shall,
through the plan issued under section 2103, coordinate and pro-
vide direction for research carried out in or through the Nation-
al Institutes of Health, the Centers for Disease Control, the
Office of Biologics Research and Review of the Food and Drug
Administration, the Department of Defense, and the Agency for
International Development on means to induce human immuni-
ty against naturally occurring infectious diseases and to prevent
adverse reactions to vaccines.

(2) VACCINE DEVELOPMENT.-The Director of the Program
shall, through the plan issued under section 2103, coordinate
and provide direction for activities carried out in or through
the National Institutes of Health, the Office of Biologics Re-
search and Review of the Food and Drug Administration, the
Department of Defense, and the Agency for International Devel-
opment to develop the techniques needed to produce safe and ef-
fective vaccines.

(3) SAFETY AND EFFICACY TESTING OF VACCINES.-The Director
of the Program shall, through the plan issued under section
2103, coordinate and provide direction for safety and efficacy
testing of vaccines carried out in or through the National Insti-
tutes of Health, the Centers for Disease Control, the Office of
Biologics Research and Review of the Food and Drug Adminis-



tration, the Department of Defense, and the Agency for Interna-
tional Development.

(4) LICENSING OF VACCINE MANUFACTURERS AND VACCINES.-

The Director of the Program shall, through the plan issued
under section 2103, coordinate and provide direction for the al-
location of resources in the implementation of the licensing pro-
gram under section 351.

(5) PRODUCTION AND PROCUREMENT OF VACCINES.-The Direc-
tor of the Program shall, through the plan issued under section
2103, ensure that the governmental and non-governmental pro-
duction and procurement of safe and effective vaccines by the
Public Health Service, the Department of Defense, and the
Agency for International Development meet the needs of the
United States population and fulfill commitments of the
United States to prevent human infectious diseases in other
countries.

(6) DISTRIBUTION AND USE OF VACCINES.-The Director of the
Program shall, through the plan issued under section 2103, co-
ordinate and provide direction to the Centers for Disease Con-
trol and assistance to States, localities, and health practitioners
in the distribution and use of vaccines, including efforts to en-
courage public acceptance of immunizations and to make
health practitioners and the public aware of potential adverse
reactions and contraindications to vaccines.

(7) EVALUATING THE NEED FOR AND THE EFFECTIVENESS AND

ADVERSE EFFECTS OF VACCINES AND IMMUNIZATION ACTIVITIES.-

The Director of the Program shall, through the plan issued
under section 2103, coordinate and provide direction to the Na-
tional Institutes of Health, the Centers for Disease Control, the
Office of Biologics Research and Review of the Food and Drug
Administration, the National Center for Health Statistics, the
National Center for Health Services Research and Health Care
Technology Assessment, and the Health Care Financing Admin-
istration in monitoring the need for and the effectiveness and
adverse effects of vaccines and immunization activities.

(8) COORDINATING GOVERNMENTAL AND NON-GOVERNMENTAL

ACTIVITIES.-The Director of the Program shall, through the
plan issued under section 2103, provide for the exchange of in-
formation between Federal agencies involved in the implemen-
tation of the Program and non-governmental entities engaged in
the development and production of vaccines and in vaccine re-
search and encourage the investment of non-governmental re-
sources complementary to the governmental activities under the
Program.

(9) FUNDING OF FEDERAL AGENCIES.-The Director of the Pro-
gram shall make available to Federal agencies involved in the
implementation of the plan issued under section 2103 funds ap-
propriated under section 2106 to supplement the funds other-
wise available to such agencies for activities under the plan.

(b) In carrying out subsection (a) and in preparing the plan under
section 2103, the Director shall consult with all Federal agencies in-
volved in research on and development, testing, licensing, produc-
tion, procurement, distribution, and use of vaccines.



PLAN

SEC. 2103. The Director of the Program shall prepare and issue a
plan for the implementation of the responsibilities of the Director
under section 2102. The plan shall establish priorities in research
and the development, testing, licensing, production, procurement,
distribution, and effective use of vaccines, describe an optimal use of
resources to carry out such priorities, and describe how each of the
various departments and agencies will carry out their vaccine func-
tions in consultation and coordination with the Program and in
conformity with such priorities. The first plan under this section
shall be prepared not later than January 1, 1987, and shall be re-
vised not later than January I of each succeeding year.

REPORT

SEC. 2104. The Director shall report to the Committee on Energy
and Commerce of the House of Representatives and the Committee
on Labor and Human Resources of the Senate not later than Janu-
ary 1, 1988, and annually thereafter on the implementation of the
Program and the plan prepared under section 2103.

NATIONAL VACCINE ADVISORY COMMITTEE

SEC. 2105. (a) There is established the National Vaccine Advisory
Committee. The members of the Committee shall be appointed by
the Director of the Program, in consultation with the National
Academy of Sciences, from among individuals who are engaged in
vaccine research or the manufacture of vaccines or who are physi-
cians, members of parent organizations concerned with immuniza-
tions, or representatives of State or local health agencies or public
health organizations.

(b) The Committee shall-
(1) study and recommend ways to encourage the availability

of an adequate supply of safe and effective vaccination products
in the States,

(2) recommend research priorities and other measures the Di-
rector of the Program should take to enhance the safety and ef-
ficacy of vaccines,

(3) advise the Director of the Program in the implementation
of sections 2102, 2103, and 2104, and

(4) identify annually for the Director of the Program the most
important areas of government and non-government cooperation
that should be considered in implementing sections 2102, 2103,
and 2104.

AUTHORIZATIONS

SEC. 2106. (a) To carry out this subtitle other than section 2102(9)
there are authorized to be appropriated $2,000,000 for fiscal year
1987, $2,500,000 for fiscal year 1988, $,000,000 for fiscal year 1989,
$3,500,000 for fiscal year 1990, $4,000,000 for fiscal year 1991.

(b) To carry out section 2102(9) there are authorized to be appro-
priated $20,000,000 for fiscal year 1987, $22,500,000 for fiscal year
1988, $25,000,000 for fiscal year 1989, $27,500,000 for fiscal year
1990, $30,000,000 for fiscal year 1991.



Subtitle 2-National Vaccine Injury Compensation Program

PART A-PROGRAM REQUIREMENTS

ESTABLISHMENT OF PROGRAM

SEC. 2110. (a) PROGRAM ESTABLISED.-There is established the
National Vaccine Injury Compensation Program to be administered
by the Secretary under which compensation may be paid for a vac-
cine-related injury or death.

(b) ATTORNEY'S OBLIGATION.-It shall be the ethical obligation of
any attorney who is consulted by an individual with respect to a
vaccine-related injury or death to advise such individual that com-
pensation may be available under the Program for such injury or
death.

PETITIONS FOR COMPENSATION

SEC. 2111. (a) GENERAL RULE.-
(1) A proceeding for compensation under the Program for a

vaccine-related injury or death shall be initiated by service
upon the Secretary and the filing of a petition with the United
States district court for the district in which the petitioner re-
sides or in which the injury or death occurred.

(2)(A) No person may bring a civil action for damages in an
amount greater than $1,000 or in an unspecified amount
against a vaccine manufacturer in a State or Federal court for
damages arising from a vaccine-related injury or death associ-
ated with the administration of a vaccine after the date of the
enactment of this subtitle, and no such court may award dam-
ages in an amount greater than $1,000 in a civil action for
damages for such a vaccine-related injury or death, unless-

(i) a petition has been filed, in accordance with section
2116, under subsection (b) for compensation under the Pro-
gram for such injury or death,

(ii) a district court of the United States has issued a
judgment under section 2112 on such petition, and

(iii) such person elects under section 2121(a) to file such
an action.

(B) If a civil action which is barred under subparagraph (A)
is filed in a State or Federal court, the court shall dismiss the
action. If a petition is filed under this section with respect to
the injury or death for which such civil action was brought, the
date such dismissed action was filed shall, for purposes of the
limitations of actions prescribed by section 2116, be considered
the date the petition was filed, if the petition was filed within
one year of the date of the dismissal of the civil action.

(3) No vaccine manufacturer may be made a party to a civil
action (other than a civil action which may be brought under
paragraph (2)) for damages for a vaccine-related injury or death
associated with the administration of a vaccine after the date
of the enactment of this subtitle.

(4) If in a civil action brought against a vaccine manufactur-
er before the date of the enactment of this subtitle damages
were denied for a vaccine-related injury or death or if such civil



action was dismissed with prejudice, the person who brought
such action may file a petition under subsection (b) for such
injury or death.

(5)(A) A plaintiff who on the date of enactment of this sub-
title has pending a civil action for damages for a vaccine-relat-
ed injury or death may, at any time within 2 years after the
date of enactment of this title or before judgment, whichever
occurs first, elect to withdraw such action without prejudice
and file a petition under subsection (b) for such injury or death.

(B) If a plaintiff who on the date of enactment of this subtitle
had pending a civil action for damages for a vaccine-related
injury or death does not withdraw the action under subpara-
graph (A), such person may not file a petition under subsection
(b) for such injury or death.

(6) If a person brings a civil action after the date of the enact-
ment of this subtitle for damages for a vaccine-related injury or
death associated with the administration of a vaccine before
the date of the enactment of this subtitle, such person may not
file a petition under subsection (b) for such injury or death.

(7) If in a civil action brought against a vaccine manufactur-
er for a vaccine-related injury or death damages are awarded
under a judgment of a court or a settlement of such action, the
person who brought such action may not file a petition under
subsection (b) for such injury or death.

(b) PETITIONERS. -
(1) Any person who has sustained a vaccine-related injury,

the legal representative of such person if such person is a minor
or is disabled, or the legal representative of any person who
died as the result of the administration of a vaccine set forth in
the Vaccine Injury Table may file a petition for compensation
under the Program.

(2) Only one petition may be filed with respect to each admin-
istration of a vaccine.

