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iability for personal injuries related to vaccines has been a
matter of intermittent controversy for a quarter of a centu-
ry (191, 201). Some pharmaceutical and biotechnology
companies have said that the possibility of being liable for

adverse reactions to vaccines or drugs may deter them from devel-
oping or distributing new products that could help reduce the
spread of disease or its toll on the population (32, 160, 162, 209).

Although there is little evidence to prove or disprove the effect
of potential liability on vaccine development, research on vac-
cines has lagged behind other pharmaceutical research, and sever-
al bodies have considered limiting the liability of vaccine makers
in the hope of encouraging the continued development and sale of
important vaccines (82, 140). Some have recommended a no-
fault compensation system to largely replace liability litigation
involving adverse reactions to vaccines (95). Congress enacted
the National Childhood Vaccine Injury Act in 1986 (42 U.S.C.
300aa-10 et seq.) to establish a no-fault compensation program
for injuries resulting from pediatric vaccines and to limit vaccine
manufacturer liability for such injuries (115). Congressman Fort-
ney “Pete” Stark circulated a proposal for a similar bill to create a
no-fault compensation program for injuries arising from the use
of any future vaccine to prevent AIDS (170).

In spite of decades of debate and several changes in state and
federal laws, the controversy over liability for vaccine injuries
has never been put to rest. In part, this may be because whether or
how liability affects vaccine development has not been, and per-
haps cannot be, measured empirically to reach reliable answers.
But the controversy also reflects fundamental differences of opin-
ion regarding responsibility for goods of social importance and
responsibility for injury. Should government or private industry
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be responsible for ensuring the production of
products that benefit society by preventing dis-
ease? Who should be responsible for injuries re-
sulting from such products? Reasonable people
may answer such questions quite differently. Even
if they temporarily agree on a practical solution to
a specific problem, the underlying political and
ideological differences resurface with each new
product that promises social benefit. Today they
appear in a new debate over whether liability may
deter companies from developing and marketing
new vaccines to prevent HIV infection or progres-
sion to AIDS.

This chapter examines whether alternative in-
jury compensation systems may facilitate the de-
velopment and marketing of new vaccines to pre-
vent HIV infection or AIDS. The first section of
this chapter summarizes the possible goals of
compensating people who experience adverse
reactions to HIV vaccines. The second section re-
views several factors that may deter private com-
panies from developing an HIV vaccine and the
possible influence of potential liability. The third
section reviews basic concepts of tort liability ap-
plicable to personal injury and how they might ap-
ply to an HIV vaccine. The final section of this
chapter considers alternatives for compensating
adverse reactions to HIV vaccines and how they
might affect the goals of HIV vaccine develop-
ment and equitable compensation for injuries.

RESPONSIBILITY FOR INJURY AND
COMPENSATION
Compensation systems can be classified into four
broad categories on the basis of their organization-
al structure and the mechanism for determining
who is entitled to what kind of compensation for
what injuries and from whom: tort liability sys-
tems, voluntary contractual arrangements, public
and private insurance systems, and administrative

compensation programs. The choice of system de-
pends upon the goals to be accomplished by com-
pensation. A threshold decision, therefore, is the
need for or desirability of compensating injuries.
Obviously, if there is no need to compensate inju-
ries, there is no need to establish a compensation
system. This section describes the reasons most
commonly put forth for compensating injuries.1

REASONS FOR COMPENSATING
INJURIES
Injuries give rise to both physical and financial
losses, as well as emotional turmoil. The injured
person inevitably bears the physical conse-
quences. Financial losses, however, may be
shifted to someone else by requiring that party to
compensate the victim with money.2 These are the
only choices available with respect to financial
losses: leave them where they lie (with the injured
person), or transfer all or part to someone else.
With every type of injury, therefore, the question
arises whether the financial losses should be
shifted to someone else, and, if so, to whom. Com-
pensation for injury has been justified for eco-
nomic, philosophical or ethical, and pragmatic or
social policy reasons.

❚ Economic Reasons
Economists and legal scholars have argued both
for and against compensating the victims of injury
to achieve economic efficiency (26, 51, 80, 104,
161). The general idea is to minimize the total so-
cial costs of injury or maximize net social utility,
taking into consideration both the benefits of a
product or activity and the injuries it produces. Al-
though opinions vary on what should be the opti-
mal model, none necessarily requires that the
number of injuries themselves be minimized. For
example, it may be cheaper to pay compensation

1 This section draws heavily upon Mariner, 1994 (116).
2 Compensation may also take the form of in-kind services provided to the injured person, but because these have a monetary value and are

ordinarily paid for with money, they will not be separately discussed.
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for injuries than to modify a product to prevent the
injuries.

Many conceptions of economic efficiency are
difficult to apply in practice. Models based on per-
fect competition may not take into account how
buyers and sellers behave in an imperfect world.
Not everyone necessarily agrees on what counts as
a benefit or a cost, especially where benefits and
injuries fall on quite different segments of the pop-
ulation.

It is frequently assumed that companies can in-
ternalize the costs of injuries (recoup compensa-
tion payments) by raising the prices of their prod-
ucts, thereby spreading the costs over a large
population. Even if compensation costs cannot be
fully recouped from sales, the loss experienced by
the company is relatively small when compared
with the loss an uncompensated individual would
suffer. Compensation then serves to spread the
costs more equitably.

When injuries are frequent or severe enough to
require a company to pay substantial costs that
threaten its continued viability, it is ordinarily be-
lieved to be more economically efficient for a
company to make the product safer, if possible, or
cease producing the product. Some commentators
have argued that this is economically inefficient if
the product produces a significant social benefit
(79). In theory, such an imbalance should not oc-
cur because the product’s price should reflect its
social benefit.

Economic analyses of loss allocation have in-
fluenced thinking about the nature of compensa-
tion, but have rarely been decisive on the question
of whether compensation should be paid at all.3

That question is more often answered with refer-
ence to moral arguments about who should bear
responsibility for the consequences of injury.

❚ Ethical Reasons
Injury compensation has long been justified as the
moral duty of those who are responsible for caus-
ing injury. It is perhaps the most widely accepted
basis for legal liability in tort (59). Principles of
justice derived from the works of such diverse
scholars as Kant, Bentham, and Locke support
compensation for injury caused by an identifiable
entity.

There is, however, room for debate on what
counts as causing injury and the circumstances in
which moral responsibility for injury, and there-
fore compensation, should be ascribed. Depend-
ing upon the circumstances, compensation may
be:

1. morally required, so that not providing it is un-
just;

2. morally desirable as an act of virtue, but not
morally required; or

3. not morally required and possibly unjust.

Swazey and Glantz offer a useful paradigm to
describe why society may apply different moral
rules to different injuries (179). They argue that
social conceptions of moral or ethical obligations
to human research subjects may vary depending
upon whether the subjects are seen as victims, he-
roes, or contractors.4 Victims are characterized as
those who have been misused or injured without
their consent5 (9). They may be especially vulner-
able or targets of exploitation who have few

3 For example, Philipson and Posner apply economic theory to the AIDS epidemic and conclude that the federal government “has no, or
even a negative, stake in the development of treatments, such as the drug AZT, that merely prolong the lives of persons [with HIV because AZT]
may increase the total medical costs by extending the period during which infected persons demand and receive treatment (138).” Fortunately,
such reasoning has not halted AIDS treatment research.

4 Their analysis is directed only to compensation for research injuries. It is pertinent to this discussion, however, because it describes gen-
eralizable theories and because the question whether human subjects in clinical trials of candidate HIV vaccines deserve compensation will
necessarily have to be addressed first.

5 Well-known research examples include subjects in the Tuskegee Syphilis Study (88), the Willowbrook Hepatitis B Study (90), and, more

recently, radiation experiments conducted under the sponsorship of the Department of Energy (162, 188, 209).
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means to avoid the injury in question. Victims
have a strong moral claim to compensation, espe-
cially where society has facilitated the research or
benefited by the use of a product (42, 200).

Heroes, in contrast, are seen as willing volun-
teers who assume risks in order to accomplish a
goal, ordinarily for someone else’s sake (179).
Since heroes are not supposed to seek any reward,
there is no obligation to compensate them. At the
same time, society may wish to reward them vol-
untarily for their heroic efforts.

Contractors are often seen as businessmen
striking a bargain (179). As long as the bargaining
process is fair, contractors may be entitled to no
more than they bargained for, and may be seen as
seeking an unfair advantage if they later demand
more. Thus, for example, those who voluntarily
buy a product without initially contracting for
compensation may have little, if any, moral claim
to it later.

This paradigm offers some insight into why
some people may view entitlement to compensa-
tion for vaccine-related injuries so differently.
Those who focus on principles of distributive jus-
tice view vaccine recipients as benefiting society
by preventing disease transmission. In this view,
injured recipients who are perceived as victims are
morally entitled to compensation and not provid-
ing it would be unjust. Recipients who are per-
ceived as heroes, such as subjects of research in
clinical trials, have a lesser claim, but compensa-
tion is a morally desirable act of caring for those
who benefited society.

In contrast, those who focus on respect for per-
sons and autonomous choices may perceive vac-
cine recipients as contractors with no moral claim
to compensation. In this view, the recipient has
agreed to assume the risks of vaccination (and has
received its benefits), and providing compensa-
tion would be wrong because it does not respect
the subject’s autonomous choice. This is the effect
of informed consent in tort law. A person who has
agreed to vaccination with knowledge of any at-
tendant risks (including the possibility of un-
known risks) is not entitled to compensation if a
disclosed risk materializes to his injury. As long as
the initial contract discloses the risk so that the re-

cipient can decide whether or not to accept it, the
contract is fair. In moral discourse, society has, at
best, a privilege to compensate such persons as an
act of charity, and not doing so is not unjust.

The view based on autonomy can be criticized
on two grounds. First, it may be wrong to believe
that consent to assume the risks of vaccination
necessarily includes consent to assume the finan-
cial costs of injury. Indeed, it may be unfair to ask
anyone to assume such costs if the injury is severe.
Second, as a practical matter, one may question
whether the contract can be made on fair terms.
The ideal of voluntary, understanding, informed
consent is not always achieved in practice, espe-
cially in a research setting (10, 92).

We do not yet know whether people who take
an HIV vaccine will appreciate the consequences
of their decision. In particular, we do not know
whether people would consent to waive com-
pensation for injury because they are rarely given
the option of compensation. Most research studies
advise potential subjects that compensation is not
available. People who take vaccines are rarely ad-
vised that their consent will be deemed to be an as-
sumption of the risks of financial loss. Of course,
people take many risks from driving automobiles
to white water rafting for which no one else is fi-
nancially responsible.

Tort law has taken a somewhat broader view of
entitlement to compensation by basing it on re-
sponsibility for injury. In 1951, Glanville Wil-
liams identified four possible goals of tort law im-
posing liability for personal injury: 1) justice
(imposing the cost of injury on the one who causes
it); 2) compensation (replacing the victim’s
losses); 3) deterrence (creating disincentives for
socially undesirable activity that could result in
personal injury); and 4) appeasement (assuaging
the victim’s desire for vengeance through com-
pensation) (210). Most discussions of tort liability
goals have used the same or a similar formulation
(59, 142). Although justice may provide tort law’s
primary moral justification, compensation and
deterrence are its most commonly recognized
functions.

Sunstein has noted that traditional principles of
compensatory justice have found compensation
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appropriate when: 1) “[t]he event that produced
the injury is both discrete and unitary”; 2) “[t]he
injury is sharply defined in time and in space”; 3)
an identifiable defendant has clearly caused the
harm suffered by an identifiable plaintiff; and 4)
the harm is not attributable to some third party or
to “society”6 (177). He argues that these criteria
are not well suited to affording justifiable com-
pensation where the relevant harm cannot be con-
nected to a discrete event, where there is scientific
uncertainty, where the risk is shared or collective,
or where the defendant has an ambiguous relation
to the harm, as in environmental hazards.7

Current tort law would not readily accommo-
date compensation for increased risks rather than
actual injuries. This has obvious implications for
injuries to those who are vaccinated because of
possible uncertainties about the cause of some in-
juries and the degree to which any risk may have
been avoidable. It suggests that there may be some
circumstances in which compensation should be
provided even if it would not be granted under tort
principles.

❚ Social Policy Reasons
Compensation for vaccine-related injury has been
seen as a pragmatic solution to a social problem.
That social problem is sometimes characterized as
unfairness to those with vaccine-related injury
who suffer significant financial losses as well as
physical and emotional damage and who have no
legal claim to compensation from others. Com-
pensation may benefit society as a whole if inju-
ries are deterred and injured persons are adequate-
ly provided for. More commonly, the problem is
seen as a means to relieve vaccine producers from

an unfair burden of liability for injuries that
should not be compensated or are compensated
excessively through product liability claims. If
compensation costs less than litigation, society, as
well as manufacturers, may benefit by reducing
litigation expenses. If liability deters the produc-
tion of socially beneficial products, society may
benefit from the availability of those products if
they are produced.8

Compensation and liability appear to be linked
in discussions of vaccine-related injuries because
of a general sense that injured vaccine recipients
deserve compensation, but that vaccine producers
should not be responsible for paying compensa-
tion for all the injuries. Compensation can be jus-
tified on the ground that society benefits from re-
duction in disease and those who are willing to
join the disease prevention effort should be com-
pensated if injury results, perhaps even if the inju-
ries were unforeseeable. This would grant com-
pensation in many cases in which tort principles
would deny compensation.

The fact that injury compensation can be justi-
fied, and is even desirable, however, does not an-
swer the question of who should be responsible
for compensating the injury. If compensation is to
be provided beyond that currently permitted under
tort principles, should the vaccine producer, gov-
ernment, or someone else be responsible?

SOCIAL GOALS OF ALLOCATING
RESPONSIBILITY FOR INJURY
If compensation is warranted for all vaccine-re-
lated injuries that are not caused by negligence,9

the central questions are: who should provide the
compensation, and how? Financial responsibility

6 One might add that compensation is generally precluded if the plaintiff has effectively consented to the injury by assuming the risk.
7 Many regulatory programs (environmental protection, occupational health and safety, and food and drug regulation) are intended to pre-

vent or minimize social risks that may arise in the future, often to a class or group of people whose affected members cannot be identified in
advance. Sunstein argues that these programs operate to provide a mechanism for deterring risks, but not for compensating actual injuries (177).

8 Where law mandates vaccination, as with pediatric vaccines, people have little opportunity to refuse to be vaccinated. The social benefit
conferred by mandatory childhood immunization was one reason for creating the federal National Vaccine Injury Compensation Program in
1986.

9 Because negligence is a deviation from acceptable conduct, and is not an inherent vaccine risk, injuries resulting from the negligence of a

vaccine producer or one who administers a vaccine are ordinarily believed to remain the responsibility of whoever caused the injury.
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for adverse reactions to a future HIV vaccine may
be structured to help achieve one or more of the
following goals:

1. to assure the development of an effective vac-
cine to prevent HIV infection or AIDS;

2. to assure the marketing and distribution of an
HIV vaccine;

3. to assure the marketing and distribution of an
HIV vaccine at a reasonable cost to users;

4. to assure the use of HIV vaccine to prevent HIV
infection or the development of AIDS;

5. to assure compensation to persons injured as a
result of an HIV vaccine;

6. to minimize the total social costs of HIV vac-
cine development, marketing, and injuries; and

7. to minimize the total social costs of HIV infec-
tion, including prevention and transaction
costs.