(c) PETITION CONTENT.-A petition for compensation under the
Program for a vaccine-related injury or death shall contain-

(1) an affidavit, and supporting documentation, demonstrat-
ing that the person who suffered such injury or who died-

(A) received a vaccine set forth in the Vaccine Injury
Table or, if such person did not receive such a vaccine, con-
tracted polio, directly or indirectly, from another person
who received an oral polio vaccine,

(B)(i) if such person received a vaccine set forth in the
Vaccine Injury Table-

(I) received the vaccine in the United States or in its
trust territories,

(II) received the vaccine outside the United States or
a trust territory and at the time of the vaccination
such person was a citizen of the United States serving
abroad as a member of the Armed Forces or otherwise
as an employee of the United States or a dependent of
such a citizen, or

(III) received the vaccine outside the United States or
a trust territory and the vaccine was manufactured by
a vaccine manufacturer located in the United States



and such person returned to the United States not later
than 6 months after the date of the vaccination,

(ii) if such person did not receive such a vaccine but con-
tracted polio from another person who received an oral
polio vaccine, was a citizen of the United States or a de-
pendent of such a citizen,

(C)(i) sustained, or had significantly aggravated, any ill-
ness, disability, injury, or condition set forth in the Vaccine
Injury Table in association with the vaccine referred to in
subparagraph (A) or died from the administration of such
vaccine, and the first symptom or manifestation of the
onset or of the significant aggravation of any such illness,
disability, injury, or condition or the death occurred within
the time period after vaccine administration set forth in
the Vaccine Injury Table, or

(ii)(I) sustained, or had significantly aggravated, any ill-
ness, disability, injury, or condition not set forth in the
Vaccine Injury Table but which was caused by a vaccine re-
ferred to in subparagraph (A), or

(II) sustained, or had significantly aggravated, any ill-
ness, disability, injury, or condition set forth in the Vaccine
Injury Table the first symptom or manifestation of the
onset or significant aggravation of which did not occur
within the time period set forth in the Table but which was
caused by a vaccine referred to in subparagraph (A),

(D)(i) suffered the residual effects or complications of
such illness, disability, injury, or condition for more than 1
year after the administration of the vaccine, (ii) incurred
unreimbursable expenses due in whole or in part to such
illness, disability, injury, or condition in an amount greater
than $1,000, or (iii) died from the administration of the
vaccine, and

(E) has not previously collected an award or settlement of
a civil action for damages for such vaccine-related injury or
death,

(2) all available relevant medical records (including autopsy
reports, if any) relating to the person who suffered such injury
or who died from the administration of the vaccine and an
identification of any unavailable records known to the petition-
er and the reasons for their unavailability, and

(3) appropriate assessments, evaluations, and prognoses and
such other records and documents as are reasonably necessary
for the determination of the amount of compensation to be paid
to, or on behalf of, the person who suffered such injury or who
died from the administration of the vaccine.

COURT JURISDICTION

SEC. 2112. (a) GENERAL RULE.-The district courts of the United
States shall have jurisdiction (1) over proceedings to determine if a
petitioner under section 2111 is entitled to compensation under the
Program and the amount of such compensation, and (2) to issue and
enforce such orders as the courts deem necessary to assure the
prompt payment of any compensation awarded.



(b) PARTIES.-
(1) The Secretary shall be named as the respondent in all pro-

ceedings brought by the filing of a petition under section
2111(b). Except as provided in paragraph (2), no other person
may intervene in any such proceeding.

(2) Within 30 days after the Secretary receives service of any
petition filed under section 2111 the Secretary shall publish
notice of such petition in the Federal Register. The special
master designated with respect to such petition under subsec-
tion (c) shall afford all interested persons an opportunity to
submit relevant, written information-

(A) relating to the existence of the evidence described in
section 2113(a)(1)(B), or

(B) relating to any allegation in a petition with respect to
the matters described in section 2111(c)(1)(C)(ii).

(c) SPECIAL MASTERS.-
(1) Following receipt of a petition under subsection (a), the

district court of the United States in which the petition is filed
shall designate a special master to carry out the functions au-
thorized by paragraph (2).

(2) A special master shall serve as an adjunct to the court
and may-

(A) require such evidence as may be appropriate for the
preparation of proposed findings of fact and conclusions of
law with respect to whether compensation is to be provided
under the Program and the amount of any such compensa-
tion,

(B) require the submission of such information as may be
reasonable and necessary to determine if the petitioner is
entitled to compensation,

(C) require the testimony of any person and the produc-
tion of any document as may be reasonable and necessary
to determine if the petitioner is entitled to compensation,

(D) conduct such hearings as may be appropriate, and
(E) prepare and submit to the court proposed findings of

fact and conclusions of law.
Information submitted to a special master in a proceeding on a
petition may not be disclosed to a person who is not a party to
the proceeding without the express, written consent of the
person who submitted the information. There may be no discov-
ery in a proceeding on a petition other than the discovery re-
quired under this paragraph.

(d) ACTION BY THE COURT.-
(1) Upon objection by the petitioner or respondent to the pro-

posed findings of fact or conclusions of law prepared by the spe-
cial master or upon the court's own motion, the court shall un-
dertake a review of the record of the proceedings and may there-
after make a de novo determination of any matter and issue its
judgment accordingly, including findings of fact and conclu-
sions of law, or remand for further proceedings.

(2) If no objection is filed under paragraph (1) or if the court
does not choose to review the proceeding, the court shall adopt
the proposed findings of fact and conclusions of law of the spe-
cial master as its own and render judgment thereon.



(3) The court shall render its judgment on any petition filed
under the Program as expeditiously as practicable but not later
than 365 days after the date on which the petition was filed.

(e) ADMINISTRATION OF AWARD.-The Program shall administer
the payments of such compensation. The Program shall audit the
payments of compensation under a judgment. A petitioner awarded
compensation shall notify the Program of any changes which sig-
nificantly affect the compensation to be paid.

(f) REVISION OF A WARD.-
(1) If the court issues a judgment awarding to a petitioner

compensation described in section 2115(a)(1)(A) for unreimburs-
able expenses and the compensation is insufficient to meet such
expenses, such petitioner may petition the court to (A) review
such award, and (B) increase the award to make it sufficient to
meet such expenses or amend the periodic payment schedule es-
tablished under section 2115, or both.

(2) If an audit conducted under subsection (e) discloses the
improper use of compensation awarded under a judgment or the
termination of a need for an item of compensation, the Program
shall petition the court which awarded the compensation to
make an appropriate revision in the compensation.

(g) APPEALS.-The findings of fact and conclusions of law of a
district court of the United States on a petition shall be final deter-
minations of the matters involved, except that the Secretary or any
petitioner aggrieved by the findings or conclusions of the court may
obtain review of the judgment of the court in the United States
court of appeals for the circuit in which the court is located upon
petition filed with such court of appeals.

DETERMINATION OF ELIGIBILITY AND COMPENSATION

SEC. 2113. (a) GENERAL RULE. -
(1) Compensation shall be awarded under the Program to a

petitioner if the court finds on the record as a whole-
(A) that the petitioner has demonstrated by a preponder-

ance of the evidence the matters required in the petition by
section 2111(c)(1), and

(B) that there is not a preponderance of the evidence that
the illness, disability, injury, condition, or death described
in the petition is due to factors unrelated to the adminis-
tration of the vaccine described in the petition.

The court may not make such a finding based on the claims of
a petitioner alone, unsubstantiated by medical records or by
medical opinion.

(2) For purposes of paragraph (1), the term "factors unrelated
to the administration of the vaccine"--

(A) does not include any idiopathic, unexplained, un-
known, hypothetical, or undocumentable cause, factor,
injury, illness, or condition, and

(B) may, as documented by the petitioner's evidence or
other material in the record, include infection, toxins,
trauma (including birth trauma and related anoxia), or
metabolic disturbances which have no known relation to
the vaccine involved, but which in the particular case are



shown to have been the agent or agents principally respon-
sible for causing the petitioner's illness, disability, injury,
condition, or death.

(b) MATTERS To BE CONSIDERED.-
(1) In determining whether to award compensation to a peti-

tioner under the Program, the court shall consider, in addition
to all other relevant medical and scientific evidence contained
in the record-

(A) any diagnosis, conclusion, medical judgment, or au-
topsy or coroner's report which is contained in the record
regarding the nature, causation, and aggravation of the pe-
titioner's illness, disability, injury, condition, or death, and

(B) the results of any diagnostic or evaluative test which
are contained in the record and the summaries and conclu-
sions.

Any such diagnosis, conclusion, judgment, test result, report, or
summary shall not be binding on the court. In evaluating the
weight to be afforded to any such diagnosis, conclusion, judg-
ment, test result, report, or summary, the court shall consider
the entire record and the course of the injury, disability, illness,
or condition until the date of the judgment of the court.

(2) The court may find the first symptom or manifestation of
onset or significant aggravation of an injury, disability, illness,
condition, or death described in a petition occurred within the
time period described in the Vaccine Injury Table even though
the occurrence of such symptom or manifestation was not re-
corded or was incorrectly recorded as having occurred outside
such period. Such a finding may be made only upon demonstra-
tion by a preponderance of the evidence that the onset or signifi-
cant aggravation of the injury, disability, illness, condition, or
death described in the petition did in fact occur within the time
period described in the Vaccine Injury Table.

(c) RECORD DEFINED.-For purposes of this section, the term
"record" means the record established by a distict court of the
United States in a proceeding on a petition filed under section 2111.

VACCINE INJURY TABLE

SEC. 2114. (a) INITIAL TABLE.-The following is a table of vac-
cines, the injuries, disabilities, illnesses, conditions, and deaths re-
sulting from the administration of such vaccines, and the time
period in which the first symptom or manifestation of onset or of
the significant aggravation of such injuries, disabilities, illnesses,
conditions, and deaths is to occur after vaccine administration for
purposes of receiving compensation under the Program:
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VACCINE INJURY TABLE

Time period for first symptom or manifestation of
onset or of significant aggravation after vaccine

administration

I. DTP; P; DTP/Polio Combination, or Any Other
Vaccine Containing Whole Cell Pertussis Bacte-
ria, Extracted or Partial Cell Bacteria, or Specif-
ic Pertussis Antigen(s)

Illness, disability, injury, or condition covered:
A. Anaphylaxis or anaphylactic shock .......... 24 hours
B. Encephalopathy (or encephalitis) .............. 3 days
C. Shock-collapse or hypotonic-hypo-re- 3 days

sponsive collapse.
D. Residual seizure disorder in accord- 3 days

ance with subsection (c)(2).
E. Any acute complication or sequela (in- Not applicable

cluding death) of an illness, disability,
injury, or condition referred to above
which illness, disability, injury, or con-
dition arose within the time period pre-
scribed.

Ii. Measles, mumps, rubella, or any vaccine con-
taining any of the foregoing as a component; DT
Td; or Tetanus Toxoid:

A. Anaphylaxis or anaphylactic shock ................. 24 hours
B. Encephalopathy (or encephalitis) ...................... 15 days (for mumps, rubella, measles, or

any vaccine containing any of the forego-
ing as a component). 3 days (for DT, Td,
or tetanus toxoid).

C Residual seizure disorder in accordance 15 days (for mumps, rubella, measles, or
with subsection (cX2). any vaccine containing any of the forego-

ing as a component). 3 days (for DT, Td,
or tetanus toxoid).

D. Any acute complication or sequela (in- Not applicable
cluding death) of an illness, disability,
injury, or condition referred to above
which illness, disability, injury, or con-
dition arose within the time period pre-
scribed.

III. Polio Vaccines (other than Inactivated Polio
Vaccine):

A. Paralytic polio:
-in a non-immunodeficient recipient ........... 30 days
-in an immunodefiwient recipient ................ 6 months
-in a vaccine-associated community case.... Not applicable

B. Any acute complication or sequela (includ- Not applicable
ing death) of an illness, disability, injury, or
condition referred to above which illness,
disability, injury, or condition arose within
the time period prescribed.

IV. Inactivated Polio Vaccine:
A. Anaphylaxis or anaphylactic shock ................. 24 hours
B. Any acute complication or sequela (includ- Not applicable

ing death) of an illness, disability, injury, or
condition referred to above which illness,
disability, injury, or condition arose within
the time period prescribed.

(b) QUALIFICATIONS AND AIDS TO INTERPRETATION.-The following
qualifications and aids to interpretation shall apply to the Vaccine
Injury Table in subsection (a):



(1) A shock-collapse or a hypotonic-hyporesponsive collapse
may be evidenced by indicia or symptoms such as decrease or
loss of muscle tone, paralysis (partial or complete), hemiplegia
or hemiparesis, loss of color or turning pale white or blue, unre-
sponsiveness to environmental stimuli, depression of conscious-
ness, loss of consciousness, prolonged sleeping with difficulty
arousing, or cardiovascular or respiratory arrest.

(2) A petitioner may be considered to have suffered a residual
seizure disorder if the petitioner did not suffer a seizure or con-
vulsion unaccompanied by fever or accompanied by a fever of
less than 102 degrees Fahrenheit before the first seizure or con-
vulsion after the administration of the vaccine involved and
if-

(A) in the case of a measles, mumps, or rubella vaccine or
any combination of such vaccines, the first seizure or con-
vulsion occurred within 15 days after administration of the
vaccine and 2 or more seizures or convulsions occurred
within I year after the administration of the vaccine which
were unaccompanied by fever or accompanied by a fever of
less than 102 degrees Fahrenheit, and

(B) in the case of any other vaccine, the first seizure or
convulsion occurred within 3 days after administration of
the vaccine and 2 or more seizures or convulsions occurred
within I year after the administration of the vaccine which
were unaccompanied by fever or accompanied by a fever of
less than 102 degrees Fahrenheit.

(3)(A) The term 'encephalopathy' means any significant ac-
quired abnormality of, or injury to, or impairment of function
of the brain. Among the frequent manifestations of encephalo-
pathy are focal and diffuse neurologic signs, increased intra-
cranial pressure, or changes lasting at least 6 hours in level of
consciousness, with or without convulsions. The neurological
signs and symptoms of encephalopathy may be temporary with
complete recovery, or may result in various degrees of perma-
nent impairment. Signs and symptoms such as high pitched
and unusual screaming, persistent unconsolable crying, and
bulging fontanel are compatible with an encephalopathy, but in
and of themselves are not conclusive evidence of encephalo-
pathy. Encephalopathy usually can be documented by slow
wave activity on an electroencephalogram.

(B) If in a proceeding on a petition it is shown by a prepon-
derance of the evidence that an encephalopathy was caused by
infection, toxins, trauma, or metabolic disturbances the ence-
phalopathy shall not be considered to be a condition set forth in
the table. If at the time a judgment is entered on a petition
filed under section 2111(b) for a vaccine-related injury or death
it is not possible to determine the cause, by a preponderance of
the evidence, of an encephalopathy, the encephalopathy shall be
considered to be a condition set forth in the table. In determin-
ing whether or not an encephalopathy is a condition set forth in
the table, the court shall consider the entire medical record.

(4) For purposes of paragraphs (2) and (3), the terms "seizure"
and 'convulsion' include grand mal, petit mal, absence, myo-
clonic, tonic-clonic, and focal motor seizures and signs. If a pro-



vision of the table to which paragraph (1), (2), (3), or (4) applies
is revised under subsection (c) or (d), such paragraph shall not
apply to such provision after the effective date of the revision
unless the revision specifies that such paragraph is to continue
to apply.

(c) ADMINISTRATIVE REVISION OF THE TABLE. -
(1) The Secretary may promulgate regulations to modify in ac-

cordance with paragraph (3) the Vaccine Injury Table. In pro-
mulgating such regulations, the Secretary shall provide for
notice and opportunity for a public hearing and at least 180
days of public comment.

(2) Any person (including the Advisory Commission on Child-
hood Vaccines) may petition the Secretary to propose regulations
to amend the Vaccine Injury Table. Unless clearly frivolous, or
initiated by the Commission, any such petition shall be referred
to the Commission for its recommendations. Following-

(A) receipt of any recommendation of the Commission, or
(B) 180 days after the date of the referral to the Commis-

sion,
whichever occurs first, the Secretary shall conduct a rulemak-
ing proceeding on the matters proposed in the petition or pub-
lish in the Federal Register a statement of reasons for not con-
ducting such proceeding.

(3) A modification of the Vaccine Injury Table under para-
graph (1) may add to, or delete from, the list of injuries, disabil-
ities, illnesses, conditions, and deaths for which compensation
may be provided or may change the time periods for the first
symptom or manifestation of the onset or the significant aggra-
vation of any such injury, disability, illness, condition, or
death.

(4) Any modification under paragraph (1) of the Vaccine
Injury Table shall apply only with respect to petitions for com-
pensation under the Program which are filed after the effective
date of such regulation.

(d) ROLE OF COMMISSION. -Except with respect to a regulation rec-
ommended by the Advisory Commission on Childhood Vaccines, the
Secretary may not propose a regulation under subsection (c) or any
revision thereof, unless the Secretary has first provided to the Com-
mission a copy of the proposed regulation or revision, requested rec-
ommendations and comments by the Commission, and afforded the
Commission at least 90 days to make such recommendations.

(e) RECOMMENDATION.-The Secretary may recommend to Congress
revisions of the table to change the vaccines covered by the table.

COMPENSATION

"SEC. 2115. (a) GENERAL RuLE. -Compensation awarded under
the Program to a petitioner under section 2111 shall be paid out of
the National Vaccine Injury Compensation Trust Fund and shall
include the following:

(1)(A) Actual unreimbursable expenses incurred from the date
of the judgment awarding such expenses and reasonable project-
ed unreimbursable expenses which-



(i) result from the vaccine-related injury for which the pe-
titioner seeks compensation,

(ii) have been or will be incurred by or on behalf of the
person who suffered such injury, and

(iii)(I) have been or will be for diagnosis and medical or
other remedial care determined to be reasonably necessary,
or

(II) have been or will be for rehabilitation, developmental
evaluation, special education, vocational training and
placement, case management services, counseling, emotional
or behavioral therapy, residential and custodial care and
service expenses, special equipment, related travel expenses,
and facilities determined to be reasonably necessary.

The amount of unreimbursable expenses which may be recov-
ered under this subparagraph shall be limited to the amount in
excess of the amount set forth in section 2111(c)(1)(D)(ii).

(B) Subject to section 2116(a)(2), actual unreimbursable ex-
penses incurred before the date of the judgment awarding such
expenses which-

(i) resulted from the vaccine-related injury for which the
petitioner seeks compensation,

(ii) were incurred by or on behalf of the person who suf-
fered such injury, and

(iii) were for diagnosis, medical or other remedial care,
rehabilitation, developmental evaluation, special education,
vocational training and placement, case management serv-
ices, counseling, emotional or behavioral therapy, residen-
tial and custodial care and service expenses, special equip-
ment, related travel expenses, and facilities determined to
be reasonably necessary.

The amount of unreimbursable expenses which may be recov-
ered under this subparagraph shall be limited to the amount in
excess of the amount set forth in section 2111(c)(1)(D)(ii).

(2) In the event of a vaccine-related death, an award of
$250,000 for the estate of the deceased.

(3)(A) In the case of any person who has sustained a vaccine-
related injury after attaining the age of 18 and whose earning
capacity is or has been impaired by reason of such person's vac-
cine-related injury for which compensation is to be awarded,
compensation for actual and anticipated loss of earnings deter-
mined in accordance with generally recognized actuarial princi-
ples and projections.

(B) In the case of any person who has sustained a vaccine-re-
lated injury before attaining the age of 18 and whose earning
capacity is or has been impaired by reason of such person's vac-
cine-related injury for which compensation is to be awarded
and whose vaccine-related injury is of sufficient severity to
permit reasonable anticipation that such person is likely to
suffer impaired earning capacity at age 18 and beyond, compen-
sation after attaining the age of 18 for loss of earnings deter-
mined on the basis of the average gross weekly earnings of
workers in the private, non-farm sector, less appropriate taxes
and the average cost of a health insurance policy, as deter-
mined by the Secretary.



(4) For actual and projected pain and suffering and emotion-
al distress from the vaccine-related injury, an award not to
exceed $250,000.

Payments for projected expenses shall be paid on a periodic basis
(but no payment may be made for a period in excess of 1 year). Pay-
ments for pain and suffering and emotional distress and incurred
expenses may be paid in a lump sum.

(b) RESIDENTIAL AND CUSTODIAL CARE AND SERVICE.-The
amount of any compensation for residential and custodial care and
service expenses under subsection (a)(1) shall be sufficient to enable
the compensated person to remain living at home.