It should be noted that none of these goals can
be achieved solely by assigning responsibility (or
liability) for injuries. Rather, by assigning respon-
sibility to different parties, society may encourage
or discourage progress toward specific goals. The
ways by which the allocation of responsibility af-
fects progress towards each of these social goals is
described below.

❚ Development and Marketing
The first two goals—HIV vaccine development
and marketing—might be achieved by assigning
financial responsibility to government, the pro-
ducer, or the injured person. The choice depends
upon who is to develop and market vaccines and
how responsibility for injury affects their deci-
sions.

The federal government has both funded and
conducted HIV vaccine research and might as-
sume responsibility for product development, if
not marketing. It is more likely, however, that the
private sector, which has also conducted vaccine
research, will pursue product development and
marketing, as it has in the past. Responsibility for
injury might encourage the type of vaccine desired

or it might discourage vaccine development en-
tirely.

In theory, the key goal of responsibility for in-
jury is deterrence: to provide an incentive to pro-
duce products of acceptable quality and to deter
the production of products with avoidable risks.
But the degree to which responsibility for injury
actually promotes product safety and effective-
ness is debatable and difficult to verify (20, 61,
178). Other mechanisms, such as the U.S. Food
and Drug Administration (FDA), may achieve the
goal equally well.

Currently, it is impossible to predict the degree
to which either FDA regulation or potential re-
sponsibility for injury may affect an HIV vac-
cine’s safety and effectiveness. Some would argue
that, in the absence of such knowledge, responsi-
bility should be retained. Others would argue that
it should not because it may discourage producers
from developing or marketing any vaccine. This
assumes that producers who are otherwise willing
and able to develop a vaccine would refuse to do it
if they retained financial responsibility for ad-
verse reactions. As discussed in the next section of
this chapter, it may be impossible to confirm or re-
fute that assumption, although HIV vaccines de-
velopment has not been halted by the potential for
liability.

❚ Reasonable Vaccine Costs and Vaccine
Use

The third and fourth goals of allocating responsi-
bility for injury—offering vaccines at a reason-
able price and assuring vaccine use—address the
need for access to HIV vaccines. The obvious pur-
pose of developing an HIV vaccine is to prevent
HIV infection and stop the AIDS epidemic. A safe
and effective vaccine must not only be produced,
it must be used by those at risk for HIV infection.
Unless an HIV vaccine is to be given away free to
anyone who wishes it, the cost to vaccine purchas-
ers, whether private individuals or government
entities, must be affordable. If the cost of injuries
drives the price of vaccine too high, it will not be



Chapter 4 Liability and Compensation for Adverse Reactions to HIV Vaccines | 85

used.10 In that event, it may be cheaper (in theory)
to rely on behavioral education to help prevent
some modes of HIV transmission. Thus, if re-
sponsibility for injury causes producers to set an
unaffordable price on vaccines, many people may
not be able to obtain it.

On the other hand, if individual vaccine recipi-
ents must bear the financial burden of adverse
reactions, then they may be unwilling to use the
vaccine. Either result undermines the goal of vac-
cine distribution and use. One alternative for gov-
ernment is to limit the price at which vaccine is
sold, either by negotiating government prices with
producers or by legislation limiting prices. How-
ever, vaccine makers may be unwilling to produce
a vaccine that is subject to such price limita-
tions.11

❚ Compensation for Adverse Reactions
Responsibility for injury may be allocated so as to
achieve the fifth social goal—to provide com-
pensation to those injured in the most efficient,
fairest or least costly manner. If the goal is to
spend the fewest dollars on injuries, then the
choice might be to leave injured people to pay for
their injuries. This would avoid any administra-
tive or transaction costs associated with transfer-
ring compensation to the injured, but not the bur-
den on injured persons. This option has little
appeal because the financial costs of injury are
sometimes more than one person can bear. It also
seems unfair to the individuals when society as a
whole benefits from the vaccine’s use. Moreover,
if responsibility for injury has the effect of deter-
ring injuries, then requiring compensation may re-
duce total costs by reducing the number of inju-
ries. It may be more efficient to spread the cost of
injuries across the population of vaccine users or
the larger society by making government or vac-
cine producers financially responsible.

❚ Minimizing Vaccine and Injury Costs
If responsibility for injury is to be allocated so as
to provide compensation to injured people, then
the responsible party may be selected so as to
achieve the sixth social goal—to minimize the to-
tal social costs of vaccine development and mar-
keting and the costs of injury. This takes into ac-
count the fact that injuries do impose costs on
individuals, even though they may be less visible
to society than the costs reflected in the price of
products.

Often this goal is erroneously invoked by those
who wish to achieve the narrower objective of
minimizing the costs to one participant in an en-
deavor. For example, if only the costs to manufac-
turers were recognized, limiting liability and com-
pensation would reduce manufacturers’ costs.
The remaining injury costs would not disappear,
however; they would rest with injured people or
government. If government wishes to minimize
its own costs, then it would ordinarily impose fi-
nancial responsibility on vaccine producers.
However, if the price of vaccine rose higher than
the cost to government of providing compensa-
tion, and government purchased a significant pro-
portion of vaccine, government would incur much
of the cost theoretically imposed on producers.
The least costly option would depend upon wheth-
er government controlled the price of vaccine, ei-
ther by regulation or negotiation.

❚ Minimizing Total Social Costs of HIV
Infection

The seventh goal of responsibility is to minimize
the total social costs of HIV infection. In assessing
the social costs and benefits of HIV vaccine devel-
opment, production, and distribution, all of the so-
cial costs of HIV infection should be taken into ac-
count. Society is already paying a high price, in
terms of human suffering as well as economic

10 Of course, this ignores the human cost of not preventing HIV transmission if the vaccine is not used. It also assumes that vaccination is

voluntary.

11 It may be difficult to achieve both the goals of affordability and production if production is to remain entirely with the private sector.
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losses, for the persistence of HIV infection. More-
over, current efforts to prevent HIV transmission
also impose social costs. The benefits to be gained
by preventing additional disease are likely to out-
weigh the costs of vaccine development, market-
ing, and injury compensation. If so, then the ques-
tion is how to allocate responsibility for injury in
order to maximize those benefits and minimize
those costs.

❚ Conclusion:
Any system for assigning responsibility for injury
that satisfies one goal may undermine another. For
example, a system that minimized the costs of
compensation to vaccine makers might encourage
vaccine development, but also reduce incentives
to limit potential safety risks, and result in more
injuries. A system that provided generous com-
pensation to all injured parties might achieve the
goal of equitable compensation, but might be too
expensive for many companies that society
wishes to attract to vaccine development to
achieve other goals. Government assumption of
responsibility for compensation might conflict
with other goals to minimize government expen-
ditures or to fund other important programs. The
amount of compensation may also affect the price
of marketed vaccines. At some point, high prices
may deter potential vaccine recipients from taking
the vaccine. Systems that discourage either vac-
cine development or vaccination may work
against the goal of preventing HIV transmission
and disease.

Most important, any system that limits com-
pensation to injuries from one specific cause, like

an HIV vaccine, raises questions of fairness to
people with similar injuries caused by something
else. A compensation system limited to persons
with adverse reactions to an HIV vaccine invites
the question why people living with HIV infection
or AIDS (or any other illness or injury, for that
matter) should not be compensated in the same
manner.

POTENTIAL DETERRENTS TO HIV
VACCINE DEVELOPMENT
As the first section of this chapter illustrates, who
should bear responsibility for adverse reactions to
HIV vaccines depends upon the goals of HIV vac-
cine development and compensation for injury
and how responsibility for injury may affect vac-
cine producers’ decisions about vaccine develop-
ment. If society intends to rely on the private sec-
tor to develop and distribute an HIV vaccine, then
private sector attitudes toward responsibility for
injury must be considered. If private companies
are unwilling or unable to distribute an HIV vac-
cine if they are charged with responsibility for in-
jury, then arguments that they should have that re-
sponsibility will not suffice to produce a
vaccine.12 If, on the other hand, responsibility for
injury has little impact on their decisions, then
even elimination of responsibility for injury will
not improve the prospects for private sector vac-
cine development.

This section examines the degree to which legal
responsibility or liability for adverse reactions
might affect private companies’ decisions wheth-
er to develop and market an HIV vaccine.13 Un-
fortunately, there is no empirical evidence that of-

12 If government were to produce or distribute the vaccine, such concerns would be unnecessary.
13 This examination is based on a literature review; an empirical study was beyond the scope of this report. The possible approaches to

studying potential liability’s effect on product development have inherent biases and limitations. These parallel the approaches to studying
defensive medicine described in the Office of Technology Assessment’s 1994 report Defensive Medicine and Medical Malpractice (195), and
have similar limitations. One approach is to ask vaccine companies why they did or did not develop specific vaccines. Such surveys may elicit
biased responses. If respondents believe that the survey is intended to measure sensitivity to liability, they may exaggerate liability’s role in their
decision making in the hope of gaining added protection against liability in general. If liability is not mentioned, respondents may underplay its
role in favor of emphasizing purely scientific or other reasons. An alternative approach is to compare the products developed, marketed and
abandoned by companies with their exposure to liability. Such a study requires access to information concerning products not marketed as well
as data on companies’ liability experience which companies are generally unwilling to disclose.
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fers a clear answer to the question. There are no
epidemiologic studies of the effect of liability like
those ordinarily required to prove vaccine risks.
Inferences might be drawn from past behavior but
are highly speculative because the reasons under-
lying decisions about research and marketing are
not independently verifiable. The available evi-
dence consists largely of anecdotes.14 Analyses of
the effect of liability have been forced to rely on
inferences from history and assumptions based on
logic (and sometimes ideology).

Companies in private industry necessarily
make choices about what business to pursue and
what products to make. Because new biologic and
pharmaceutical products require a substantial in-
vestment of both time and money, choices by
companies in the pharmaceutical and biologic in-
dustry may have long-term consequences for their
product line (194).

An initial fundamental decision is whether to
invest in the production facilities and equipment,
as well as human expertise, necessary to produce
an HIV vaccine. Factors influencing such a deci-
sion include: whether the company already has (or
has access to) adequate facilities that can be used
or adapted for HIV vaccine purposes or financial
resources to construct such facilities; whether ex-
isting or new facilities can be used or adapted to
other purposes within the company’s business if
vaccine development is unsuccessful; whether the
company has sufficient regulatory and clinical
trials expertise, as well as financial resources, to
pursue testing an investigational product in clini-
cal trials with human subjects and applying for

FDA approval; whether the market for the product
is likely to support a price that will cover the costs
of development and marketing and still produce
an acceptable profit; the likely length of patent
protection that will preclude other companies
from marketing a similar product and competing
on price; and whether other potential investments
and products are more likely to produce the same
or higher profit (82, 121, 194).

It seems logical that potential liability for prod-
uct-related injuries can influence decisions about
whether to pursue developing a specific product.
Whether that influence becomes significant de-
pends on its relative weight compared with other
factors, especially the scientific and technical fea-
sibility of HIV vaccine development and its ex-
pected financial return compared with alternative
investments.

❚ Scientific and Technical Feasibility
The major obstacle to developing an HIV vaccine
is HIV itself.15 Despite remarkable advances in
scientific knowledge about HIV, too little is
known about how to produce an immune response
in human beings that would protect against infec-
tion or development of disease to be assured that
an effective vaccine can be produced in the fore-
seeable future.16 For example, it remains unclear
how to protect against multiple or mutating strains
of HIV, how to prevent mucosal infection or infec-
tion through sexual contact in addition to infec-
tion through the blood stream, whether cell me-
diated immunity is required in addition to

14 Two Institute of Medicine committees attempted to evaluate existing evidence that certain adverse reactions were or were not caused by
pediatric vaccines (85, 87, 174). They classified the evidence into 5 categories: 1) No evidence bearing on a causal relation; 2) The evidence is
inadequate to accept or reject a causal relation; 3) The evidence favors rejection of a causal relation; 4) The evidence favors a causal relation; 5)
The evidence establishes a causal relation (174). Applying their categories to the available evidence bearing on a causal relationship between
liability for adverse reactions to vaccines and private industry’s willingness to develop or distribute an HIV vaccine, one can at best conclude
that the evidence is inadequate to accept or reject a causal relation.

15 The journal Science surveyed “more than 100 of the [vaccine] field’s leading researchers, public health officials, and manufacturers” for
their opinion on why vaccines have not been developed for many serious infectious diseases, especially those considered priorities by the Insti-
tute of Medicine (37). The 67 respondents reported that the “Scientific unknowns are the highest hurdles...but they also stressed that the field
lacks strong leadership and funding to speed progress (37).”

16 For a description of current HIV vaccine research and development, see chapter 2.
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humoral immunity (to free virus), and whether in-
fection mediated by both cell-free and cell-
associated virus can be prevented. Moreover, it is
not known whether a vaccine that does not prevent
initial infection by the virus could prevent the de-
velopment of disease and reduce or prevent active
HIV transmission to others. Promising research is
beginning to answer such questions, but, histori-
cally, it has been especially difficult to develop
vaccines to prevent viral infections—and HIV is
an extraordinarily complex virus (99).

In April 1984, Secretary of Health, Education
and Welfare Margaret Heckler optimistically an-
nounced that an HIV vaccine would be ready for
testing in 1986 (151). A decade later, the scientific
community may not be much closer to developing
an effective vaccine, although it may better under-
stand why. The difficulty of determining the pre-
cise mechanism by which the virus might be
neutralized in human beings may discourage com-
panies from mounting the research effort that is
likely to be required to solve the problem.

Other technical considerations may affect vac-
cine development decisions. On the plus side, the
technologies used to produce new recombinant
vaccines may be adaptable to other promising
products, like diagnostics (192). New recombi-
nant vaccines can be produced in large quantities
and, because they are usually stable for long peri-
ods, are generally less expensive to produce than
other biologic products. At the same time, vac-
cines pose numerous technical challenges.17 Ani-
mal testing requires special facilities and money
to maintain the animals. Finding a suitable adju-
vant to enhance the immunogenicity of a candi-
date vaccine has already proved difficult. Candi-
date vaccines produced from laboratory adapted
strains in cell lines may not protect against other
HIV strains that infect human beings in the real
world, that is, field isolates.

One way to increase the effectiveness of vac-
cination may be to combine two or more candidate

vaccines made by different companies. This re-
quires the cooperation of different companies in a
highly competitive industry. The difficulty of
sharing technical information while protecting
trade secrets and patents may make such joint ven-
tures unattractive to some companies. Moreover,
products that are developed in collaboration with
governmental agencies, such as the National Insti-
tute of Allergy and Infectious Diseases (NIAID)
or the National Cancer Institute (NCI), may give
rise to disputes over patent ownership, such as that
between Burroughs-Wellcome Co. and National
Institutes of Health’s (NIH’s) licensee, Barr Labo-
ratories, over Zidovudine (AZT) (55). Some com-
panies prefer not to collaborate with the NIH be-
cause of the constraints imposed by its
“reasonable price” requirements.

Another technical barrier is the need for dedi-
cated product development facilities to produce
vaccines. These must comply with FDA regula-
tions specific to biologics, are estimated to cost as
much as $10 million to construct, and may have to
be updated periodically (121). They also must in-
clude expensive ongoing production and quality
control processes conforming to Current Good
Manufacturing Practice (CGMP) to ensure the po-
tency and purity of each batch of vaccine. The cost
of conducting large field trials has also been cited
as a major obstacle to vaccine development (121).
Large research-based vaccine manufacturers have
an advantage in these respects, since few small
biotechnology companies have large production
facilities or clinical field trial capabilities. Those
that can get the financing may prefer to pursue
products with a higher probability of success.

It is encouraging that almost thirty candidate
HIV vaccines are currently being tested in Phase I
and II clinical trials18 (207). According to public
reports, most of these vaccines have been well tol-
erated and have produced few side effects so far,
which supports predictions that they should be
reasonably safe. Whether any of these candidate

17 For a further discussion of difficulties with vaccine development, see chapter 2.
18 For a description of current HIV vaccines in development, see chapter 2.
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vaccines will prove to be effective enough to pre-
vent HIV infection or disease progression in a sig-
nificant proportion of human vaccine recipients
remains to be seen. Indeed, the reported results are
somewhat discouraging so far (34, 100).

Phase III trials, in which vaccine efficacy can
be studied, remain in the proposal stage, with
some companies and prospective study popula-
tions eager to begin large field trials with the can-
didate vaccines that have completed phases I and
II trials (3, 133). In late 1993, NIAID expected to
begin Phase III trials between 1994 and 1998, “as
soon as promising candidates are available,” and
awarded two contracts to administer feasibility
studies and multi-site phase III trials both in the
United States and abroad (122). On June 17, 1994,
however, an NIAID advisory committee voted to
delay phase III clinical trials of the two vaccine
candidates that have proceeded the furthest in
clinical testing (40, 125).19 Committee members
were not convinced from prior test data that these
candidate vaccines could prevent HIV infection in
enough people to warrant their use in a large Phase
III field trial. Ultimately, NIAID recommended
proceeding with efficacy trials only if and when
more compelling data could be produced. This is
likely to delay such trials for one to three years
(125).20

Regardless of the merits of the specific vac-
cines at issue, the decision not to go forward with
phase III trials in 1994 may send a discouraging
signal about the difficulty of surmounting the
scientific obstacles to developing a suitable vac-
cine.

Some AIDS researchers argue that it would be
worthwhile to proceed with the candidates that
have already been tested, even if they are not ex-
pected to prevent disease transmission or progres-
sion in most recipients. They point out that some
lives could be saved even if the vaccines are effec-
tive in only 30 percent of recipients or if they re-
duce (while not eliminating) clinical disease or the
virulence of the virus and its likelihood of trans-
mission to others.21 This is of special concern in
countries with rising rates of infection, such as
Thailand, Uganda, and Zaire.22

Others would prefer to concentrate on develop-
ing new vaccine candidates with greater promise
of effectiveness. They argue that using the tested
candidates for immediate Phase III field trials
could delay or deter the development of a more ef-
fective vaccine. The logistics of organizing a large
field trial, especially overseas, are formidable (al-
though perhaps less expensive than in the U.S.),
and it may be difficult to use the same population
for more than one vaccine. The combined difficul-
ty and expense of mounting such trials may deter
some companies from launching a later trial if
another vaccine has already been tested and ap-
proved.

Researchers at a November 1994 meeting on
Advances in AIDS Vaccine Development spon-
sored by NIAID heard additional discouraging
news (126). Newborn monkeys who received a
promising prototype simian immunodeficiency
(SIV) vaccine derived from live attenuated virus
exhibited symptoms of SIV disease and one

19 Both candidates, one by Genentech, Inc., the other by Biocine Company, a joint venture of Chiron and CIBA-Geigy, are recombinant

vaccines using gp120, an HIV-surface protein. For further discussion of these vaccines, see chapter 2.

20 This does not mean that trials cannot go forward in other countries. The companies may try to persuade the World Health Organization or

national governments that their vaccines deserve to be tested in phase III trials.

21 Such a vaccine could not be counted on to prevent HIV infection, so a recipient would still have to practice safe behaviors to avoid becom-

ing infected, or, if infected, to avoid infecting others.

22 There may also be concern about imposing on private companies an obligation to provide any vaccine that is ultimately approved to the
population of research subjects that were used to test it, a principle accepted by most, but not all, scholars of research ethics (110). Industry
representatives have argued that this would mean giving the vaccine away free in foreign countries that cannot afford market prices or pay in
hard currency. Their resistance persuaded the CIOMS not to include such a requirement in its 1993 International Ethical Guidelines for Biomed-
ical Research Involving Human Subjects (42). For a discussion of the CIOMS Ethical Guidelines, see chapter 3.
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monkey died. This may set back efforts to develop
HIV vaccine using a similar model. In addition,
eighteen human research subjects who received
candidate HIV vaccines in clinical trials have be-
come HIV infected despite having high titers of
neutralizing anti-body (36). Although their infec-
tion may indicate only that the vaccine is ineffec-
tive or less than completely protective, the possi-
bility that the vaccine might increase suscep-
tibility to infection may be considered.23 Some re-
searchers worry that no vaccine that is currently in
Phase II trials can achieve even very low levels of
efficacy.

Current HIV vaccine research is both exciting
and frustrating because so much has been learned
yet progress toward an effective vaccine has been
so slow. If a private company does not believe that
research can identify an adequate vaccine candi-
date over the next decade, or if it does not have the
resources to develop one, then it is not likely to
pursue HIV vaccine development.

❚ Market and Financial Factors
If scientific obstacles can be overcome and an HIV
vaccine appears technically feasible, the major
factor influencing vaccine development is its ex-
pected return on investment or profitability. Pri-
vate industry must look to the potential market to
predict the revenues it may yield in order to
compare them to the predicted costs of develop-
ment and marketing, and the potential profits from
alternative investments.

The potential market for HIV vaccines is
worldwide. However, from a company’s perspec-
tive, the relevant market consists of paying pur-
chasers. Potential HIV vaccine markets, then, in-
clude individual vaccine recipients who can pay
for the vaccine either out-of-pocket or with insur-

ance and government agencies which purchase
vaccine for distribution to individuals. The paying
market may include health care workers, people
with hemophilia, and people at risk for HIV infec-
tion (such as employed men who have sex with
men). This parallels the market for hepatitis B
vaccine (HBV) and exists primarily in the United
States, Europe, Australia, and possibly Japan. It
may also exist in the “carriage trade” in other
countries (like Thailand, India, and Egypt). This
market may be quite profitable, even though it in-
cludes fewer people than the market for other vac-
cines, like those against polio and influenza.

It is possible, however, that not everyone in this
market would be willing to buy an HIV vaccine,
perhaps because they mistakenly do not consider
themselves at risk for HIV infection, because they
prefer to avoid risk behaviors instead of being vac-
cinated, or because they fear adverse reactions (or
acquiring HIV infection) from a vaccine. Some
people may fear being labeled as “at risk” if they
seek vaccination or being stigmatized as having
HIV infection if they become seropositve as a re-
sult of vaccination. National or local laws requir-
ing vaccination would maximize the use (and pur-
chase) of HIV vaccines. HIV vaccination appears
unlikely to be made mandatory for the entire pop-
ulation, at least in industrialized countries. It
might be possible to generate legislative support
for mandatory vaccination of certain populations
at high risk of HIV infection, such as newborns
born to HIV-positive women or certain health care
workers. But even targeted mandates are likely to
face opposition and may depend upon the per-
ceived safety and effectiveness of the vaccine to
be used.

The market may also be affected by the price of
the vaccine. Some potential purchasers may be
unwilling to pay more than a certain price for the

23 For a discussion of possible HIV vaccine enhancement of susceptibility to HIV infection, see chapter 2.
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vaccine unless it is covered by health insurance.24

Physicians in the U.S. have traditionally placed
little emphasis on preventive care, other than the
required childhood immunizations, perhaps be-
cause they, in turn, are paid comparatively little
for such services (105).

The United States may be the most profitable
market for vaccines in the world. Many foreign
markets are not attractive because they are highly
regulated and vaccine prices are often limited, ei-
ther by governments (which purchase drugs and
vaccines for national health programs) or by com-
petition with foreign vaccine makers (who may re-
ceive government subsidies). Many developing
countries have severely limited budgets for vac-
cine purchases and are unable to pay in the hard
currency demanded for transnational sales
(147).25 U.S. companies are reluctant to sell at a
lower price abroad than in the United States for
fear of charges of price-gouging in this country.26

Thus, the United States offers the most attractive
market for HIV vaccines made by United States
companies.

Federal, state, county, and city government
purchasers may provide a secure market for HIV
vaccine. The volume of government purchases
may be higher than the total population willing to
pay for vaccination because the government may
provide vaccine for those unable to pay or not cov-
ered by insurance. The population at risk for HIV

infection includes a disproportionate number of
people who are uninsured for immunizations and
who could not afford to pay for vaccination them-
selves. Government purchasers may not be will-
ing to pay the price that private companies wish to
charge for vaccine, however, especially if they
purchase large volumes. There is precedent for
governments demanding a lower-than-market
price for vaccine. The federal government negoti-
ates prices for pediatric vaccines that are signifi-
cantly lower than “catalog” prices (121). It is also
beginning to do the same for drugs,27 which may
make companies fearful that all governmental
purchase prices may be regulated more strictly in
the future (33).

At the same time, greater price regulation of
drugs may make vaccines relatively less unattrac-
tive as compared with drugs, which historically
and in general, have commanded significantly
higher prices than vaccines. If government pur-
chasers were unwilling to pay a high price for an
HIV vaccine, companies might be unwilling to
sell to them (172). However, it would be awkward
for companies to sell a vaccine to private individu-
als and clinics or physicians while refusing to sell
to government.

Vaccines suffer from the disadvantage of not
being advertised to the public (as compared with
over-the-counter drugs). This means that compa-
nies cannot build a market directly, but must rely

24 Private health insurance policies in the U.S. rarely cover the cost of preventive vaccination. President Clinton’s proposed Health Security
Act would have included childhood and certain other immunizations in its comprehensive benefit package that must be covered by all health
insurers. (U.S. Congress, Senate, S. 1757, Health Security Act, Sec. 1128, (Washington, DC: U.S. Government Printing Office, 1993).) Immu-
nization against HIV has not been included in health reform proposals, presumably because no vaccine is available.

25 The price of some U.S. vaccines is higher than the per capita budget for health care in some developing countries (147).
26 In 1982 Congressional hearings, a vaccine maker was chastised for charging the U.S. government a higher price than that for foreign

countries. After the hearing, U.S. companies no longer bid for UNICEF or PAHO contracts to sell vaccines at low prices in the developing world.

27 The Medicaid program receives rebates on outpatient drug prices from manufacturers (Social Security Act, s.1927), and certain Public
Health Service grantees and certain disproportionate share hospitals receive discounts on outpatient drug purchases (Public Health Service Act,
s.340B). Many private health insurers, health maintenance organizations, and large hospitals have negotiated new, lower prices for bulk pur-
chases to reduce health care costs. President Clinton’s proposed Health Security Act would have encouraged negotiated price reductions and
rebates on certain drugs purchased by Medicare. (U.S. Congress, Senate, S. 1757, Health Security Act, Sec. 1128, (Washington, DC: U.S. Gov-
ernment Printing Office, 1993).)
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on physicians and health agencies to buy the prod-
uct and use it with their patients.28 In addition,
vaccines do not create a loyal market of users
(105). Unlike drugs that are used repeatedly for
chronic diseases, vaccines are used only once or a
limited number of times per person. A highly suc-
cessful vaccine would eliminate its own market by
eradicating the disease. Indeed, this is the goal for
an HIV vaccine. On the other hand, if only one
HIV vaccine is approved, a company is likely to
hold a monopoly for many years and will not need
to spend money persuading physicians to use it.
Government agencies may be counted on to en-
courage vaccine use, and fear of AIDS may be suf-
ficient incentive for many people.

The most profitable product for a private phar-
maceutical company is a patented product that is
the only available or effective means to treat or
prevent a serious disease.29 An HIV vaccine
would surely qualify in this category. This mo-
nopoly position, coupled with strong demand for
the product, often allows pricing at whatever the
market will bear, (61, 194) as experience with
AZT (12) and Clozaril demonstrated. Market po-
tential is ordinarily assessed by comparison with
other products that a company might pursue
instead of HIV vaccines. Because so few products
ever emerge from the research and regulatory
pipeline with FDA approval, it makes economic
sense to invest in the product with the highest
profit potential.

An HIV vaccine is likely to have considerable
appeal to companies that believe that market de-
mand will be strong, the price will not be regu-
lated, and users will pay the price. HIV vaccine
development may appear unattractive to compa-
nies that perceive any of these factors to be absent.

❚ Potential Liability for Adverse
Reactions

HIV Vaccine Experience
The evidence that fear of liability has dissuaded
companies from pursuing HIV vaccine develop-
ment comes from reports of companies that with-
drew, some only temporarily, from research. A re-
view of these cases, however, reveals that other
factors typically were present—a disappointing
product, lack of financing, poor market predic-
tions, internal corporate restructuring, or potential
patent problems—that could account for the ac-
tion.

Genentech
Genentech stopped research on a preventive HIV
vaccine in 1986, citing liability concerns as one
reason. Observers close to the company noted that
the vaccine was set aside after it failed to protect
chimpanzees against HIV infection and the vac-
cine-producing cell line was suspected of having
retroviral particles. Genentech has since resumed
research with a different recombinant vaccine,
now in clinical trials, which it hopes to take to
market.

In 1986, before Genentech dropped its first vac-
cine, California had enacted legislation limiting
the liability of California makers of an AIDS vac-
cine, with support from Genentech (Calif. Health
& Safety Code 5. 199.49). In 1988, the California
Supreme Court issued an opinion endorsing im-
munity from strict liability for prescription drug
makers, which is thought to be equally applicable
to vaccine makers, (225) and California repealed
its statutory protection against liability (Calif.
Stats. 1988, ch. 1555, 5.3). The company also be-

28 Recently, some pharmaceutical companies have begun advertising prescription drugs directly to consumers. It is possible that vaccines

could be advertised directly to consumers in the future.

29 It is not known whether any vaccine candidate would not qualify for patent protection.
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came part of Hoffman-La Roche, a large Swiss
pharmaceutical company, which may provide it
with financial backing to pursue expensive vac-
cine development. Large companies with substan-
tial assets, however, are often thought to be more
vulnerable to liability claims than small compa-
nies with few assets because of their deeper pock-
ets (61).