(c) TYPES OF COMPENSATION PROHIBITED.-Compensation award-
ed under the Program may not include the following:

(1) Punitive or exemplary damages.
(2) Except with respect to compensation payments under para-

graphs (2) and (3) of subsection (a), compensation for other than
the health, education, or welfare of the person who suffered the
vaccine-related injury with respect to which the compensation is
paid.

(d) ATTORNEYS' FEES.-
(1) The judgment of a court on a petition filed under section

2111 awarding compensation shall include an amount to
cover-

(A) reasonable attorneys' fees, and
(B) other costs,

incurred in any proceeding on such petition. If the judgment of
a court on such a petition does not award compensation, the
court may include in the judgment an amount to cover petition-
er's reasonable attorneys' fees and other costs incurred in any
proceeding on such petition if the court determines that the
civil action was brought in good faith and there was a reasona-
ble basis for the claim for which the civil action was brought.

(2) If the petitioner, before the date of enactment of this title,
filed a civil action for damages for any vaccine-related injury or
death for which compensation may be awarded under the Pro-
gram, and elected under section 2111(a)(4) to withdraw such
action and to file a petition for compensation under the Pro-
gram, the judgment of the court on such petition may include
an amount limited to the costs and expenses incurred by the pe-
titioner and the attorney of the petitioner before the date of en-
actment of this subtitle in preparing, filing, and prosecuting
such civil action (including the reasonable value of the attor-
ney's time if the civil action was filed under contingent fee ar-
rangements).

(3) No attorney may charge any fee for services in connection
with a petition filed under section 2111 which is in addition to
any amount included under paragraph (1) in a judgment on
such petition.

(e) PA YMENT OF COMPENSATION. -
(1) Except as provided in paragraph (2), no compensation may

be paid until an election has been made, or has been deemed to
have been made, under section 2121(a) to receive compensation.

(2) Compensation described in subsection (a)(1)(A)(iii) shall be
paid from the date of the judgment of the district court of the



United States under section 2112 awarding the compensation.
Such compensation may not be paid after an election under sec-
tion 2121(a) to file a civil action for damages for the vaccine-
related injury or death for which such compensation was
awarded.

(3) Payments of compensation shall be exempt from reduction
under any order issued under part C of the Balanced Budget
and Emergency Deficit Control Act of 1985.

(f) PROGRAM NOT PRIMARILY LIABLE.-Payment of compensation
under the Program shall not be made for any item or service to the
extent that payment has been made, or can reasonably be expected
to be made, with respect to such item or service (1) under any State
compensation program, under an insurance policy, or under any
Federal or State health benefits program, or (2) by an entity which
provides health services on a prepaid basis.

(g) LIABILITY OF HEALTH INSURANCE CARRIERS, PREPAID HEALTH
PLANS, AND BENEFIT PROVIDERS.-No policy of health insurance
may make payment of benefits under the policy secondary to the
payment of compensation under the Program and-

(1) no State, and
(2) no entity which provides health services on a prepaid basis

or provides health benefits,
may make the provision of health services or health benefits second-
ary to the payment of compensation under the Program.

LIMITATIONS OF ACTIONS

SEC. 2116. (a) GENERAL RULE.-
(1) Except as provided in paragraph (2)-

(A) in the case of a vaccine set forth in the Vaccine
Injury Table which is administered before the date of the
enactment of this title, if a vaccine-related injury or death
occurred as a result of the administration of such vaccine,
no petition may be filed for compensation under the Pro-
gram for such injury or death after the expiration of 24
months after the date of the enactment of this title, and

(B) in the case of a vaccine set forth in the Vaccine
Injury Table which is administered after the date of the en-
actment of this title, if a vaccine-related injury occurred as
a result of the administration of such vaccine, no petition
may be filed for compensation under the Program for such
injury after the expiration of 36 months after the date of
the occurrence of the first symptom or manifestation of
onset or of the significant aggravation of such injury, and

(C) in the case of a vaccine set forth in the Vaccine Injury
Table which is administered after the date of the enact-
ment of this title, if a death occurred as a result of the ad-
ministration of such vaccine-

(i) no petition may be filed for compensation under
the Program for such death after the expiration of 24
months from the date of the death, and-

(ii) no such petition may be filed more than 48
months after the date of the occurrence of the first
symptom or manifestation of onset or of the significant



aggravation of the injury from which the death result-
ed.

(2) No compensation may be provided under the Program
with respect to-

(A) a vaccine-related injury which is associated with a
vaccine which was administered more than 8 years before
the date of the enactment of this title, and

(B) a vaccine-related death which is associated with a
vaccine which was administered more than 8 years before
the date of the enactment of this title.

(b) EFFECT OF REVISED TABLE.-If at any time the Vaccine Injury
Table is revised and the effect of such revision is to permit an indi-
vidual who was not, before such revision, eligible to seek compensa-
tion under the Program, such person may file a petition for such
compensation not later than 2 years after the effective date of the
revision, except that no compensation may be provided under the
Program with respect to a vaccine-related injury or death covered
under the revision of the table if-

(1) the vaccine-related death occurred more than 8 years
before the date of the revision of the table, or

(2) the vaccine-related injury occurred more than 8 years
before the date of the revision of the table.

(c) STATE LIMITATIONS OF AcTIONS.-If a petition is filed under
section 2111(b) for a vaccine-related injury or death, limitations of
actions under State law shall be stayed with respect to a civil action
brought for such injury or death for the period beginning on the
date the petition is filed and ending on the date a final judgment is
entered on the petition.

SUBROGATION

SEC. 2117. (a) GENERAL RULE.-
(1) Upon payment of compensation to any petitioner under the

Program, the National Vaccine Injury Compensation Trust
Fund shall be subrogated to all rights of the petitioner with re-
spect to the vaccine-related injury or death for which compensa-
tion was paid, except that the Fund may not recover under such
rights an amount greater than the amount of compensation
paid to the petitioner.

(2) In any case in which it deems such action appropriate, a
district court of the United States may, after entry of a final
judgment providing for compensation to be paid under section
2115 for a vaccine-related injury or death, refer the record of
such proceeding to the Secretary and the Attorney General with
such recommendation as the court deems appropriate with re-
spect to investigation or commencement of a civil action by the
Secretary under paragraph (1).

(b) DISPOSITION OF AMOUNTS RECOVERED.-Armounts recovered
under subsection (a) shall be collected on behalf of and deposited
in, the National Vaccine Injury Compensation Trust Fund.

INCREASE FOR INFLATION

SEC. 2118. The compensation under subsections (a)(2) and (a)(4) of
section 2115 and the civil penalty under section 2128(b) shall, effec-



tive December 1 of each year beginning 1 year after the date of the
enactment of this title, be increased by the percent change in the
Consumer Price Index for the base quarter of such year over the
Consumer Price Index for the base quarter of the preceding year, ad-
justed to the nearest 1/ of I percent. For purposes of this section, the
term "base quarter", as used with respect to a year, means the calen-
dar quarter ending on September 30 of such year and the price
index for a base quarter is the arithmetical mean of such index for
the 3 months comprising such quarter.

ADVISORY COMMISSION ON CHILDHOOD VACCINES

SEC. 2119. (a) ESTABLISHMENT.-There is established the Advisory
Commission on Childhood Vaccines. The Commission shall be com-
posed of

(1) Nine members appointed by the Secretary as follows:
(A) Three members who are health professionals, who are

not employees of the United States, and who have expertise
in the health care of children, the epidemiology, etiology,
and prevention of childhood diseases, and the adverse reac-
tions associated with vaccines, of whom at least two shall
be pediatricians.

(B) Three members from the general public, of whom at
least two shall be legal representatives of children who
have suffered a vaccine-related injury or death.

(C) Three members who are attorneys, of whom at least
one shall be an attorney whose specialty includes represen-
tation of persons who have suffered a vaccine-related injury
or death and of whom one shall be an attorney whose spe-
cialty includes representation of vaccine manufacturers.

(2) The Director of the National Institutes of Health, the As-
sistant Secretary for Health, the Director of the Centers for Dis-
ease Control, and the Commissioner of Food and Drugs (or the
designees of such officials), each of whom shall be a nonvoting
ex officio member.

The Secretary shall select members of the Commission within 90
days of the date of the enactment of this subtitle. The members of
the Commission shall select a chair from among the members.

(b) TERM OF OFFICE.-Appointed members of the Commission
shall be appointed for a term of office of 3 years, except that of the
members first appointed, 3 shall be appointed for a term of 1 year, 3
shall be appointed for a term of 2 years, and 3 shall be appointed
for a term of 3 years, as determined by the Secretary.

(c) MEETINGS.-The Commission shall first meet within 60 days
after all members of the Commission are appointed, and thereafter
shall meet not less often than four times per year and at the call of
the chair. A quorum for purposes of a meeting is 5. A decision at a
meeting is to be made by a ballot of a majority of the voting mem-
bers of the Commission.

(d) COMPENSATION.-Members of the Commission who are officers
or employees of the Federal Government shall serve as members of
the Commission without compensation in addition to that received
in their regular public employment. Members of the Commission
who are not officers or employees of the Federal Government shall



be compensated at a rate not to exceed the daily equivalent of the
rate in effect for grade GS-18 of the General Schedule for each day
(including traveltime) they are engaged in the performance of their
duties as members of the Commission. All members, while so serv-
ing away from their homes or regular places of business, may be al-
lowed travel expenses, including per diem in lieu of subsistence, in
the same manner as such expenses are authorized by section 5703,
title 5, United States Code, for employees serving intermittently.

(e) STAFF.-The Secretary shall provide the Commission with such
professional and clerical staff, such information, and the services of
such consultants as may be necessary to assist the Commission in
carrying out effectively its functions under this section.

(f) FUNCTIONS.-The Commission shall-
(1) advise the Secretary on the implementation of the Pro-

gram,
(2) on its own initiative or as the result of the filing of a peti-

tion, recommend changes in the Vaccine Injury Table,
(3) advise the Secretary in implementing the Secretary's re-

sponsibilities under section 2127 regarding the need for child-
hood vaccination products that result in fewer or no significant
adverse reactions,

(4) survey Federal, State, and local programs and activities
relating to the gathering of information on injuries associated
with the administration of childhood vaccines, including the
adverse reaction reporting requirements of section 2125(b), and
advise the Secretary on means to obtain, compile, publish, and
use credible data related to the frequency and severity of ad-
verse reactions associated with childhood vaccines, and

(5) recommend to the Director of the National Vaccine Pro-
gram research related to vaccine injuries which should be con-
ducted to carry out this subtitle.