Finally, the company apparently clarified or re-
solved earlier scientific questions about vaccine
production, safety and efficacy. Which, if any, of
these factors persuaded the company to proceed
with a new HIV vaccine is unknown outside the
company. By mid-1994, Genentech and Biocine
were prepared to test their candidate vaccines in
the first U.S. phase III field trials. After the NIAID
decided not to proceed in June 1994, the compa-
nies were reportedly disappointed, and ready to
seek alternative ways to pursue the trials without
NIAID support (40).

Oncogen
Oncogen, a subsidiary of Bristol-Meyers Squibb,
stopped producing preventive vaccine (using live
vaccinia virus as a vector to express recombinant
gp 160) in 1992 before testing its efficacy in hu-
man subjects. A researcher reportedly attributed
the decision to “fear of lawsuits from injured vac-
cine trial subjects” together with “other commer-
cial negatives like a questionable market and pat-
ent snafus” (32). Others note that lack of data
indicating potential efficacy prompted discontin-
uation.

Immune Response Corp
Immune Response Corp., co-founded by Jonas
Salk, was also reported to delay testing its whole,
killed-virus vaccine in uninfected subjects be-
cause of liability concerns, but other reports said
the company was willing to go forward if the vac-
cine showed evidence of effectiveness (32).

The vaccine has been tested, without liability
issues, in HIV-positive people as a therapeutic
means to prevent disease progression to AIDS.
Although the whole, killed-virus approach has
shown promise, (124) it has raised safety concerns
it might cause HIV infection if any of the virus
survived processing. Recent tests of live atte-
nuated SIV vaccine in newborn monkeys lend
weight to such fears (126).

MicroGeneSys
MicroGeneSys reportedly refused to conduct
trials of its vaccine to prevent HIV transmission
from HIV-positive pregnant women to their new-
borns, unless the state legislature granted it immu-
nity from liability (172). Lobbyists for MicroGe-
neSys argued that children born to HIV positive
mothers, many of whom had used illegal drugs,
are at high risk for medical problems which might
be blamed on the vaccine. The company’s presi-
dent reportedly claimed that a new law was need-
ed to establish a parent’s right to consent to in-
volving a fetus in research (169).30 The company
refused to conduct trials in Tennessee which of-
fered no special protection against liability.

Connecticut, the company’s home state, en-
acted a statute in 1991 granting Connecticut
manufacturers, research institutions, and re-
searchers immunity from civil liability for person-
al injury to research subjects resulting from ad-
ministration of any investigational AIDS vaccine
(Conn. Gen. Stat. 19a-591-591, 1992c). The law,
which offered no compensation to injured sub-
jects, provides immunity from both strict liability
and negligence in cases involving research sub-
jects, but retains liability for gross negligence, and
reckless, willful or wanton misconduct. At the
same time, Connecticut provided substantial eco-
nomic support to the company, which had no in-
come-producing product and needed substantial
capital to construct a plant to produce vaccine
(17). MicroGeneSys insisted on conducting the

30 It is questionable whether a company would be liable under existing common law for fetal injuries resulting from research to which the

pregnant woman consented (31).
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trial at Yale University only, rejecting other
planned and proposed sites in Connecticut. After
about a year, only two subjects were enrolled. The
trial was then closed because it could not produce
useful data.

Elsewhere, Genentech conducted trials of its
vaccine to prevent maternal HIV transmission in
the NIAID-supported sites around the country, al-
though only California had statutory protection
against manufacturer liability for injuries arising
out of such trials. Preliminary results have not
supported hopes for the vaccine effectiveness in
pregnant women, and Genentech is dropping its
therapeutic vaccine research to concentrate on
preventive vaccines.

MicroGeneSys did not mention liability when
it lobbied successfully for a $20-million congres-
sional appropriation to the Department of Defense
(DOD) to finance trials of its vaccine for therapeu-
tic use in HIV-positive adults. The appropriation,
for a specific project proposed by an individual
company outside the usual peer review channels,
created considerable controversy, was opposed by
DOD, NIH, and FDA, and was ultimately re-
scinded (38). NIH, FDA, and DOD preferred a
trial comparing several candidate vaccines chosen
by peer review.

The first vaccine to be approved for testing in
human beings (in 1987), MicroGeneSys’s product
might not fare well against the more recent gen-
eration of candidate vaccines. MicroGeneSys’s
corporate partner, American Home Products,
Wyeth-Ayerst Laboratories, which had financed
the company and acquired worldwide marketing
rights to the vaccine, terminated its agreement
with MicroGeneSys and its involvement with the
vaccine’s development in January 1994 without
comment (39).

Abbott
Another report involved Abbott Laboratories’ hu-
man immunodeficiency virus immune globulin
(HIVIG), which was intended to stop the trans-
mission of HIV from HIV-positive mothers to
their newborns. Not a preventive vaccine, HIVIG
contains antibody against HIV derived from the
plasma of HIV-positive people with strong im-
mune responses to the virus. Researchers hoped it
would reduce the viral load in pregnant women
with HIV and prevent infection of their children,
either before or during delivery. A large multi-
center trial of HIVIG had been planned under the
sponsorship of Abbott and the National Heart
Lung and Blood Institute, the NIAID and the Na-
tional Institute of Child Health and Human Devel-
opment. After two years of planning, Abbott sud-
denly withdrew in 1992, citing liability concerns
(41). Researchers could not recall earlier mentions
of liability, even though high-level company rep-
resentatives had met with them to plan the trials.

Some participants and observers believed that
Abbott was seeking to get rid of its blood products
division in a reorganization to improve profitabili-
ty and used the trial as the excuse to do so. Accord-
ing to news reports, Abbott’s interest in the trial
dropped after the head of its transfusion medicine
branch left the company. Abbott first objected to
certifying that its costs and prices to government
were properly computed, a standard NIH require-
ment that NIH finally waived (41). Then Abbott
objected to patent rights arrangements. Finally,
Abbott asked for indemnification against liability
(citing the Swine Flu Program31 as precedent),
which NIH could not provide without Congres-
sional action. Other organizations that make im-
munoglobulin did not consider liability an ob-

31The Swine Flu Program, created by Congress in 1976 to encourage the development and marketing of a vaccine against a strain of swine
flu which was expected that fall and winter, held manufacturers harmless from injuries arising from the swine flu vaccine, and permitted claims
for vaccine-related injuries to be filed with the U.S. government. The program is discussed in more detail in the next section.
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stacle.32 One AIDS organizer opined that Abbott
was trying to manipulate activists and researchers
to lobby Congress for liability protection (41).
Abbott employees active in transfusion medicine
later formed their own company and successfully
bid to produce HIVIG for the multi-center trials,
which finally began in 1993.

Summary
These examples fail to clarify the role of potential
liability in HIV vaccine development. It is plausi-
ble that liability was a concern. It is also plausible
that liability was not a serious consideration. In all
cases, other factors could explain not pursuing an
HIV vaccine, most commonly lack of evidence of
effectiveness, but also inadequate financing, poor
market predictions, corporate restructuring, and
potential patent problems.

Garber argues that when a company says it is
withdrawing a socially beneficial product from
the market because of fear of liability, such state-
ments should have credibility (61). But vaccines
may be an exception. If the primary reason for
withdrawal is financial—such as a desire to focus
on products with much higher returns—a compa-
ny may be loath to state publicly that it is forego-
ing a socially beneficial product in order to make
more profit. The public is likely to find ordinary
concern for profits less acceptable when the prod-
uct it loses is greatly needed, and more likely to
tolerate the loss if it seems beyond a company’s
control.

Moreover, from the company’s perspective,
there is always the possibility that Congress might
take action to limit liability, which would decrease
expenses. The only risk in attributing withdrawal
to liability is that Congress might require the com-
pany to guarantee production or to sell at a low
price in return for limiting liability. But Congress

has never imposed such a quid pro quo, so the risk
is probably negligible.

Drugs Withdrawn from the Market
A look at drugs that have been the target of liabil-
ity claims and whether they remained on the mar-
ket may yield some clues as to whether potential
liability is a serious threat to HIV vaccine devel-
opment. Studies of product withdrawals recog-
nize the impossibility of identifying the reasons
for withdrawal in many cases (61, 178). It is often
difficult to sort out whether producers acted out of
concern for consumers, fear of regulatory action,
actual regulatory action, disappointing financial
returns, changing business opportunities, litiga-
tion experience, fear of liability, or some com-
bination of these.

Relatively few drugs have been withdrawn af-
ter marketing.33 Some undoubtedly were with-
drawn or never marketed because risks material-
ized that made them too hazardous to use. Such
withdrawals for safety reasons are sometimes at-
tributed to liability. To be sure, a drug that turned
out to be dangerous to use, especially if its benefits
were limited, could be the subject of liability
claims. As Bovbjerg notes, however, one must as-
sume that “right-thinking” producers would with-
draw a dangerous drug because they did not wish
to subject consumers to its dangers, or their repu-
tations to public wrath, not merely because of po-
tential liability (21). To assume that liability is the
sole cause of such withdrawal would mean that li-
ability is the sole deterrent to marketing unsafe
drugs.

Drugs that have been withdrawn from the mar-
ket include Bendectin, DES (diethylstilbestrol),
MER-29, Merital, Oraflex, Selacryn, Versed and
Zomax. Bendectin and DES were the subject of
mass tort claims in which thousands of claimants

32 Burroughs Wellcome Co. jointly sponsored trials of AZT in pregnant women to determine whether it would reduce HIV transmission.

Preliminary results are encouraging.

33 Most medical products that have been withdrawn have been medical devices rather than pharmaceuticals: the Dalkon Shield; Copper-7

and other IUDs; Bjork-Shiley Heart Valve; and silicon-gel breast implants (61, 178).
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have filed suit amid substantial publicity. The last
five drugs were not involved in extensive liability
claims and are rarely mentioned in discussions of
liability effects on product marketing. Garber sug-
gests that perhaps the fact that other alternatives
were available mitigated their withdrawal (61).

The few studies of product liability claims for
medical products indicate that the claims are high-
ly product-specific, with Bendectin accounting
for the majority (194).34 Bendectin, the drug to
prevent morning sickness during pregnancy, is the
best example of a drug that can be said with any
confidence to have been withdrawn for liability
reasons. There is little, if any, evidence that the
drug causes serious side effects. The producer,
Merrell Dow Pharmaceutical, has won all but a
few of the litigated cases.35 The FDA did not re-
quire withdrawal of the product, although warn-
ings were strengthened (61, 105). Yet the cost of
defending or settling the more than 2,000 suits
that have been filed may not have been worth the
effort or expense.36

DES, a synthetic estrogen produced by several
companies (including Abbott Laboratories, Eli
Lilly & Co., Squibb Corp., and Upjohn Co.), is a
more complicated example because it did cause
cancer in the daughters of women who used the
drug to prevent miscarriage. The FDA approved
DES in 1941 and banned its use in 1971. Although
many have decried its withdrawal (80) and no
drugs to prevent miscarriage are being marketed
now, no one suggests that withdrawal of DES it-
self is a great loss to society. One reason it has be-
come a cautionary tale for liability seems to lie in
the fact that the risk was latent, exposing several

companies to lawsuits a generation after the drug
was used.

It may be that the possibility for mass tort liti-
gation involving risks to a fetus unknown at the
time of marketing is a special case which deters
marketing certain drugs. Bendectin and DES were
both intended for use by pregnant women who
wanted to have a child. Drugs used for pregnancy
are more susceptible to claims alleging serious
permanent harm to children than other drugs
(194). Until quite recently, few drugs prescribed
for pregnant women were tested in pregnant
women before marketing (118), so that their ef-
fects on the fetus were often unknown.

Several drugs with recognized serious side ef-
fects (such as Accutane, Clozaril, and Cytotec) re-
main on the market in spite of successful claims of
liability. The FDA reportedly estimated that Ac-
cutane, Hoffman-La Roche’s drug to treat severe
cystic acne, had caused perhaps 1,300 birth de-
fects by 1986 (61, 164). Hoffman-La Roche has
provided special information kits to prevent the
drug’s use in pregnant women, but has not with-
drawn the product, as might be expected if liabil-
ity claims determined product availability.

Similarly, Sandoz’s Clozaril (used to treat
schizophrenia) has potentially fatal side effects in
perhaps two percent of patients (139). It requires
careful monitoring of white blood cell counts to
avoid agranulocytosis. It is possible that the po-
tential for liability is diluted by the physician’s in-
volvement in supervising the drug’s use.37 Still,
contrary to conventional wisdom, the severity of
the side effects has not been sufficient to deter

34 Although claims involving pharmaceuticals and medical devices have risen since the 1960’s, there is no information on whether the base-

line level of claims was too high, too low, or about right, because the merits of such claims were not (and probably could not be) investigated.

35 Bendectin was the subject of Daubert v. Merrell Dow Pharmaceutical, Inc., 113 S.Ct. 2786 (1993), in which the U.S. Supreme Court held
that the Frye rule for admitting scientific evidence in Federal court was superseded by the Federal Rules of Evidence, which permits the admis-
sion of “all relevant evidence” unless specifically excepted by the Rules (8).

36 One commentator suggests that mothers who had used Bendectin may have viewed the company with suspicion because it had acquired

other problem products, including Thalidomide, MER-29, DES, and Agent Orange (154).

37 The limited potential for damages in the case of people with severe schizophrenia who are unable to work, even while using the drug, may
also reduce the financial exposure for liability, although it is unclear what proportion of patients would fall into that category. Damages for the
death of an individual are typically less than damages for permanent injury.
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marketing. Cytotec would appear to have even
greater potential for withdrawal because its bene-
fits have less dramatic social value. The drug is
used to prevent ulcers in patients who take non-
steroidal anti-inflammatory drugs (like aspirin
and ibuprofen) for arthritis, but can cause abnor-
mal bleeding and miscarriage or abortion in preg-
nant patients (61, 139). G.D. Searle still markets
Cytotec with strong warnings of the risks.

Another factor influencing product withdrawal
may be the importance of the revenues it produces
for a company. Prozac (an antidepressant) report-
edly accounts for about 25 percent of Eli Lilly’s
drug sales, $1 billion in the United States. Law-
suits have claimed that the drug causes suicide,
violence, and even murder, but the validity of such
claims is uncertain at best. The background rate of
such behavior among users means that some cases
may be misattributed to the drug but that it will
also be difficult to prove causation. Such circum-
stances appear to be precisely the sort that would
prompt a manufacturer’s withdrawal of a drug for
fear of unfounded liability claims. Indeed, they
parallel Bendectin’s claims experience (61).
Nonetheless, Lilly is not expected to withdraw
Prozac and is vigorously defending all claims
against it. The generally favorable publicity it has
received suggests that a significant proportion of
the population wants the drug on the market (102).

Halcion, the most widely prescribed sleeping
pill in the United States, has also been the subject
of claims that it causes suicide and violence.38 The
Upjohn Co. is keeping the drug on the market—it
has reportedly produced about $2 billion in
sales—although alternative medicines are avail-
able. The company recently brought a libel suit in
England against the British Broadcasting Corpo-

ration and an expert witness who testified for
plaintiffs and publicly criticized Upjohn (18).

In sum, it is difficult to generalize about the ef-
fect of liability concerns on marketing from these
examples. In particular, they say nothing about
products that were never marketed in the first
place.39 They do suggest, at a minimum, that
whatever weight potential liability may have, it is
balanced with other factors to predict the net so-
cial and financial returns that marketing a specific
product may bring.

Different companies may give such factors dif-
ferent weights. Arguably, breakthrough drugs for
diseases without any current cure, or drugs that of-
fer a significant improvement over existing drugs,
are more likely to be marketed (and remain on the
market) than “me-too” drugs or those with only
marginal additional benefits or fewer risks. Drugs
that may harbor serious latent hazards, especially
those that might become the subject of mass tort
claims, might be considered more susceptible to
withdrawal, before or after marketing; but all the
drugs discussed fall into this category, yet not all
were withdrawn.

Perhaps the higher financial returns from a
large market can offset concerns about potential
exposure to large numbers of claims. The severity
of inherent risks may not be determinative, espe-
cially if the drug can produce substantial reve-
nues. If the hazards can result from multiple
causes, the probability of claims attributing injury
to the drug is higher than when causation is clear,
but the proportion of claims resulting in liability is
lower.

Where the risks are known, some companies
may feel they can protect themselves against inap-
propriate liability by ensuring that proper warn-

38 One woman, criminally indicted for homicide for fatally shooting her mother after taking Halcion, Valium, and codeine, had the charges
dropped on the grounds that she was intoxicated by the drug. She sued Upjohn for negligence and received an $8 million settlement (18). A
decision by the Supreme Court of Utah (255) held that makers of FDA-approved drugs were immune from strict liability for defective design.

39 Thalidomide may be an example of a drug that is not being marketed now because of its potential to cause severe birth defects when used
by pregnant women to relieve nausea (105). Merrell reportedly settled claims that the drug caused birth defects among residents in Canada and
the United States (154). Although the FDA had not approved thalidomide, it was distributed for investigational use. It is currently being investi-
gated as a therapy for patients with leprosy or AIDS wasting.
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ings are given, as they have with Accutane, Cloza-
ril, and Cytotec.40 Others may not. Where adverse
reactions cannot reasonably be predicted, there is
always the possibility that serious harm could ma-
terialize in the future and, with it, liability claims.
Although lengthier and more sophisticated pre-
market testing has probably lowered the risk of
unforeseen adverse reactions, no drug is free from
that risk.

Vaccines Withdrawn from the Market
Conventional wisdom has held that, whatever the
reasons for withdrawing particular drugs from the
market, vaccines have been withdrawn primarily
because of fear of liability for adverse reactions
(13, 61, 79, 80, 105). As with drugs, there can be
many reasons for withdrawing a vaccine; the lack
of empirical data makes it difficult to draw gen-
eralizable conclusions.

The two examples of vaccines that were with-
drawn or delayed to market are the swine flu and
DPT (diphtheria-pertussis-tetanus) vaccines. In
1976, makers of swine flu vaccine said they would
not produce or market the vaccine unless the Fed-
eral government assumed liability for adverse
reactions. Their insurers would not provide liabil-
ity insurance covering such reactions. The vaccine
was developed hurriedly in response to public
health officials’ fears of a new influenza epidemic
like the one that killed tens of thousands of people
in 1918 (129). Amid substantial publicity, then
President Gerald Ford encouraged everyone in the
country to be vaccinated. There was insufficient
time to test the swine flu vaccine in the same man-
ner that other non-influenza vaccines were tested

if the vaccine were to be available to vaccinate the
entire American population by flu season. In re-
sponse, Congress enacted the National Swine Flu
Immunization Program, whereby the Federal gov-
ernment assumed legal liability for non-negligent
adverse reactions to the vaccine (180).41

The lessons from swine flu are conflicting. On
the one hand, vaccine makers could not get liabil-
ity insurance for the vaccine,42 and fear of liability
apparently stopped vaccine production. Congress
took such fears seriously enough to pass protec-
tive legislation (56). In addition, Guillain-Barré
syndrome, an unexpected serious adverse reaction
resulting in paralysis, did materialize, and with it,
about 4,000 claims against the government. This
gives credence to liability fears.

On the other hand, the government paid out less
than $2 per dose of vaccine distributed in awards
and settlements to claimants.43 The government
agreed to accept responsibility in any case in
which the symptoms of Guillain-Barré syndrome
appeared within ten weeks of vaccination (a gen-
erous assumption of causation that would prob-
ably not be accepted by any vaccine maker), so
that it paid a larger proportion of claims than
would have been paid had the cases been litigated
under ordinary tort requirements.44 In litigated
cases involving Guillain-Barré syndrome appear-
ing after ten weeks or other conditions, court deci-
sions awarded compensation in only six reported
cases (247, 260, 286, 305, 308, 315).

Swine flu probably represents a worst case sce-
nario for vaccine liability. The legislation was en-
acted as a temporary measure and was not de-
signed to resolve liability issues systematically

40 The tobacco industry has succeeded in defeating claims of liability for the use of cigarettes largely by virtue of warnings.
41 The federal government assumed responsibility for defending all claims and had a right of abrogation against the manufacturer in cases in

which the manufacturer’s negligence caused injury, allowing the government to obtain payment from the manufacturer for awards in negli-
gence. However, the government also provided $230 million in liability insurance for vaccine manufacturers, thereby paying for its own indem-
nity.

42 Most vaccine makers now self-insure in whole or in part.

43 Total awards and settlements were approximately $76 million, excluding administrative costs.
44 According to one court, the government agreed to liability in Guillain-Barré cases not only to provide compensation to those who could

not prove negligence, but also because the syndrome was not mentioned as risk in the consent document (315).
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(82). As the Institute of Medicine noted, the legis-
lation “only changed the defendant” (82). Certain-
ly Congress is not anxious to repeat the experience
and would shy away from assuming liability for
any new vaccine. At the same time, the total
amount of awards may be manageable if the vac-
cine is appropriately priced. This suggests that the
price at which a vaccine can be sold may deter-
mine how much room there is for liability pay-
ments.

Swine flu development also differed from the
circumstances surrounding most other vaccines
because of its necessarily hasty development and
its immediate use in millions of people. Of course,
the more deliberate pace of research possible with
most vaccines does not ensure that all risks will be
discovered before marketing. But the more a vac-
cine is studied, the more likely it is that adverse
reactions will be discovered.

Wyeth Laboratories ceased DPT vaccine pro-
duction in 1984, reportedly because of claims
filed asserting adverse reactions to the pertussis
component of DPT. It is entirely plausible that
Wyeth could have decided that vaccine production
would not be profitable enough to justify defend-
ing additional lawsuits. At the same time, Wyeth
reportedly faced replacing its old vaccine produc-
tion facilities if it were to continue selling the vac-
cine. If the company wanted to get out of the vac-
cine business, this would have been the time to do
it, before it invested heavily in an expensive new
plant. Wyeth did continue to produce the vaccine,
but sold it to Lederle for distribution.

Also in 1984, Connaught Laboratories an-
nounced that it would stop producing DPT be-
cause it was having difficulty getting liability in-
surance at a reasonable price. The Centers for
Disease Control and Prevention (CDC) recom-
mended vaccinating only older children to con-
serve diminishing vaccine supplies. Connaught
soon found acceptable insurance and continued to

produce DPT. In 1986, prices for childhood vac-
cines rose dramatically.

CURRENT VACCINE RESEARCH AND
DEVELOPMENT
Companies have few business incentives to pro-
duce vaccines at all. The number of U.S. vaccine
makers has declined since the early 1970s. At that
time, many vaccines were “me-too” vaccines, pro-
duced much like generic products and sold in high
volume at very low prices (121). In the mid-1970s,
the FDA began to require evidence of effective-
ness of vaccines as a condition for continued mar-
keting. Many vaccine makers may have dropped
out of the business rather than conduct the expen-
sive clinical trials necessary to demonstrate their
vaccines’ efficacy. The U.S. market for children’s
vaccines may not be large enough to support sev-
eral competitors. The percentage of research and
development (R&D) expenditures devoted to bio-
logics (as opposed to pharmaceuticals) in the in-
dustry declined from 4 percent in 1973 to 2.1 per-
cent in 1983 (121).45 During that period, sales of
biologics represented between 2.7 and 3.6 percent
of total sales, including pharmaceuticals, of mem-
bers of the Pharmaceutical Manufacturers
Association (since renamed the Pharmaceutical
Research and Manufacturers Association). Be-
tween 1973 and 1980, R&D expenditures for bio-
logics ranged unevenly (between 12.9 and 23.1
percent of sales of biologics alone). In 1981, that
percentage was 9.2 (121).

In recent years, however, vaccine research and
development has increased in the United States. A
recent report by the Institute of Medicine con-
cludes that “the worldwide vaccine industry ap-
pears to be entering a new era of activity and in-
novation” (121). Applications submitted to the
FDA to study new biologics rose from 66 in 1980
to 558 in 1992 (212). Most have been for thera-

45 Total research and development for both pharmaceuticals and biologics increased gradually from 12.57 percent in 1973 to 15.32 percent

of total sales in 1983 (121). Total R&D for 1990 was 17.4 percent of total sales.
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peutics, but Investigational New Drug applica-
tions for vaccines have been increasing since 1990
(67 in 1990, 81 in 1992). Some established phar-
maceutical companies in the United States have
begun new investments in vaccine research.46

Several U.S. companies are joining with foreign
firms to develop or license vaccines.

The past four years have seen the introduction
of a dozen new vaccines, including a new acellular
pertussis component of the combination vaccine
(DTaP) with diphtheria and tetanus toxoids by
Lederle-Praxis and Connaught Laboratories, sev-
eral new Haemophilus influenzae type b (Hib)
vaccines, Japanese encephalitis virus vaccine, and
a new typhoid vaccine. Other new or improved
vaccines, including one to prevent chicken pox,
are in clinical trials or expected to be approved by
the FDA in the near future. It is possible that the
industry went through a shaking-out period in the
1980s and is being restructured to meet the new
scientific challenges posed by infectious diseases
more efficiently.

The growth in biotechnology companies may
have helped this trend. Biotechnology researchers
are likely to be an important source of innovative
products in the next few years (77). More than 75
biotechnology companies around the world were
conducting vaccine research and development in
1992. Small companies may be able to invest in
risky products because they have less to lose in the
event of catastrophe.

At the same time, the biotechnology industry
may experience a shake-out in the near future,
with many of the estimated 1,300 companies go-
ing out of business. Few small companies have
any FDA-approved products on the market, and
thus have no product revenue. Most companies re-

portedly do not have enough financing to operate
for more than two years (67, 77). The investment
community may be wary of investing further in
companies that face a low probability of produc-
ing a commercial product within the next several
years, especially after news reports of the failure
of eight companies’ pharmaceutical products in
clinical trials in 1994 (47). Small firms that are
short of operating capital may sell or license their
product rights or the entire company. Most are ex-
pected to be acquired by large pharmaceutical
companies, including foreign companies.47

Other biotechnology companies may survive
by concentrating on only one or two products, by
licensing new products to large domestic or for-
eign companies, or by limiting themselves to one
phase of product development and conducting
joint ventures with other companies that special-
ize in clinical trials, manufacturing, or marketing
(77). If the pharmaceutical industry scales back its
investment in research and development, the bio-
technology industry may fill the gap in research.
Which companies will do so remains to be seen.

The modern vaccine industry looks more like
the pharmaceutical industry and less like the earli-
er vaccine industry. The trend appears to be to-
ward developing sophisticated products, often the
result of recombinant DNA technology, that can
be sold at prices approaching the higher prices of
pharmaceuticals. Often the technology used in-
fluences the attractiveness of vaccine production.
Technologies that can be used to produce other
marketable products, such as diagnostic tests, are
more likely to be pursued than technologies that
have only one use. In view of the fact that only a
small proportion of potential products are ulti-
mately approved by the FDA and successfully

46 For example, Merck & Co., Inc., maker of measles vaccine, created its Merck Vaccine Division in 1991, has invested in a new biotechnol-
ogy facility in Pennsylvania, and has entered into joint or cooperative ventures with other companies, such as MedImmune. Lederle Laborato-
ries, the target of DPT vaccine lawsuits, acquired Praxis Biologics, developer of a conjugate Haemophilus influenzae type b vaccine (Hib-CV).
American Cyanamid made the resulting Lederle-Praxis Biologicals a regular business unit in 1992, giving it greater corporate weight (121).

47 For example, Ciba-Geigy, Ltd. of Switzerland is reported to have agreed to buy 49.9% of Chiron Corporation, a profitable independent
company and provide it with new financial and technical assistance (57). Ciba-Geigy and Chiron are also partners in Biocine which developed a
candidate HIV vaccine.
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marketed, companies may be reluctant to gamble
a large investment on a single long-shot vaccine.

The National Childhood Vaccine Injury Act of
198648 may also have encouraged vaccine re-
search because it limits producers’ liability to a
predictable amount (paid as a tax on vaccine sales)
and frees them from defending claims. As origi-
nally enacted, however, the Act did not apply to
investigational or newly approved vaccines. It
was to cover only vaccines that children were re-
quired by law to take. A 1993 amendment permits
the Secretary of Health and Human Services to ex-
tend coverage to new vaccines that are recom-
mended for children; Hib and HBV vaccines are
expected to be added soon. Vaccine makers may
anticipate that other vaccines will be added. Most
of the recently approved vaccines had been under
development before the act took effect in 1988. If
it does further encourage research, then an even
larger increase in vaccine development should be
expected in the future.

Research initiatives for HIV vaccine develop-
ment are also encouraging. At least twelve compa-
nies are actively engaged in HIV vaccine research
and development, and others are developing adju-
vants and other supporting products.49 This ex-
ceeds the number of companies developing a vac-
cine for any other disease. Almost 30 candidate
vaccines are now in clinical trials (207). The de-
bate over phase III field trials centers on scientific
issues whether any of the candidate vaccines that
have been tested show sufficient promise of effec-
tiveness to warrant large=scale testing in human
beings. Potential liability for adverse reactions
does not appear to be a factor in these debates.
There is a possibility that subjects injured in a for-
eign field trial might try to sue a U.S. vaccine mak-
er in the United States (173). But the rarity of inju-
ries in clinical trials in general (140) and the even

greater rarity of claims arising out of such trials
suggests that liability has not much influenced de-
cision-making about whether to conduct field
trials abroad.

❚ Conclusion:
There is evidence that vaccine research and devel-
opment is increasing and that a surprising number
of companies are engaged in HIV vaccine re-
search. Indeed, more companies are developing
vaccines for HIV infection than for any other
single disease. Potential liability may have con-
cerned a few companies, but it has not prevented
a strong research effort and appears unlikely to
halt HIV vaccine development. The major stum-
bling blocks remain scientific. Even if new vac-
cine candidates show more promise than those
currently in clinical trials, the likely market for an
HIV vaccine is uncertain. Given the business dis-
incentives to producing an HIV vaccine, the vigor
of research is encouraging.

Decisions about HIV vaccine research and mar-
keting are likely to vary from company to compa-
ny and from product to product, as they have with
other vaccines and drugs in the past. Fear of liabil-
ity may influence a few companies’ choice of vac-
cine type, so that they may avoid killed or live at-
tenuated vaccines in favor of recombinant
vaccines that are believed to pose little or no safety
risk. If so, the array of possible vaccines could be
limited to the more expensive recombinant types.