PART B-ADDITIONAL REMEDIES

AUTHORITY TO BRING ACTIONS

SEC. 2121. (a) ELECTION.-After the judgment of a district court of
the United States under section 2111 on a petition filed for compen-
sation under the Program for a vaccine-related injury or death has
become final, the person who filed the petition shall file with the
court-

(1) if the judgment awarded compensation, an election in
writing to receive the compensation or to file a civil action for
damages for such injury or death, or

(2) if the judgment did not award compensation, an election
in writing to accept the judgment or to file a civil action for
damages for such injury or death.

An election shall be filed under this subsection not later than 90
days after the date of the entry of the court's judgment with respect
to which the election is to be made. If a person required to file an
election with a court under this subsection does not file the election
within the time prescribed for filing the election, such person shall
be deemed to have filed an election to accept the judgment of the
court. If a person elects to receive compensation under a judgment of



a court or is deemed to have accepted the judgment of a court, such
person may not bring or maintain a civil action for damages
against a vaccine manufacturer for the vaccine-related injury or
death for which the judgment was entered.

(b) LIMITATIONS OF AcTIoNs.-A civil action for damages arising
from a vaccine-related injury or death for which a petition was
filed under section 2111 shall, except as provided in section 2116(c),
be brought within the period prescribed by limitations of actions
under State law applicable to such civil action.

STANDARDS OF RESPONSIBILITY

SEC. 2122. (a) GENERAL RULE.-Except as provided in subsections
(b), (c), and (e) State law shall apply to a civil action brought for
damages for a vaccine-related injury or death.

(b) UNA VOIDABLE ADVERSE SIDE EFFECTS; WARNINGS. -

(1) No vaccine manufacturer shall be liable in a civil action
for damages arising from a vaccine-related injury or death asso-
ciated with the administration of a vaccine after the date of the
enactment of this subtitle if the injury or death resulted from
side effects that were unavoidable even though the vaccine was
properly prepared and was accompanied by proper directions
and warnings.

(2) For purposes of paragraph (1), a vaccine shall be presumed
to be accompanied by proper directions and warnings if the vac-
cine manufacturer shows that it complied in all material re-
spects with all requirements under the Federal Food, Drug, and
Cosmetic Act and section 351 of the Public Health Service Act
(including regulations, issued under such provisions) applicable
to the vaccine and related to the vaccine-related injury or death
for which the civil action was brought unless the plaintiff
shows-

(A) that the manufacturer engaged in the conduct set
forth in subparagraph (A) or (B) of section 2123(d)(2), or

(B) by clear and convincing evidence that the manufac-
turer failed to exercise due care notwithstanding its compli-
ance with such Act and section (and regulations, guide-
lines, and directives issued under such provisions).

(c) DIRECT WARNINGS.-No vaccine manufacturer shall be liable
in a civil action for damages arising from a vaccine-related injury
or death associated with the administration of a vaccine after the
date of the enactment of this subtitle solely due to the manufactur-
er's failure to provide direct warnings to the injured party (or the
injured party's legal representative) of the potential dangers result-
ing from the adminstration of the vaccine manufactured by the
manufacturer.

(d) CONSTRUCTION.-The standards of responsibility prescribed by
this section are not to be construed as authorizing a person who
brought a civil action for damages against a vaccine manufacturer
for a vaccine-related injury or death in which damages were denied
or which was dismissed with prejudice to bring a new civil action
against such manufacturer for such injury or death.

(e) PREEMPTION.-No State may establish or enforce a law which
prohibits an individual from bringing a civil action against a vac-



cine manufacturer for damages for a vaccine-related injury or death
if such civil action is not barred by this subtitle.

TRIAL

"SEC. 2123. (a) GENERAL RuLE.-A civil action against a vaccine
manufacturer for damages for a vaccine-related injury or death as-
sociated with the administration of a vaccine after the date of the
enactment of this subtitle which is not barred by section 2111(a)(2)
shall be tried in three stages.

(b) LIABILITY.-The first stage of such a civil action shall be held
to determine if a vaccine manufacturer is liable under section 2122.

(c) GENERAL DAMAGES.-The second stage of such a civil action
shall be held to determine the amount of damages (other than puni-
tive damages) a vaccine manufacturer found to be liable under sec-
tion 2122 shall be required to pay.

(d) PUNITIVE DAMAGES. -

(1) If sought by the plaintiff, the third stage of such an action
shall be held to determine the amount of punitive damages a
vaccine manufacturer found to be liable under section 2122
shall be required to pay.

(2) If in such an action the manufacturer shows that it com-
plied, in all material respects, with all requirements under the
Federal Food, Drug, and Cosmetic Act and the Public Health
Service Act applicable to the vaccine and related to to vaccine
injury or death with respect to which the action was brought,
the manufacturer shall not be held liable for punitive damages
unless the manufacturer engaged in-

(A) fraud or intentional withholding of information from
the Secretary during any phase of a proceeding for approval
of the vaccine under section 351,

(B) intentional and wrongful withholding of information
relating to the safety or efficacy of the vaccine after its ap-
proval, or

(C) other criminal or illegal activity relating to the safety
and effectiveness of vaccines which activity related to the
vaccine-related injury or death for which the civil action
was brought.

(e) EvIDENE.-In any stage of a civil action, the Vaccine Injury
Table, any finding of a district court of the United States or a
master appointed by such court in a proceeding on a petition filed
under section 2111 and the final judgment of a district court of the
United States on such a petition shall not be admissible.

PART C-AssURING A SAFER CHILDHOOD VACCINATION PROGRAM IN
THE UNITED STATES

RECORDING AND REPORTING OF INFORMATION

SEC. 2125. (a) GENERAL RuLE.-Each health care provider who
administers a vaccine set forth in the Vaccine Injury Table to any
person shall record, or ensure that there is recorded, in such per-
son's permanent medical record (or in a permanent office log or file
to which a legal representative shall have access upon request) with
respect to each such vaccine-



(1) the date of administration of the vaccine,
(2) the vaccine manufacturer and lot number of the vaccine,
(3) the name and address and, if appropriate, the title of the

health care provider administering the vaccine, and
(4) any other identifying information on the vaccine required

pursuant to regulations promulgated by the Secretary.
(b) REPORTING. -

(1) Each health care provider and vaccine manufacturer shall
report to the Secretary-

(A) the occurrence of any event set forth in the Vaccine
Injury Table, including the events set forth in section
2114(b) which occur within 7 days of the administration of
any vaccine set forth in the Table or within such longer
period as is specified in the Table or section,

(B) the occurrence of any contraindicating reaction to a
vaccine which is specified in the manufacturer's package
insert, and

(C) such other matters as the Secretary may by regulation
require.

Reports of the matters referred to in subparagraphs (A) and (B)
shall be made beginning 90 days after the date of the enactment
of this subtitle. The Secretary shall publish in the Federal Reg-
ister as soon as practicable after such date a notice of the re-
porting requirement.

(2) A report under paragraph (1) respecting a vaccine shall in-
clude the time periods after the administration of such vaccine
within which vaccine-related illnesses, disabilities, injuries, or
conditions, the symptoms and manifestations of such illnesses,
disabilities, injuries, or conditions, or deaths occur, and the
manufacturer and lot number of the vaccine.

(3) The Secretary shall issue the regulations referred to in
paragraph (1)(C) within 180 days of the date of the enactment of
this subtitle.

(c) RELEASE OF INFORMATION. -
(1) Information which is in the possession of the Federal Gov-

ernment and State and local governments under this section
and which may identify an individual shall not be made avail-
able under section 552 of title 5, United States Code, or other-
wise, to any person except-

(A) the person who received the vaccine, or
(B) the legal representative of such person.

(2) For purposes of paragraph (1), the term "information
which may identify an individual" shall be limited to the
name, street address, and telephone number of the person who
received the vaccine and of that person's legal representative
and the medical records of such person relating to the adminis-
tration of the vaccine, and shall not include the locality and
State of vaccine administration, the name of the health care
provider who administered the vaccine, the date of the vaccina-
tion, or information concerning any reported illness, disability,
injury, or condition resulting from the administration of the
vaccine, any symptom or manifestation of such illness, disabil-
ity, injury, or condition, or death resulting from the administra-
tion of the vaccine.



(3) Except as provided in paragraph (1), all information re-
ported under this section shall be available to the public.

VACCINE INFORMATION

SEC. 2126. (a) GENERAL RULE.-Not later than 1 year after the
date of enactment of this subtitle, the Secretary shall develop and
disseminate vaccine information materials for distribution by
health care providers to the legal representatives of any child receiv-
ing a vaccine set forth in the Vaccine Injury Table. Such materials
shall be published in the Federal Register and may be revised.

(b) DEVELOPMENT AND REVISION OF MATERIALS.-Such materials
shall be developed or revised by rule-

(1) after notice to the public, opportunity for a public hearing,
and 90 days of comment thereon, and

(2) in consultation with the Advisory Commission on Child-
hood Vaccines, appropriate health care providers and parent or-
ganizations, the Centers for Disease Control, and the Food and
Drug Administration.

(c) INFORMATION REQUIREMENTS.-The information in such mate-
rials shall be presented in understandable terms and shall in-
clude-

(1) the frequency, severity, and potential long-term effects of
the disease to be prevented by the vaccine,

(2) the symptoms or reactions to the vaccine which, if they
occur, should be brought to the immediate attention of the
health care provider,

(3) precautionary measures legal representatives should take
to reduce the risk of any major adverse reactions to the vaccine
that may occur,

(4) early warning signs or symptoms to which legal represent-
atives should be alert as possible precursors to such major ad-
verse reactions,

(5) a description of the manner in which legal representatives
should monitor such major adverse reactions, including a form
on which reactions can be recorded to assist legal representa-
tives in reporting information to appropriate authorities,

(6) a specification of when, how, and to whom legal represent-
atives should report any major adverse reaction,

(7) the contraindications to (and bases for delay of) the ad-
ministration of the vaccine,

(8) an identification of the groups, categories, or characteris-
tics of potential recipients of the vaccine who may be at signifi-
cantly higher risk of major adverse reaction to the vaccine than
the general population,

(9) a summary of relevant State and Federal laws concerning
the vaccine, including information on-

(A) the number of vaccinations required for school at-
tendance and the schedule recommended for such vaccina-
tions, and

(B) the availability of the Program, and
(10) such other relevant information as may be determined by

the Secretary.



(d) HEALTH CARE PROVIDER DuTIE.-On and after a date deter-
mined by the Secretary which is-

(1) after the Secretary develops the information materials re-
quired by subsection (a), and

(2) not later than 6 months after the date such materials are
published in the Federal Register,

each health care provider who administers a vaccine set forth in the
Vaccine Injury Table shall provide to the legal representatives of
any child to whom such provider intends to administer such vaccine
a copy of the information materials developed pursuant to subsec-
tion (a), or other written information which meets the requirements
of this section. Such materials or other information shall be provid-
ed prior to the administration of such vaccine.

MANDATE FOR SAFER CHILDHOOD VACCINES

SEC. 2127. (a) GENERAL RuLE.-In the administration of this sub-
title and other pertinent laws under the jurisdiction of the Secre-
tary, the Secretary shall-

(1) promote the development of childhood vaccines that result
in fewer and less serious adverse reactions than those vaccines
on the market on the date of enactment of this subtitle and pro-
mote the refinement of such vaccines, and

(2) make or assure improvements in, and otherwise use the
authorities of the Secretary with respect to, the licensing, manu-
facturing, processing, testing, labeling, warning, use instruc-
tions, distribution, storage, administration, field surveillance,
adverse reaction reporting, and recall of reactogenic lots or
batches, of vaccines, and research on vaccines, in order to
reduce the risks of adverse reactions to vaccines.

(b) REPORT.-Within 2 years after the date of the enactment of
this subtitle, and periodically thereafter, the Secretary shall prepare
and transmit to the Committee on Energy and Commerce of the
House of Representatives and the Committee on Labor and Human
Resources of the Senate a report describing the actions taken pursu-
ant to subsection (a) during the preceding 2-year period.

MANUFACTURER RECORDKEEPING AND REPORTING

SEC. 2128. (a) GENERAL RULE.-Each vaccine manufacturer of a
vaccine set forth in the Vaccine Injury Table or any other vaccine
the administration of which is mandated by the law or regulations
of any State, shall, with respect to each batch, lot, or other quantity
manufactured or licensed after the date of the enactment of this
subtitle-

(1) prepare and maintain records documenting the history of
the manufacturing, processing, testing, repooling, and rework-
ing of each batch, lot, or other quantity of such vaccine, includ-
ing the identification of any significant problems encountered
in the production, testing, or handling of such batch, lot, or
other quantity,

(2) if a safety test on such batch, lot, or other quantity indi-
cates a potential imminent or substantial public health hazard
is presented, report to the Secretary within 24 hours of such
safety test which the manufacturer (or manufacturer's repre-



sentative) conducted, including the date of the test, the type of
vaccine tested, the identity of the batch, lot, or other quantity
tested, whether the batch, lot, or other quantity tested is the
product of repooling or reworking of previous batches, lots, or
other quantities (and, if so, the identity of the previous batches,
lots, or other quantities which were repooled or reworked), the
complete test results, and the name and address of the person
responsible for conducting the test,

(3) include with each such report a certification signed by a
responsible corporate official that such report is true and com-
plete, and

(4) prepare, maintain, and upon request submit to the Secre-
tary product distribution records for each such vaccine by
batch, lot, or other quantity number.

(b) SANCTION.-Any vaccine manufacturer who intentionally de-
stroys, alters, falsifies, or conceals any record or report required
under paragraph (1) or (2) of subsection (a) shall-

(1) be subject to a civil penalty of up to $100,000 per occur-
rence, or

(2) be fined $50,000 or imprisoned for not more than I year, or
both.

Such penalty shall apply to the person who intentionally destroyed,
altered, falsified, or concealed such record or report, to the person
who directed that such record or report be destroyed, altered, falsi-
fied, or concealed, and to the vaccine manufacturer for which such
person is an agent, employee, or representative. Each act of destruc-
tion, alteration, falsification, or concealment shall be treated as a
separate occurrence.

PART D-GENERAL PROVISIONS

CITIZEN S ACTIONS

SEC. 2131. (a) GENERAL RuLE.-Except as provided in subsection
(b), any person may commence in a district court of the United
States a civil action on such person's own behalf against the Secre-
tary where there is alleged a failure of the Secretary to perform any
act or duty under this subtitle.

(b) NOTICE.-No action may be commenced under subsection (a)
before the date which is 60 days after the person bringing the action
has given written notice of intent to commence such action to the
Secretary.

(c) COSTS OF LITIGATION.-The court, in issuing any final order in
any action under this section, may award costs of litigation (includ-
ing reasonable attorney and expert witness fees) to any party, when-
ever the court determines such award is appropriate.

JUDICIAL REVIEW

SEC. 2132. A petition for review of a regulation under this subtitle
may be filed in a court of appeals of the United States within 60
days from the date of the promulgation of the regulation or after
such date if such petition is based solely on grounds arising after
such 60th day.



DEFINITIONS

SEC. 2133. For purposes of this subtitle:
(1) The term "health care provider" means any licensed

health care professional, organization, or institution, whether
public or private (including Federal, State, and local depart-
ments, agencies, and instrumentalities) under whose authority a
vaccine set forth in the Vaccine Injury Table is administered.

(2) The term "legal representative" means a parent or an indi-
vidual who qualifies as a legal guardian under State law.

(3) The term "manufacturer" means any corporation, organi-
zation, or institution, whether public or private (including Fed-
eral, State, and local departments, agencies, and instrumental-
ities), which manufactures, imports, processes, or distributes
under its label any vaccine set forth in the Vaccine Injury
Table, except that, for purposes of section 2128, such term shall
include the manufacturer of any other vaccine covered by that
section. The term 'manufacture' means to manufacture, import,
process, or distribute a vaccine.

(4) The term "significant aggravation" means any change for
the worse in a preexisting condition which results in markedly
greater disability, pain, or illness accompanied by substantial
deterioration of health.

(5) The term "vaccine-related injury or death" means an ill-
ness, injury, condition, or death associated with one or more of
the vaccines set forth in the Vaccine Injury Table, except that
the term does not include an illness, injury, condition, or death
associated with an adulterant or contaminant intentionally
added to such a vaccine.

(6)(A) The term "Advisory Commission on Childhood Vac-
cines" means the Commission established under section 2119.

(B) The term "Vaccine Injury Table" means the table set out
in section 2114.

(C) The term "National Vaccine Injury Compensation Trust
Fund" means the trust fund established under section 9505 of
the Internal Revenue Code of 1954.

TITLE [XXI] XXIII-MISCELLANEOUS

SEC. E2101.] 2301. (a) The Secretary is authorized to accept on
behalf of the United States gifts made unconditionally by will or
otherwise for the benefit of the Service or for the carrying out of
any of its functions. Conditional gifts may be so accepted if recom-
mended by the Surgeon General, and the principal of and income
from any such conditional gift shall be held, invested, reinvested,
and used in accordance with its conditions, but no gift shall be ac-
cepted which is conditioned upon any expenditure not be be met
therefrom or from the income thereof unless such expenditure has
been approved by Act of Congress.

(b) Any unconditional gift of money accepted, pursuant to the au-
thority granted in subsection (a) of this section, the net proceeds
from the liquidation (pursuant to subsection (c) or subsection (d) of
this section) of any other property so accepted, and the proceeds of
insurance on any such gift property not used for its restoration,
shall be deposited in the Treasury of the United States and are



hereby appropriated and shall be held in trust by the Secretary of
the Treasury for the benefit of the Service, and he may invest and
reinvest such funds in interest-bearing obligations of the United
States or in obligations guaranteed as to both principal and inter-
est by the United States. Such gifts and the income from such in-
vestments shall be available for expenditure in the operation of the
Service and the performance of its functions, subject to the same
examination and audit as it provided for appropriations made for
the Service by Congress.

(c) The evidences of any unconditional gift of intangible personal
property, other than money, accepted pursuant to the authority
granted in subsection (a) of this section shall be deposited with the
Secretary of the Treasury and he, in his discretion, may hold them,
or liquidate them except that they shall be liquidated upon the re-
quest of the Secretary, whenever necessary to meet payments re-
quired in the operation of the Service or the performance of its
functions. The proceeds and income from any such property held
by the Secretary of the Treasury shall be available for expenditure
as is provided in subsection (b) of this section.

(d) The Secretary shall hold any real property or any tangible
personal property accepted unconditionally pursuant to the author-
ity granted in subsection (a) of this section and he shall permit
such property to be used for the operation of the Service and the
performance of its functions or he may lease or hire such property,
and may insure such property, and deposit the income thereof with
the Secretary of the Treasury to be available for expenditure as
provided in subsection (b) of this section: Provided, That the income
from any such real property or tangible personal property shall be
available for expenditure in the discretion of the Secretary for the
maintenance, preservation, or repair and insurance of such proper-
ty and that any proceeds from insurance may be used to restore
the property insured. Any such property when not required for the
operation of the Service or the performance of its functions may be
liquidated by the Secretary, and the proceeds thereof deposited
with the Secretary of the Treasury, whenever in his judgment the
purposes of the gifts will be served thereby.

USE OF IMMIGRATION STATION HOSPITALS

SEC. [2102.] 2302. The Immigration and Naturalization Service
may, by agreement of the heads of the departments concerned,
permit the Public Health Service to use hospitals at immigration
stations for the care of Public Health Service patients. The Sur-
geon General shall reimburse the Immigration and Naturalization
Service for the actual cost of furnishing fuel, light, water, tele-
phone, and similar supplies and services, which reimbursement
shall be covered into the proper Immigration and Naturalization
Service appropriation, or such costs may be paid from working
funds established as provided by law, but no charge shall be made
for the expense of physical upkeep of the hospitals. The Immigra-
tion and Naturalization Service shall reimburse the Surgeon Gen-
eral for the care and treatment of persons detained in hospitals of
the Public Health Service at the request of the Immigration and



Naturalization Service unless such persons are entitled to care and
treatment under section 322(a).