TORT LIABILITY FOR ADVERSE
REACTIONS TO VACCINES

❚ Overview of Product Liability
Like manufacturers of all products, vaccine mak-
ers are responsible under state law for personal in-
juries caused by their own negligence or by a de-

48The National Childhood Vaccine Injury Act of 1986 is discussed below under Public Compensation Systems.
49See chapter 2 for a discussion on the current state of HIV vaccine development.
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fect in their products.50 Tort law provides two
categories of legal responsibility for personal in-
juries caused by products: negligence and strict li-
ability (94).51

Negligence is conduct by the product maker
that deviates from standards of acceptable conduct
adhered to by the ordinary manufacturer of similar
products and that results in harm to the product
user. To succeed on a negligence claim, a plaintiff
must prove that: 1) the manufacturer had a duty to
the plaintiff, 2) the manufacturer breached that
duty, 3) the plaintiff suffered an injury for which
damages may be awarded by law, and 4) the injury
was caused by the manufacturer’s breach of duty
(94).

Few cases for vaccine-related injury are
brought in negligence alone. Before 1960, plain-
tiffs were generally unable to prove that a
manufacturer had been negligent or that a vaccine
had caused an injury (228, 295, 314). Strict liabil-
ity developed in part because consumers were fre-
quently unable to obtain the evidence that a
manufacturer of consumer products had acted
negligently.52 By the mid 1960s, when more vac-
cines were being marketed widely in the United
States, the state had begun to adopt the doctrine of
strict liability for injuries caused by defective
products, so that plaintiffs were able to apply that
theory to vaccines as well as other consumer prod-
ucts (13, 168).

The concept of strict liability generally applied
in the United States is summarized in Section
402A of the Restatement (Second) of Torts and
holds “[o]ne who sells any product in a defective
condition unreasonably dangerous to the user or
consumer or to his property [liable] for physical
harm thereby caused to the ultimate user or con-
sumer....” (4).53 Thus, strict liability is said to fo-
cus on the condition of the product itself, while
negligence focuses on the behavior of the
manufacturer (206). Because the manufacturer’s
actions or knowledge are often at issue in deciding
whether a product is defective, however, the strict
liability concept has increasingly mimicked as-
pects of ordinary negligence (72).

These rules would also apply in some cases in-
volving adverse reactions to U.S. products that oc-
cur in developing countries and are ligated in the
United States (see box 4-1).

PRODUCT DEFECTS
Traditionally, product defects have been divided
into three categories: 1) manufacturing flaws, 2)
defects in product design, and 3) errors or omis-
sions in directions and warnings accompanying
the product. Least controversial are manufactur-
ing flaws or errors in the manufacturing process.54

These produce something other than the product
intended by the manufacturer, since the manufac-

50 Although state laws vary to some degree, the basic principles are sufficiently similar to permit generalization for purposes of this report.
There is no general federal tort law, although supporters of tort reform have sought enactment of a federal law governing product liability for
many years. For a description of the National Vaccine Injury Compensation Program, see discussion below.

51 Causes of action also exist for breach of express or implied warranty of fitness for a particular purpose, but because they are not based in
tort law, tend to cover the same facts and duties as strict liability and are usually superseded by strict liability or negligence claims, they are not
discussed herein.

52 Strict liability combines elements of traditional actions in negligence (which do not require privity of contract) and warranty (which do
not require proof of negligence). Warranty claims were available only to those who had purchased a product directly from a seller and were
therefore in contractual privity (51, 52).

53 Section 402A also specifies that the seller is liable if engaged in the business of selling the product and “it is expected to and does reach the
user or consumer without substantial change in the condition in which it is sold.” This rule “applies although (a) the seller has exercised all
possible care in the preparation and sale of his product, and (b) the user or consumer has not bought the product from or entered into any contrac-
tual relation with the seller” (4).

54 Liability for manufacturing errors dates back from the thirteenth century when those who supplied contaminated food were subject to

criminal liability (4).
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Although the NIH has postponed Phase Ill clinical efficacy trials of HIV vaccines in the United States,

some U.S. pharmaceutical manufacturers have begun large-scale clinical trials of HIV vaccines in de-

veloping countries. These U.S. pharmaceutical manufacturers are thus exposed to liability for adverse

reactions to HIV vaccines that occur among trial participants in developing countries.

Plaintiffs may seek to bring a legal proceeding to the place of manufacture if they believe there is an

opportunity for a larger recovery. Foreign trial participants who are injured by HIV vaccines manufac-

tured in the United States may prefer to bring suit in U.S. courts, because U.S. product liability law is

considered more favorable to plaintiffs than product liability laws of most developing countries. For

instance, U.S. law allows plaintiffs to hire attorneys on a contingency fee basis, so that the plaintiff’s

attorney is not paid unless there is a recovery. U.S. law allows for the award of punitive damages in

product liability cases, whereas the laws of many developing countries do not. And unlike most coun-

tries, U.S. law permits jury trials in product liability cases; awards by juries have the reputation of being

more generous.

The legal doctrine of forum non convenient, however, substantially limits the ability of foreign plain-

tiffs to bring suit in U.S. courts. One of the original intents of this doctrine was to prevent “forum shop-

ping” by plaintiffs, but the doctrine has increasingly been used as a means for “reverse” forum shop-

ping by defendants who wish to dismiss cases brought by foreign plaintiffs in U.S. courts. In analyzing

whether to grant a forum non convenient motion, courts considers a three-part test. The court first de-

termines whether an appropriate alternative forum exists where the plaintiff can receive redress (usually

the home country of the plaintiff, or the place where the injury occurred). In determining whether there is

another suitable forum, the court is not to consider which forum would be more or less favorable to

either of the parties. 1

If the court finds that an acceptable alternative forum exists, then it determines whether the greater

“convenience” of the alternative forum would warrant dismissal. In determining whether it is more ap-

propriate to bring the suit in an alternative forum, the court is to balance the various public and private

interests in the location of the suit.

In considering forum non conveniens motions, courts have emphasized the administrative burden of

the case on U.S. courts. This concern was important in the courts decision to grant a forum non conve-
niens motion to dismiss in In re Union Carbide Corporation, (268), which followed an explosion at a

chemical plant in Bhopal, India, with a large number of deaths and injuries. U.S. lawyers who were rep-

resenting a number of injured individuals and their families in a tort action against Union Carbide

sought to try the case in a United States Federal court. The court decided that India’s legal system

could provide an adequate forum. The court also decided that India’s courts were the most appropriate

forum, considering the location of the witnesses, the evidence, and the documentation for this case.

The court weighed the public and private interests involved, and, in dismissing the case, placed the

greatest emphasis on administrative concerns. The court reasoned that “the American interests are rel-

atively minor. Indeed, a longer trial . would unduly burden an already burdened court, involve both

injury and hardship and heavy expense. ” Ibid.
(continued)

1 In Piper Aircraft Co. v. Reyno, (287) the Supreme Court held that the doctrine of form non conveniens applied despite the possi-

bility that the plaintiff may face less favorable product liability laws in foreign courts. The court reasoned that U.S. courts, with their strict
liability theory, potential choice of fifty jurisdictions, availability of jury trials, contingent attorney’s fees, and rules allowing extensive

discovery, are especially attractive to foreign plaintiffs, further congesting crowded U.S. dockets.
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The doctrine of forum non convenient has been raised in a number of cases involving injuries from

U.S. pharmaceutical products marketed abroad.2 In some cases, especially involving injuries that may

also have occurred to a large number of other persons as well, courts have granted forum non conve-

niens motions to dismiss the case. In Dowling v. Hyland Therapeutics, (237), the plaintiff, an Irish hemo-

philiac, brought suit in a Federal court in New York City against the U.S. manufacturer of HIV-infected

blood clotting factor that he received. The blood product was manufactured in the United States, and

the blood product was administered to the plaintiff in Ireland. The court dismissed the case, reasoning

that “[t]he public interest in AIDS prevention is equally important in New York as in Ireland. However, in

all other respects, the public interest clearly favors trial in Ireland. Irish law would apply since Dowling

received treatment, allegedly contracted HIV, and at all times resided in Ireland. ” ibid.3

However, in other cases involving individual injuries that were unlikely to have occurred to many oth-

ers, courts have permitted foreigners injured by U.S. drugs and vaccines to bring their case into U.S.

courts, See, e.g., Cadenstope v. Merck, (227); Chan Tse Ming v. Cordis Corp., (230); Corrigan v. Bjork

Shiley Corp., (233); Haddad v. Richardson-Merrell, Inc. (256); Hodson v. A./-f. Robins Co., Inc., (261)

Given that the U.S. judicial system is overburdened, courts are expected to continue to use the doc-

trine of forum non conveniens to limit access of foreign plaintiffs to U.S. courts.

SOURCE: R.E. Stein, Blicker & Stein, Washington, DC, “Selected Issues of AIDS Vaccine Liability, ” unpublished contractor report
prepared for the Office of Technology Assessment, U.S. Congress, Washington, DC, Sept. 30, 1994

2 All of the cases cited here involve drugs that have been approved and marketed. To date, there are no cases where a foreign

plaintiff has been permitted to sue in the United States for injuries that occurred during a foreign trial of a U S.-manufactured drug or
vaccine,

3 See also De Melo v. Lederle Laboratories, (236) (Eighth Circuit Court of Appeals upheld the dismissal by a federal district court Of

a lawsuit brought by a Brazilian woman permanently blinded in Brazil by a drug manufactured in the United States. While the U.S.
labeling for the drug warned of permanent blindness, the Brazilian labeling warned only of temporary blindness).

turing process failed to conform to the manufac- Defects in design are problems with the product
turer’s own specifications, and are generally lim-
ited to particular units or batches of the product.
Examples include adulterated or contaminated
products and products in which a toxic element
was not removed or rendered harmless by the
manufacturing or quality control process. Claims
based on manufacturing defects in vaccines are
extremely rare, probably because such defects
themselves are so rare.55

specifications themselves, not an isolated
manufacturing error. A design is defective if the
product could have been developed so as to reduce
its inherent danger to the user without significant-
ly decreasing its effectiveness. Whether a design
is defective depends upon a manufacturer’s be-
havior in its research and testing activities and the
state of scientific knowledge at the time of product
development. Thus, although liability for design

55 The so-called Cutter incident occurred when the manufacturing process for the Salk killed-virus polio vaccine failed to “kill” particles of

live polio virus, the vaccine was used in a mass immunization program, and almost 100 people developed poliomyelitis (15). More than 60
lawsuits were filed. Plaintiffs in the lead case (250) ultimately won their action on the theory that the manufacturer had breached its implied
warranty (302). Most of the remaining lawsuits were settled thereafter.
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defects is theoretically part of strict liability, it is
understood to apply in essentially the same way as
liability for negligence. Few cases claiming that
vaccines were defectively designed were brought
until the 1980s (117).56 More recently, several
courts have rejected such claims and granted vac-
cine manufacturers effective immunity from strict
liability for design defects, absent fraudulent con-
duct.

The vast majority of litigated claims involving
vaccines are based on warning defects.57 These
are of two types: 1) a failure to provide warnings
of risks inherent in the use of the product (failure
to warn),58 and 2) providing directions and warn-
ings that fail to adequately describe product risks
(inadequate warning). A defect in the warning is
independent of any flaw in the product itself. A
properly produced vaccine that is not accompa-
nied by adequate warnings of possible side effects
is a product that is defective as marketed.

❚ Liability for Defectively Designed
Vaccines

Most vaccine manufacturers and some commen-
tators argue that drug and vaccine makers should
be exempt from liability for defectively designed
products (as long as they meet FDA requirements
for approval) because of the benefits their prod-
ucts confer (159). Others argue that no exception
should be made because not all drugs provide a
significant social benefit and, because consumers
are especially vulnerable to undetectable risks in
pharmaceutical and biological products, their
makers should be held to at least the same stan-

dards as manufacturers of ordinary consumer
goods (211).

Courts have upheld both positions, although
the trend appears to be against holding drug and
vaccine makers liable for design defects (156). Al-
most all courts base their reasoning on Comment k
to Section 402A of the Restatement (Second) of
Torts (American Law Institute, 1977):59

Unavoidably Unsafe Products. There are
some products which, in the present state of hu-
man knowledge, are quite incapable of being
made safe for their intended and ordinary use.
These are especially common in the field of
drugs. An outstanding example is the vaccine
for the Pasteur treatment of rabies, which not un-
commonly leads to very serious and damaging
consequences when it is injected. Since the dis-
ease itself invariably leads to a dreadful death,
both the marketing and use of the vaccine are
fully justified, notwithstanding the unavoidably
high degree of risk which they involve. Such a
product, properly prepared, and accompanied
by proper direction and warning, is not defec-
tive, nor is it unreasonably dangerous. The same
is true of many other drugs, vaccines, and the
like, many of which for this very reason cannot
be legally sold except to physicians, or under the
prescription of a physician. It is also true of
many new or experimental drugs as to which,
because of lack of time and opportunity for suf-
ficient medical experience, there can be no as-
surance of safety, or perhaps even the purity of
ingredients, but such experience as there is justi-
fies the marketing and use of the drug notwith-
standing a medically recognizable risk. The
seller of such products, again with a qualifica-

56 In 1985, a California Court of Appeals found only one case (224) in which strict liability had been applied to a prescription drug (oral
contraceptives in that case) (273). No case involving vaccines was identified. The facts in Brochu may have permitted the plaintiff to recover in
negligence without resorting to strict liability.

57 Plaintiffs often bring claims in strict liability for both defects in design and warning defects, as well as claims in negligence, to ensure that

their claim is not dismissed for failure to correct cause of action.

58 This type of warning includes the failure to provide directions for the proper use of a product whose operation is not apparent to a consum-

er, but such directions are not relevant to the use of vaccines.

59 The American Law Institute (ALI) prepares treatises that summarize several fields of law. Its Restatement (Second) of Torts is widely
considered by the legal profession to be the most authoritative statement of tort law in the country. Most states have adopted its provisions, albeit
not uniformly, and some states have interpreted its technical requirements slightly differently. In 1993, the ALI began preparing a new (third)
restatement of the law which will include an updated volume on products liability (5).
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tion that they are properly prepared and mar-
keted, and proper warning is given, when the sit-
uation calls for it, is not to be held to strict
liability for unfortunate consequences attending
their use, merely because he has undertaken to
supply the public with an apparently useful and
desirable product, attended with a known but ap-
parently reasonable risk.

Comment k describes an exception to strict li-
ability in the case of products that are “unavoid-
ably unsafe.” It was reportedly drafted in response
to an unsuccessful proposal that all prescription
drugs be exempt from Section 402A. The propos-
al was defeated, but Dean Prosser included lan-
guage indicating that at least some drugs and vac-
cines should be exempt from strict liability for
harms that could not be avoided if the product
were to serve its beneficial purpose (132).