MONEY COLLECTED FOR CARE OF PATIENTS

SEC. [2103.] 2303. Money collected as provided by law for ex-
penses incurred in the care and treatment of foreign seamen, and
money received for the care and treatment of pay patients, includ-
ing any amounts received from any executive department on ac-
count of care and treatment of pay patients, shall be covered into
the appropriation from which the expenses of such care and treat-
ment were paid.

TRANSPORTATION OF REMAINS OF OFFICERS

SEC. [2106.] 2306. Appropriations available for traveling ex-
penses of the Service shall be available for meeting the cost of
preparation for burial and of transportation to the place of burial
of remains of commissioned officers, and of personnel specified in
regulations, who die in line of duty. Appropriations available for
carrying out the provisions of this Act shall also be available for
the payment of such expenses relating to the recovery, care, and
disposition of the remains of personnel or their dependents as may
be authorized under other provisions of law.

GRANTS TO FEDERAL INSTITUTIONS

SEC. [2107.] 2307. Appropriations to the Public Health Service
available under this Act for research, training, or demonstration
project grants or for grants to expand existing treatment and re-
search programs and facilities for alcoholism, narcotic addiction,
drug abuse, and drug dependence and appropriations under title VI
of the Mental Health Systems Act shall also be available, on the
same terms and conditions as apply to non-Federal institutions, for
grants for the same purpose to Federal institutions, except that
grants to such Federal institutions may be funded at 100 per
centum of the costs.

TRANSFER OF FUNDS

SEC. [2108.] 2308. For the purpose of any reorganization under
section 202, the Secretary, with the approval of the Director of the
Bureau of the Budget, is authorized to make such transfers of
funds between appropriations as may be necessary for the continu-
ance of transferred functions.

AVAILABILITY OF APPROPRIATIONS

SEC. [2109] 2309. Appropriations for carrying out the purposes
of this Act shall be available for expenditure for personal services
and rent at the seat of Government; books of reference, periodicals,
and exhibits; printing and binding; transporting in Government-
owned automotive equipment, to and from school, children of per-
sonnel who have quarters for themselves and their families at sta-
tions determined by the Surgeon General to be isolated stations;
expenses incurred in pursuing, identifying, and returning prisoners
who escape from any hospital, institution, or station of the Service



or from the custody of any officer or employee of the Service, in-
cluding rewards for the capture of such prisoners; furnishing, re-
pairing, and cleaning such wearing apparel as may be prescribed
by the Surgeon General for use by employees in the performance of
the official duties; reimbursing officers and employees, subject to
regulations of the Secretary, for the cost of repairing or replacing
their personal belongings damaged or destroyed by patients while
such officers or employees are engaged in the peformance of their
official duties; and maintenance of buildings of the National Insti-
tutes of Health.

UNAUTHORIZED WEARING OF UNIFORMS

SEC. [2110] 2310. Except as may be authorized by regulations of
the President, the insignia and uniform of commissioned officers of
the service, or any distinctive part of such insignia or uniform, or
any insignia or uniform any part of which is similar to a distinc-
tive part thereof, shall not be worn, after the promulgation of such
regulations, by any person other than a commissioned officer of the
Service.

ANNUAL REPORT

SEC. [2111] 2311.The Surgeon General shall transmit to the Sec-
retary, for submission to the Congress at the beginning of each reg-
ular session, a full report of the administration of the functions of
the Service under this Act, including a detailed statement of re-
ceipts and disbursements.

MEMORIALS AND OTHER ACKNOWLEDGEMENTS

SEC. [2112.] 2312. The Secretary may provide for suitably ac-
knowledging, within the Department (whether by memorials, desig-
nations, or other suitable acknowledgments), (1) efforts of persons
who have contributed substantially to the health of the Nation and
(2) gifts for use in activities of the Department related to health.

EVALUATION OF PROGRAMS

SEC. [2113.] 2312. Such portion as the Secretary may determine,
but not more than 1 per centum, of any appropriation for grants,
contracts, or other payments under any provision of this Act, the
Mental Health Systems Act, the Act of August 5, 1954 (Public Law
568, Eighty-third Congress), or the Act of August 16, 1957 (Public
Law 85-151), for any fiscal year beginning after June 30, 1970,
shall be available for evaluation (directly, or by grants or contracts)
of any program authorized by this Act or any of such other Acts,
and, in the case of allotments from any such appropriation the
amount available for allotment shall be reduced accordingly.

CONTRACT AUTHORITY

SEC. [2114.] 2314. The authority of the Secretary to enter into
contracts under this Act shall be effective for any fiscal year only
to such extent or in such amounts as are provided in advance by
appropriation Acts.



RECOVERY

SEC. [2115.] 2315. (a) If any facility with respect to which funds
have been paid under the Community Mental Health Centers Act
(as such Act was in effect prior to October 1, 1981) is, at any time
within twenty years after the completion of remodeling, construc-
tion, or expansion or after the date of its acquisition-

(1) sold or transferred to any entity (A) which would not
have been qualified to file an application under section 222 of
such act, (as such section was in effect prior to October 1, 1981)
or (B) which is disapproved as a transferee by the State mental
health agency or by another entity designated by the chief ex-
ecutive officer of the.State, or

(2) ceases to be used by a community mental health center in
the provision of comprehensive mental health services,

the United States shall be entitled to recover from the transferor,
transferee, or owner of the facility, the base amount prescribed by
subsection (c)(1) plus the interest (if any) prescribed by subsection
(c)(2).

(b) The transferor and transferee of a facility that is sold or
transferred as described in subsection (a)(1), or the owner of a facil-
ity the use of which changes as described in subsection (a)(2), shall
provide the Secretary written notice of such sale, transfer, or
change within 10 days after the date on which such sale, transfer,
or cessation of use occurs or within 30 days after the date of enact-
ment of this subsection, whichever is later.

(c)(1) The base amount that the United States is entitled to recov-
er under subsection (a) is the amount bearing the same ratio to the
then value (as determined by the agreement of the parties or in an
action brought in the district court of the United States for the dis-
trict in which the facility is situated) of so much of the facility as
constituted an approved project or projects as the amount of the
Federal participation bore to the cost of the remodeling, construc-
tion, expansion, or acquisition of the project or projects.

(2)(A) The interest that the United States is entitled to recover
under subsection (a) is the interest for the period (if any) described
in subparagraph (B) at a rate (determined by the Secretary) based
on the average of the bond equivalent rates of ninety-one-day
Treasury bills auctioned during that period.

(B) The period referred to in subparagraph (A) is the period be-
ginning-

(i) if notice is provided as prescribed by subsection (b), 191
days after the date on which such sale, transfer, or cessation of
use occurs, or

(ii) if notice is not provided as prescribed by subsection (b), 11
days after such sale, transfer, or cessation of use occurs,

and ending on the date the amount the United States is entitled to
recover is collected.

(d) The Secretary may waive the recovery rights of the United
States under subsection (a)(2) with respect to a facility (under such
conditions as the Secretary may establish by regulation) if the Sec-
retary determines that there is good cause for waiving such rights.

(e) The right of recovery of the United States under subsection
(a) shall not, prior to judgment, constitute a lien on any facility.



USE OF FISCAL AGENTS

SEC. [2116.] 2316. (a) The Secretary may enter into contracts
with fiscal agents-

(1)(A) to determine the amounts payable to persons who, on
behalf of the Indian Health Service, furnish health services to
eligible Indians,

(B) to determine the amounts payable to persons who, on
behalf of the Public Health Service, furnish health services to
individuals pursuant to section 319 or 322,

(2) to receive, disburse, and account for funds in making pay-
ments described in paragraph (1),

(3) to make such audits of records as may be necesary to
assure that these payments are proper, and

(4) to perform such additional functions as may be necessary
to carry out the functions described in paragraphs (1) through
(3).

(b)(1) Contracts under subsection (a) may be entered into without
regard to section 3709 of the Revised Statutes (41 U.S.C. 5) or any
other provision of law requiring competition.

(2) No such contract shall be entered into with an entity unless
the Secretary finds that the entity will perform its obligations
under the contract efficiently and effectively and will meet such re-
quirements as to financial responsibility, legal authority, and other
matters as he finds pertinent.

(c) A contract under subsection (a) may provide for advances of
funds to enable entities to make payments under the contract.

(d) Subsections (d) and (e) of section 1842 of the Social Security
Act shall apply to contracts with entities under subsection (a) in
the same manner as they apply to contracts with carriers under
that section.

(e) In this section, the term 'fiscal agent' means a carrier de-
scribed in section 1842(f)(1) of the Social Security Act and includes,
with respect to contracts under subsection (a)(1)(A), an Indian tribe
or tribal organization acting under contract with the Secretary
under the Indian Self-Determination Act (Public Law 93-638).

INTERNAL REVENUE CODE OF 1954

Subtitle D-Miscellaneous Excise Taxes

CHAPTER 32-MANUFACTURERS EXCISE TAXES

Subchapter A. Automotive and related items.
Subchapter B. Coal.
Subchapter C. Childhood vaccines.
Subchapter D. Recreational equipment.
Subchapter F. Special provisions applicable to manufacturers tax.
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Subchapter G. Exemptions, registration, etc.

Subchapter C-Childhood Vaccines

SEC. 4131. IMPOSITION OF TAX.
(a) IN GENERAL.-There is hereby imposed a tax on any childhood

vaccine sold by the manufacturer, producer, or importer thereof
(b) AMOUNT OF TAx.-The amount of the tax imposed by subsec-

tion (a) shall be determined in accordance with the following table:
In the case ofk The tax per dose is:
Any vaccine containing diphtheria toxoid ................................................................. $0.01
Any vaccine against measles, mumps, or rubella (or any combination thereof).. $1.52
Any vaccine containing whole cell pertussis bacteria, extracted or partial cell

bacteria, or specific pertussis antigens .................................................................... $1.54
Any vaccine containing polio virus (inactivated) ...................................................... $0.01
A ny vaccine containing polio virus (live) ................................................................... $0.10
A ny vaccine containing tetanus toxoid ....................................................................... $0.01

(c) DEFINITION.-For purposes of this section, the term "childhood
vaccine" means any vaccine listed in the table contained in subsec-
tion (b).