Most courts have refused to grant a blanket ex-
emption for all drugs or vaccines (224, 229, 242,
251, 258, 273, 282, 284, 296, 300, 301, 303, 312,
318, 319). Instead they would exempt only those
drugs and vaccines that are unavoidably unsafe,
on a case by case basis.

However, other courts have held that makers of
FDA-approved prescription drugs are entirely ex-
empt from strict liability for defective drug de-
sign, regardless of the drug in question, because of
the public interest in drug availability (255, 270,
277).60 The California Supreme Court did so in
1988 in a case involving diethylstil bestrol (DES),
even though the court doubted that DES could not
have been redesigned to reduce its risks or re-
placed with a safer drug (225).

The American Law Institute is preparing a re-
vised version of its Restatement of Torts, which

will include a volume on products liability that is
expected to become available in 1995. The Sep-
tember 1994 draft of the chapter on liability for de-
fective products includes provisions specifically
delineating and limiting the liability of pharma-
ceutical and biologics manufacturers for personal
injuries caused by their products (5). In particular,
the draft abandons the use of the term strict liabil-
ity and instead sets slightly different standards for
“liability” in tort for harm caused by a product de-
fect, depending on whether the defect is a
manufacturing error, a design defect, or a warning
defect. This characterization does not significant-
ly alter existing law with respect to manufacturing
errors and warning defects; it does describe a more
stringent standard of proof for design defects,
however. If these provisions are accepted by the
Institute, they may further support the trend
against holding manufacturers strictly liable for
alleged design defects in prescription drugs and
vaccines. Whether the states adopt all the Insti-
tute’s revisions remains to be seen.

Where defective design is a permissible basis
for liability under current law, the plaintiff must
prove that the product is defective because its risks
render it unreasonably dangerous. The product’s
benefit or utility is balanced against the risks it
poses. This requires proving that, on the basis of
scientific knowledge known or available at the
time the product was marketed, the manufacturer
knew or should have known that the risks could
have been avoided or reduced without jeopardiz-
ing the product’s effectiveness and losing its bene-
fit. 61 Several courts have described the factors
that should be considered in this calculus in differ-

60 This does not necessarily preclude liability for claims of negligent design.
61 A few courts have applied a “consumer expectations” test, which required the plaintiff to prove only that the product was more dangerous

than would be contemplated by an ordinary consumer possessing knowledge common in the community. This test appears to have been applied
little outside the area of ordinary consumer products like automobiles and has little, if any, application to product liability claims involving drugs
or vaccines (225). The consumer expectation test was used in the first formulation of a modern strict liability standard in Greenman v. Yuba
Power Products, Inc., (253), and its predecessor, Escola v. Coca Cola Bottling Co. of Fresno, (239) (Traynor, J., concurring). Both cases in-
volved ordinary consumer products (a power tool in Greenman, a Coca Cola bottle in Escola), not drugs or vaccines. The consumer expecta-
tions test is also suggested in Comment g (to Section 402A), which defines a “defective condition” as “a condition not contemplated by the
ultimate consumer, which will be unreasonably dangerous to him.” Comment j also notes that Section 402A liability applies “where the product
is...in a condition not contemplated by the ultimate consumer.”
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ent terms, sometimes creating uncertainty as to
the precise evidence needed to prove or disprove a
claim.62 Often, the plaintiff must show that a safer
alternative design was feasible and would have
achieved at least the same benefits. Nonetheless,
in all its formulations, the risk-utility test embo-
dies fundamentally the same concept.

The proposed revision of the Restatement of
Torts, if adopted, would further narrow the
grounds for liability for design defects in prescrip-
tion drugs, including vaccines, and devices. It
would provide that a drug is not reasonably safe
due to defective design only if its foreseeable risks
of harm are “sufficiently great in relation to its
foreseeable therapeutic benefits so that no reason-
able health care provider . . . would prescribe the
drug . . . for any class of patients” (5). This would
limit liability for design defects to drugs that do
not provide any benefit to any group of patients. If
a reasonable, informed health care provider would
prescribe the drug to his or her patients, then the
drug would not be deemed to have a design defect
and no liability would attach. The effect of this re-
statement appears to be to reduce the grounds for
liability for design defect. It may simply reflect
the practical results in reported cases, however,
since products whose benefits outweigh their risks
are used by reasonable providers and are not found
to have design defects.

Because a design defect case turns on a
manufacturer’s knowledge and conduct, most
courts have found that the cause of action is effec-
tively one of negligence (225). Manufacturers are
held to the knowledge of an expert in the field of
drug or vaccine production. They have a duty to

keep up with advances in scientific knowledge
and to conform to ethical drug industry standards
in research, development, and marketing (242,
255).

In the 1980s, there was some concern that
manufacturers could be held liable for failing to
eliminate a product risk that was unknown or un-
knowable at the time the product was developed
and marketed (146, 158). The 1982 New Jersey
case that sparked such concerns, Beshada v.
Johns-Manville Products Corp., however, was
largely overruled in 1984 (242).63 The Supreme
Court of California concluded that drug manufac-
turers are not liable for hazards not foreseeable at
the time of sale (225).

As a practical matter, no drug or vaccine
manufacturer has been found liable for selling a
product with risks that were unknowable when
marketed. A few cases have upheld jury or court
decisions that Quadrigen (a vaccine combining
DPT and polio vaccine marketed between 1959
and 1962) was defective because the preservative
used or combination of vaccines created a known
risk of harm and resulted in more adverse reac-
tions than using the separate vaccines (284, 311).

The requirement that the risk be one that the
manufacturer knew or should have known on the
basis of scientific knowledge at the time the prod-
uct was produced creates a defense to liability
based on the state of the art or the state of sci-
ence.64 This is essentially a negligence defense
because it relies on industry standards, not on sub-
sequently detected product risks.

Design defect claims are claims that a different
(safer and at least as effective) product should

62 These variations can add complexity to litigation, primarily for national companies that defend cases in several states.
63 Beshada v. Johns-Manville Products Corp., (223) involved asbestos, and Feldman v. Lederle Laboratories, (242), a failure to warn case,

limited imputing knowledge of product hazards to asbestos cases. Other courts have not made any exception for asbestos, but require a showing
that all manufacturers knew or should have known of the hazard to impose liability for failure to warn of a product’s dangers. (Anderson v.
Owens Corning Fiberglass Corp., (220)) But, in cases involving baby oil and asbestos, one court interpreted Washington’s tort reform statute to
permit liability for design defects and failure to warn of unforeseen risks. (Ayers v. Johnson & Johnson Baby Products Co., (221); Falk v.Keene
Corp., (241)).

64 Some courts consider it an affirmative defense, requiring the manufacturer to carry the burden of proving the unavoidable nature of the
risks and the fact that the benefits outweighed the risks at the time of distribution. (Castrignano v. E.R. Squibb & Sons, Inc., (229); Schackil v.
Lederele Laboratories, (297); Taggart v. Richards Medical Company, Inc., (309); Toner v. Lederle Laboratories, (312).
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have replaced the product that was sold. Some
drug manufacturers have argued that all claims of
liability are preempted by Federal law because
product specifications may not be altered without
FDA approval. Ordinarily, FDA regulation of par-
ticular products or classes of products does not bar
states from imposing additional requirements or
providing state law remedies in tort (259).

The vast majority of courts have followed this
principle with respect to vaccines (214, 242, 244,
251, 276, 280, 297, 300, 312, 319).65

The fact that the FDA has approved one vaccine
design does not mean that other vaccine designs
might not be safer or more effective. However,
FDA approval has often provided persuasive evi-
dence that an approved vaccine was not defective.
The Federal National Childhood Vaccine Injury
Act does preempt manufacturer liability for fail-
ure to directly warn consumers but does not fore-
close other state tort actions (Abbott v. American
Cyanamid Co., 844 F.2d 1108 (4th Cir.), cert. de-
nied, 488 U.S. 908 (1988)).66

In summary, although concerns about design
defect litigation surfaced in the 1980s, there are no
reported decisions after 1969 upholding liability
for a defectively designed vaccine.67 The majority
of states permit a cause of action claiming defec-
tive design of a particular vaccine. Such claims are
not generally preempted by federal law, and com-
pliance with FDA requirements is not a legally
conclusive defense. Nonetheless, plaintiffs have
not been able to sustain a claim that a vaccine was
defectively designed.

❚ Liability for Errors and Omissions in
Warnings

In view of the impossibility of creating a risk-free
vaccine, tort law imposes an obligation on the
manufacturer to warn of inherent risk. The history
of vaccine warning defects litigation parallels the
history of litigation involving informed consent to
medical care. The two differ, however, in whom
must be warned: a vaccine manufacturer ordinari-
ly has a duty only to warn the physician prescrib-
ing its vaccine, not the person taking the vaccine;
a physician has a duty to inform the patient of any
vaccine risks.

In the 1960s, the majority of medical consent
cases involved a failure to warn a patient of the
risk of undergoing a specific medical procedure
(53). Physicians failed to mention even the in-
herent possibility of death or paralysis, often be-
cause they believed that the patients would refuse
the therapy if advised of the risk (91).

Courts uniformly found that the patients’ right
of self-determination entitled them to accept or re-
fuse any treatment, even if their choices were fool-
ish, as long as they were competent to make medi-
cal decisions (226, 231, 281, 293). In order to
exercise that right, patients needed information
that only physicians could provide, so the law im-
posed a duty of disclosure upon physicians that re-
quired them to tell patients not only the benefits of
alternative treatments but also their material risks.
Similarly, the first vaccine cases involved the ab-
sence of warnings of the risk of contracting polio-
myelitis from the oral polio vaccine (235, 290).

65 The proposed revision of the Restatement also continues this rule (5). But see Hurley v. Lederle Laboratories, (264), finding that the Food,
Drug and Cosmetic Act and the Public Health Service Act preempted state claims as to the FDA’s determination of the proper wording of a
warning, provided that the manufacturer has not withheld any relevant information from the FDA.

66 The Medical Devices Act (21 U.S.C. 360g et seq.) expressly preempts state laws affecting most medical devices. Two federal courts have
found the statute’s language precludes strict liability actions under state tort law for medical devices that require premarket FDA approval (274);
Stamps v. Collagen Corp., (306) Other courts have reached different results depending upon the device’s classification and requirements for
premarket approval (58, 275, 278, 279, 304).

67 Design defect causes of action have been used primarily against commercial products, such as asbestos, consumer products, and medical

devices, such as the Dalkon Shield, the Copper-7 IUD, the Bjork-Shiley heart valve, and silicon-gel breast implants (61).
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A failure to warn can be prevented by providing
a warning. But, as the next generation of informed
consent cases showed, some warnings failed to
mention material risks. Similarly, more recent
vaccine cases have turned on the adequacy of the
warning given. However, like informed consent
cases, the majority of reported cases have been de-
cided in favor of the defendant manufacturer or
physician (238, 270, 289, 299).68 This is primari-
ly because vaccine makers have been exempted
from the general duty of manufacturers to provide
warnings directly to consumers.69

The exception, known as “the learned interme-
diary rule,” holds that a manufacturer of prescrip-
tion drugs or vaccines need only warn the pre-
scribing physician, not the patient who receives
the product (248, 255, 269, 310, 313). Courts have
generally limited the manufacturer’s duty to warn
consumers directly to those circumstances in
which a vaccine is given without the intervention
of a “learned intermediary,” generally a physician
who makes a medical judgment that the vaccine is
appropriate for an individual patient (63, 144).70

Thus, a vaccine manufacturer’s duty to warn
consumers directly applies only in mass immu-
nization or routine public health programs where
physicians are not making “individualized medi-
cal judgments” (235, 264, 286, 290). It has been
applied to two vaccinations given in a private phy-
sician’s office, where the physician testified that
he acted like a public clinic employee, dispensing
vaccine without evaluating individual recipients
(249, 294). Two of these cases appear to have giv-
en rise to the fear in the 1970’s and 1980’s that
manufacturers would have to warn all vaccine re-
cipients directly (235, 290). Recent cases, how-
ever, have reiterated that a vaccine manufacturer’s

duty to warn is limited to the prescribing or dis-
pensing physician alone because patients cannot
obtain vaccines except from a physician or medi-
cal clinic (258, 285, 288, 292, 301, 307, 322).

To succeed on a claim of inadequate warning,
the plaintiff must prove that an adequate warning
to the physician would have prevented the injury.
This entails proving that the warning would have
persuaded the physician not to give the vaccine to
the patient, as well as proving that the injury
would not have occurred if the vaccine had not
been given (246, 307, 310, 321).

Physicians and other providers do have an inde-
pendent obligation to warn patients of vaccine
risks as part of their duty to obtain informed con-
sent to any vaccination, regardless of the
manufacturer’s action. Aside from patients with
immunosuppression or allergies, however, it is
often impossible to predict whether an individual
patient is at risk of experiencing an adverse reac-
tion to a vaccine, at least the first time it is given.
Therefore, it is questionable whether an individu-
alized medical evaluation would affect a physi-
cian’s recommendation about vaccination in most
cases, and several cases have been decided against
plaintiffs on the ground that the warning did not or
would not alter the physician’s decision.

The National Childhood Vaccine Injury Act
barred any cause of action for a manufacturer’s
failure to directly warn a recipient (or a recipient’s
parent or guardian) about the risks of any child-
hood vaccine covered by the compensation pro-
gram. It also created a rebuttable presumption that
warnings approved by FDA are adequate (42
U.S.C. 300aa-22(b), (c)). At the same time, the act
required the Secretary of Health and Human Ser-
vices to develop new written materials to provide

68 Although the academic literature contains numerous articles debating the merits of the doctrine of informed consent to medical care, the

number of cases actually claiming lack of informed consent remains very small and few such claims succeed.

69 Section 402A of the Restatement imposes liability for inadequate warnings by sellers even if they do not sell directly to consumers. The
duty was imposed on the manufacturer because it, not the retail seller, controlled the condition of the product, assuming it had not been altered
after it left the manufacturer’s hands. The proposed revision of the Restatement retains this general rule and the exception for prescription drugs.
(5)

70 A few cases have found that a nurse acted as a learned intermediary (Rohrburgh v. Wyeth Laboratories, Inc., (292); Walker v. Merck &

Co.,(317) (Mazur v. Merck &Co., Inc., (276)). but others disagree on the grounds that nurses do not ordinarily make medical judgments.
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parents with information about the benefits and
risks of each childhood vaccine. Earlier, the CDC,
which buys about half the domestic supply of pe-
diatric vaccines, had prepared “Important In-
formation Sheets” to serve as warnings, and the
CDC played a primary role in drafting the materi-
als required by the act.

Before the act took effect, most childhood vac-
cine manufacturers had required the CDC to as-
sume responsibility for providing such warnings
or alternatively to have a learned intermediary dis-
pense the vaccine as a contractual condition of the
sale of vaccines. One federal court of appeals re-
cently held that a vaccine maker fulfilled its duty
to warn by such a contract with the CDC, regard-
less of whether or not the warning actually
reached the recipient (276). More recently, the Su-
preme Court of Nevada reached the opposite con-
clusion where the vaccine was distributed by a
county health district with information sheets pre-
pared by the CDC (219). The court found that the
manufacturer cannot be relieved of ultimate re-
sponsibility for an inadequate warning where it
knew that the contractor used warnings that
omitted risk information the manufacturer had
provided with the vaccine.