(d) INFLATION ADJUSTMENT IN AMOUNT OF TAX. -

(1) IN GENERAL.-In the case of any childhood vaccine sold in
a calendar year after 1987, the amount of the tax imposed by
subsection (a) shall be the amount determined under subsection
(b) increased by the inflation adjustment for such calendar
year.

(2) INFLATION ADJUSTMENT.-
(A) IN GENERAL.-The inflation adjustment for any cal-

endar year is the percentage (if any) by which-
(i) the CPI medical care component for the preceding

calendar year, exceeds
(ii) the CPI medical care component for 1986.

(B) CPI MEDICAL CARE COMPONENT. -For purposes of sub-
paragraph (A), the CPI medical care component for any cal-
endar year is the average for the months in the 12-month
period ending on September 30 of such calendar year of the
medical care expenditure category of the Consumer Price
Index for all urban consumers published by the Department
of Labor.

(3) ROUNDING.-If any increase determined under paragraph
(1) is not a multiple of $.01, such increase shall be rounded to
the nearest multiple of $.01 (or, if the increase determined
under paragraph (1) is a multiple of $.005, such increase shall
be increased to the next higher multiple of $.01).

Subchapter G-Exemptions, Registration, Etc.
* * * * * * *

SEC. 4221. CERTAIN TAX-FREE SALES.
(a) GENERAL RULE.-Under regulations prescribed by the Secre-

tary, no tax shall be imposed under this chapter (other than under



section 4121) on the sale by the manufacturer (or under section
4051 on the first retail sale) of an article-

(1) for use by the purchaser for further manufacture, or for
resale by the purchaser to a second purchaser for use by such
second purchaser in further manufacture,

(2) for export, or for resale by the purchaser to a second pur-
chaser for export,

(3) for use by the purchaser as supplies for vessels or air-
craft,

(4) to a State or local government for the exclusive use of a
State or local government, or

(5) to a nonprofit educational organization for its exclusive
use, but only if such exportation or use is to occur before any
other use.

Paragraphs (4) and (5) shall not apply to the tax imposed by section
4064. In the case of taxes imposed by section 4051, 4071, or 4081,
paragraphs (4) and (5) shall not apply on and after October 1, 1988.
Paragraphs (2), (4), and (5) shall not apply to the tax imposed by sec-
tion 4131 (relating to tax on childhood vaccines).

CHAPTER 33-FACILITIES AND SERVICES
* * * * * * *

Subchapter E.-Special Provisions Applicable to Services and
Facilities Taxes

SEC. 4293. EXEMPTION FOR UNITED STATES AND POSSESSIONS.
The Secretary of the Treasury may authorize exemption from

the taxes imposed by section 4041, chapter 32 (other than the taxes
imposed by sections 4064 [and 4121] 4121, and 4131 and subchap-
ter B of chapter 33, as to any particular article, or service or class
of articles or services, to be purchased for the exclusive use of the
United States, if he determines that the imposition of such taxes
with respect to such articles or services, or class of articles or serv-
ices will cause substantial burden or expense which can be avoided
by granting tax exemption and that full benefit of such exemption,
if granted, will accrue to the United States.

Subtitle F-Procedure and Administration
* * * * * * *

CHAPTER 65-ABATEMENTS, CREDITS, AND REFUNDS

* * * * * * *

Subchapter B-Rules of Special Application



SEC. 6416. CERTAIN TAXES ON SALES AND SERVICES.

(a) * * *
(b) SPECIAL CASES IN WHICH TAX PAYMENTS CONSIDERED OVER-

PAYMENTS.-Under regulations prescribed by the Secretary, credit
or refund (without interest) shall be allowed or made in respect of
the overpayments determined under the following paragraphs:

(1) * * *
(2) SPECIFIED USES AND RESALES.-The tax paid under chapter

32 (or under paragraph (1)(A) or (2)(A) of section 404(a) or
under section 4051) in respect of any article (other than coal
taxable under section 4121) shall be deemed to be an overpay-
ment if such article was, by any person-

(A) exported;
(B) used or sold for use as supplies for vessels or aircraft;
(C) sold to a State or local government for the exclusive

use of a State or local government;
(D) sold to a nonprofit educational organization for its

exclusive use;
(E) in the case of any tire taxable under section 407(a),

sold to any person for use as described in section 4221(e)(3);
or

(F) in the case of gasoline, used or sold for use in the
production of special fuels referred to in section 4041.

Subparagraphs (C) and (D) shall not apply in the case of any
tax paid under section 4064. Subparagraphs (B), (C), and (D)
shall not apply to the tax imposed by section 4131 (relating to
tax on childhood vaccines).

Subtitle I-Trust Fund Code

SEC. 9500. SHORT TITLE.
This subtitle may be cited as the Trust Fund Code of 1981.

CHAPTER 98-TRUST FUND CODE
Subchapter A. Establishment of Trust Funds.
Subchapter B. General provisions.

Subchapter A-Establishment of Trust Funds

Sec. 9501. Black Lung Disability Trust Fund.
Sec. 9502. Airport and Airway Trust Fund.
Sec. 9503. Highway Trust Fund.
Sec. 9504. Aquatic Resources Trust Fund.
Sec. 9505. National Vaccine Injury Compensation Trust Fund.

SEC. 9505. NATIONAL VACCINE INJURY COMPENSATION TRUST FUND.

(a) CREATION OF TRUST FuND.-There is established in the Treas-
ury of the United States a trust fund to be known as the "National
Vaccine Injury Compensation Trust Fund", consisting of such
amounts as may be appropriated or credited to such Trust Fund as
provided in this section or section 9602(b).

(b) TRANSFERS TO NATIONAL VACCINE INJURY COMPENSATION
TRUST FUND.-There are hereby appropriated to the National Vac-
cine Injury Compensation Trust Fund amounts equivalent to-



(1) the taxes received in the Treasury under section 4131 (re-
lating to excise tax on childhood vaccines), and

(2) the amounts recovered on behalf of such Trust Fund under
section 2117 of the Public Health Service Act.

(c) AUTHORIZED EXPENDITURES.-Amounts in the National Vac-
cine Injury Compensation Trust Fund shall be available, as provid-
ed in appropriation Acts, only for purposes of making expenditures
under part A of subtitle 2 of title XXI of the Public Health Service
Act (relating to national vaccine injury compensation program).

(d) AUTHORITY To BORROW.-
(1) IN GENERAL.-There are authorized to be appropriated to

the National Vaccine Injury Compensation Trust Fund, as re-
payable advances, such sums as may be necessary to carry out
the purposes of such Fund.

(2) REPAYMENT OF ADvANCES.-Repayable advances made to
the National Vaccine Injury Compensation Trust Fund shall be
repaid, and interest on such advances shall be paid, to the gen-
eral fund of the Treasury when the Secretary determines that
moneys are available for such purposes in such Trust Fund.

(3) RATE OF INTEREST.-Interest on advances made to the Na-
tional Vaccine Injury Compensation Trust Fund shall be at a
rate determined by the Secretary of the Treasury (as of the close
of the calendar month preceding the month in which the ad-
vance is made) to be equal to the current average market yield
on outstanding marketable obligations of the United States
with remaining periods to maturity comparable to the antici-
pated period during which the advance will be outstanding and
shall be compounded annually.

(e) LIABILITY OF UNITED STATES LIMITED TO AMOUNT IN TRUST

FUND.-

(1) GENERAL RULE.-Any claim filed against the National
Vaccine Injury Compensation Trust Fund may be paid only out
of such Fund.

(2) COORDINATION WITH OTHER PROviSiONs.-Nothing in title
XXI of the Public Health Service Act shall authorize the pay-
ment by the United States Government of any amount with re-
spect to any such claim out of any source other than the Na-
tional Vaccine Injury Compensation Trust Fund.

(3) ORDER IN WHICH UNPAID CLAIMS ARE TO BE PAID.-If at
any time the National Vaccine Injury Compensation Trust
Fund has insufficient funds to pay all of the claims payable out
of the such Trust Fund at such time, such claims shall, to the
extent permitted under paragraph (1), be paid in full in the
order in which they were finally determined.



DISSENTING VIEWS ON H.R. 5546-NATIONAL CHILDHOOD
VACCINE INJURY ACT OF 1986

We agree completely that Congress should act to develop a pro-
gram to compensate children who have been injured by mandatory
childhood vaccines and to ensure the continuation of our crucial
National Childhood Immunization Program. There are several rea-
sonable legislative proposals that address these problems. H.R. 5546
is not one of those proposals. H.R. 5546 establishes new taxing au-
thority, further erodes the concept of compensating victims of neg-
ligent acts, and provides authority for the establishment of several
unnecesary and dulicative advisory councils and commissions.

H.R. 1780, a bill with over 40 House cosponsors, including five
Committee Chairmen, is much more reasonable and fiscally respon-
sible. H.R. 1780 requires minimal involvement of the Federal Gov-
ernment. All compensation would be paid through private liability
insurance, not out of a federal trust fund. There would be gener-
ous, but limited, liability for health care providers and manufactur-
ers, striking an appropriate balance between the needs of the gen-
eral public in having a steady, affordable vaccine supply and the
needs of the very few individuals injured by mandatory vaccines.

H.R. 1780 would establish at minimal government expense a fast,
reliable, no-fault compensation system for those injured by vac-
cines. It would assure continued vaccine availability by establishing
liability ceilings which would enable insurers to predict the poten-
tial liabiality associated with manufacturing and administering a
vaccine. The bill would also encourage the development of safer va-
cines by keeping existing companies in business, bringing old com-
panies back in, establishing a single advisory commission on child-
hood vaccines and a program to provide incentives for safer vac-
cines.

H.R. 1780 establishes independent panels under the auspices of
the Department of Health and Human Services (HHS) to hear
claims of vaccine injury. The hearing panel would enter a binding
award for damages, not to exceed $1,000,000 per claim. If a claim-
ant rejected this administrative award, he would be allowed to file
a civil action but the $1,000,000 ceiling would remain.

H.R. 5546, in contrast, imposes an unnecessarily bureaucratic
process. The federal government would have to fund awards and
manage other activities which can be handled through already es-
tablished mechanisms.

We must addres the growing crisis facing our childhood vaccine
program, but we must do it in an efficient, reasonable and fiscally
responsible manner.

BILL DANNEMEYER.
JACK FIELDS.
HOWARD C. NIELSON.
DAN SCHAEFER.