Liability based on inadequate warnings has
been criticized on the ground that it is too difficult
to describe vaccine risks in terms that patients can
understand.71 The legal doctrine does not require
that patients understand the information included
in the warning, although it is obviously better if
they do. Instead, most courts require only that the
risks be disclosed in ordinary language that is un-
derstandable by a reasonable lay person (226,
231). Because the learned intermediary rule ap-
plies in most vaccine cases, however, warnings

are directed not to patients, but to physicians, who
are presumed competent to understand technical
information and its implications.

A few cases have found specific warnings inad-
equate because they failed to apprise physicians of
the vaccine’s known risks (240, 311). In most
cases, warnings have been found adequate in that
they disclosed all reasonably known risks (238,
270, 273, 288, 299). As with all cases alleging de-
sign defects, the state of scientific knowledge de-
termines whether a risk should be disclosed (225,
242, 243, 255), and FDA approval of labeling in-
formation is often persuasive evidence of the ade-
quacy of a warning (242, 296).

Most lawsuits claiming injury from vaccines
allege several bases for liability, including defec-
tive design, inadequate warning, and negligence
in manufacture, design, or risk disclosure. Be-
cause, except for manufacturing defects, strict li-
ability requires proof similar to that required to
prove liability for negligence, the specific cause of
action may be less important than the possibility
of any liability.72 This means that where a vaccine
maker is exempted from liability on one basis
(such as design defects), it may be subject to
claims of liability on other grounds. Specifically,
the number of claims against vaccine makers may
not be effectively reduced unless manufacturers
are exempted not only from strict liability but also
from liability for negligence.73

❚ Practical Problems with Litigation
Even if the principles of product liability law are
sensible in theory, there can be practical problems
with product liability litigation. The lengthy and
cumbersome process of discovery, trial, and
sometimes appeal is a perennial subject of legiti-

71 Similar concerns about the difficulty of describing risks have arisen with respect to informed consent to other medical procedures and
informed consent to experimentation with human subjects. Sometimes such concerns mask a reluctance to disclose the risk at all or profession-
als’ discomfort with revealing uncertainty about risks (91). Recently, radiation experiments conducted in the 1950s have been denounced pri-
marily because the human subjects of the experiments (including residents at schools for the mentally retarded and terminally ill patients) were
not necessarily told that they were to be part of an experiment or any risks that it might entail (11, 75).

72 The cases finding a defective vaccine were based on an implied warranty of merchantability (284, 311).
73For further discussions about HIV vaccines and product liability see Rosenfeld, 1991 (149); Smith, 1992 (168); Arnold, 1991 (13).
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mate complaint. This is true whether the basis for
suit is strict liability or negligence. Determining
whether a particular injury to an individual was
caused by a particular vaccine and whether the risk
could have been avoided is a complex, time-con-
suming, and expensive process for both sides of a
dispute. Even if it is decided that the plaintiff
should be compensated, determining the amount
of damages has become a similarly complex mat-
ter. Although alternative dispute resolution proce-
dures can be somewhat cheaper and faster than
courtroom litigation, they do not eliminate the
need to prepare a case. Thus, the very process of
dispute resolution can discourage both the pursuit
and defense of claims, as well as the thoughtful
application of the law.

Studies of tort claims indicate that ten percent
or less of claims are tried in court (46, 69, 73). The
rest are withdrawn or settled before trial, with
roughly half resulting in some payment to the
plaintiff, although in lower amounts than average
trial awards. This means that defendants have to
deal with many more claims than wind up in court.
There is no publicly available data showing
whether similar figures apply to cases involving
vaccines. If court awards influence settlements, as
they are believed to do, then the low proportion of
court decisions favoring plaintiffs may suggest
that a lower-than-average proportion of claims are
settled with payment to a plaintiff in vaccine
cases.74

It may not be the number of claims, but the pos-
sibility of an expensive mistake that worries vac-
cine makers. One kind of mistake is when a jury
makes an error of fact, reaching a verdict that is not
supported by credible evidence. In principle, such
a mistake can be remedied on appeal, although
additional time and expense can turn even suc-
cessful appeals into pyrrhic victories. Some fac-
tual mistakes are inevitable in any dispute resolu-
tion system, whether or not it employs litigation.

Variations in each party’s ability to produce cred-
ible evidence and present its case mean that some
cases that ought to be won are lost and others that
ought to be lost are won. Ideally, dispute resolu-
tion methods should be designed to minimize both
types of errors but the ideal is not likely to be
achievable without substantial additional ex-
pense.

A second type of problem is more difficult to
avoid. These are mistakes arising out of the uncer-
tainty of scientific knowledge that must be used to
identify and categorize the possible risks and
benefits of drugs and vaccines. If the essence of a
defective design is the availability of knowledge
indicating an unreasonable danger, at least in light
of expected benefits, then information indicating
that a drug might produce an adverse reaction is
potential evidence of a design defect or a risk that
should have been disclosed. It is, however, only
potential evidence because it is a matter of knowl-
edgeable interpretation whether and how the risk
might materialize, and whether the possibility is
sufficiently credible to warrant further investiga-
tion. A manufacturer might reasonably determine
that the problem was a “fluke.” But in a later law-
suit, the plaintiff might conclude that the
manufacturer ignored an important potential risk.
In some cases, it is impossible to know whether a
drug or vaccine caused a particular injury in an in-
dividual or even whether it was capable of causing
such an injury. In those cases, there may be no way
to know whether a mistake was made, whatever
the outcome might be.

If the law is not properly applied, then the proc-
ess, not the law, stands indicted. But if the law can-
not be properly applied at all in some circum-
stances, then it cannot serve its purpose.
Unfortunately, there is no good information to de-
termine what proportion of cases have been de-
cided correctly or incorrectly, or what proportion
cannot be decided correctly for lack of scientific

74 Most reported court opinions that make final decisions in a case have dismissed a plaintiff’s complaint or granted judgment for the defen-
dant manufacturer (225, 255, 270, 271, 285, 288). However, few reported decisions contain final dispositions of a case. Most determine whether
a plaintiff is entitled to go to trial. The outcome of any such trial or settlement in lieu of trial remains unreported.
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knowledge (60, 153). Thus, we do not know
whether litigation is producing good or bad deci-
sions.

These types of uncertainties can give rise to
fears of unwarranted liability on the part of vac-
cine makers. They can be compounded by fears of
high damage awards, including punitive damages.
Most punitive damages awards are in cases of
intentional torts (like assault), unfair business
practices, or fraud or bad faith in contracts.75 Be-
cause liability for personal injury is rarely based
on intentional or fraudulent conduct, but on negli-
gence or strict liability, there should be little occa-
sion for punitive damages.

The few studies that have been done have con-
cluded that punitive damages are rarely awarded
in personal injury actions and, where inappropri-
ately awarded, are ordinarily reduced or reversed
on appeal (45, 135, 185). The only known puni-
tive damage award in a vaccine case was reversed
on appeal and the vaccine maker found immune
from liability (270). Punitive damages do not ap-
pear to be a significant factor in product liability
(104).76 In product liability cases, they are more
likely to be awarded in cases involving defective
automobiles or other consumer products than
drugs or vaccines. Uncertainty surrounding inap-
propriate damage awards applies to almost all
types of litigation.77 Whether litigation itself is a
necessary form of dispute resolution depends
upon the feasibility of alternatives.

POTENTIAL LIABILITY FOR ADVERSE
REACTIONS TO HIV VACCINES
Vaccines are ordinarily subject to liability for neg-
ligence, manufacturing defects, defects in design,
and inadequate warnings of risks. However, liabil-
ity is rarely found in specific cases. Why, then, is
the perception of excessive liability for adverse
reactions to vaccines so prevalent?

❚ Vaccine Susceptibility to Liability
Claims

Fear of liability may arise from several factors that
distinguish vaccines from pharmaceuticals and
other biologics and that may encourage people to
pursue tort claims. Prophylactic vaccines are tak-
en by healthy people to prevent disease. This
means that adverse reactions are more noticeable
and may be perceived as less tolerable than ad-
verse reactions to a drug that a person takes to re-
lieve the symptoms of illness. Vaccines may also
be taken by sufficiently large numbers of people
to permit the occurrence of a rare side effect that
might not materialize in a smaller group.78 When
a healthy person who takes a vaccine suffers an ill-
ness or injury, there may be a natural desire to find
a cause beyond random accident or one’s own be-
havior. These factors are likely to encourage at-
tributing the injury to the vaccine, correctly or in-
correctly, especially when there has been no other
change in the person’s circumstances.

75 The U.S. Supreme Court upheld a state punitive damage law as against a challenge that it was an unconstitutional violation of due process
in Pacific Mutual Life Insurance Company v. Haslip (283). In their brief amicus curiae, the Pharmaceutical Manufacturers Association and the
American Medical Association cited two instances in which punitive damages had been awarded with respect to drugs (an oral contraceptive
and Coumadin) (136).

76 Plaintiffs may include claims for punitive damages in their complaints, but they are rarely awarded. Similarly, the amount a plaintiff may
claim for compensatory damages often bears little relationship to the amount, if any, actually awarded or collected. There is some evidence that,
in cases in which compensatory damages are awarded, the amount of damages correlates with the severity of the injury (46).

77 Physicians and scientists may empathize with vaccine makers’ fear of liability in light of the widespread fear of medical malpractice
litigation among medical practitioners. In both instances, the actual risk of being sued (and of losing a lawsuit) appears to be significantly lower
than is believed by those who might be the target of a lawsuit (25, 109, 182).

78 Of course, some drugs (like Valium and aspirin) are taken by millions of people.



Chapter 4 Liability and Compensation for Adverse Reactions to HIV Vaccines | 113

When adverse reactions are suffered by chil-
dren, the financial consequences can be severe. In
cases of serious permanent injury, inability to
work and the need for expensive rehabilitative or
custodial care over a lifetime generate substantial
costs that may not be covered by private or public
insurance. A lawsuit for substantial damages may
be the only source of payment for needed services.
This may account for relatively more concern
about potential liability for adverse reactions to
vaccines administered to children than for those
given to adults. Of course, the potential for large
damages also exists with most drugs used by chil-
dren and pregnant women.79

Latent hazards that may not have been detect-
able before marketing may materialize ten or
twenty years after a vaccine (or drug) is used.
There is a greater chance of discovering such haz-
ards when vaccines are used in children and young
adults with longer subsequent life spans than
those expected for older adults.

Thus, even if tort principles make it difficult for
a plaintiff to win a lawsuit, there may be more
claims brought with respect to vaccines than with
respect to ordinary drugs.

❚ Potential Adverse Reactions to HIV
Vaccines

The risks of HIV vaccines most commonly men-
tioned are: 1) low levels of effectiveness (so that
not every vaccine recipient is protected); 2) en-
hanced susceptibility to HIV infection (increased
risk of acquiring infection upon exposure); 3)
more rapid than normal (enhanced) progression of
disease if HIV infection is acquired; 4) the devel-
opment of cancer many years after vaccination;

and 5) direct vaccine-induced HIV infection from
inadequately attenuated or inactivated virus in
vaccines made from killed or attenuated HIV. In
addition, HIV vaccination may result in social
harms.

Low Levels of Effectiveness
There has been speculation among researchers
that some candidate HIV vaccines now in clinical
trials may ultimately prove effective in less than
half of the vaccinated population.80 If the vacci-
nated population is at risk for HIV infection, as an-
ticipated, then some proportion may become in-
fected after taking a vaccine of limited efficacy,
even if the vaccine is not defective. Claims based
on low levels (or lack) of effectiveness have not
been brought against existing vaccines. The likeli-
hood of success of a claim of lack of effectiveness
of an HIV vaccine is speculative, but probably
small as long as those who take the vaccine are
warned of its limited efficacy and advised to take
precautions against exposure to HIV infection.

A claim based on defective design would have
to demonstrate either that a more effective vaccine
was feasible or that the level of efficacy was so low
that the vaccine should not have been marketed at
all.81 Given the difficulties of finding a vaccine
that works at all, and the need for a vaccine to pre-
vent any additional HIV infection, neither require-
ment would be easy to meet. The more likely basis
for a claim would be inadequate warning of the
vaccine’s limited effectiveness and the need for
the recipient to take appropriate precautions. Or-
dinarily, a plaintiff would have to prove that any
warning to the physician was inadequate and that
an adequate warning would have caused the phy-

79 This has fueled fears of large claims for contraceptive products and drugs used by pregnant women (31). The number of successful

claims, however, appears to be smaller than the perception (44).

80 For a discussion of effectiveness of current vaccines in development, see chapter 2.
81 The latter theory raised the possibility of a claim against the FDA for approving a vaccine in violation of its own standards of safety and

effectiveness, although it would be difficult to prove that the level of effectiveness was too low in light of the need for a preventive vaccine. The
United States Supreme Court has found that, under the Federal Tort Claims Act, the FDA may be subject to suit if it fails to follow its own govern-
ing statute and regulations, unless it is performing a discretionary function (222, 266). In the absence of any statutory or regulatory requirement
for any minimum level of effectiveness, the balancing of risks and benefits in the approval of a new HIV vaccine is likely to be treated as a
discretionary function which is exempt from challenge.



114 | Adverse Reactions to HIV Vaccines: Medical, Ethical, and Legal Issues

sician either not to recommend the vaccine or to
warn the plaintiff more strongly against risk be-
haviors (119). If physicians are properly warned
of a vaccine’s limited effectiveness, the plaintiff
would have no cause of action against the
manufacturer. Rather, any claim would be against
the physician for lack of informed consent.

In addition, a plaintiff would have to prove that
he or she failed to take appropriate precautions
against infection solely because of the inadequate
warning. If the infection were acquired through
sexual contact, the plaintiff would have to prove
that he or she would have abstained from sex or
used barrier protection in most, if not all, relation-
ships. If the transmission occurred through intra-
venous (IV) drug use, it may be especially hard to
prove that the plaintiff would have abstained or
used precautions, like sterile needles.82 Alterna-
tively, a plaintiff would have to prove that he or
she would not have taken the vaccine had an ade-
quate warning been given, and that not taking the
vaccine would have prevented infection. Both al-
ternatives would entail proving the somewhat im-
plausible: continuous use of precautions against
infection or complete avoidance of exposure to
HIV infection.

Enhanced Susceptibility to Infection or
Disease Progression
Some researchers have theorized that candidate
vaccines might have the potential to increase one’s
susceptibility to infection with HIV or other or-
ganisms (24). Others have speculated that a vac-
cine might increase the rate of disease progression
in people who become infected with HIV in spite
of vaccination.83 Both hypotheses raise the possi-
bility of a claim for defective design if they are not
investigated, or a claim for inadequate warning if
they are not disclosed. Such a claim would face

the same difficulties as a vaccine with low levels
of effectiveness, discussed above. In addition, a
plaintiff would have to prove that the manufactur-
er knew or should have known that the vaccine
was capable of causing the reaction. The strongest
case against a manufacturer would be one in
which the vaccine was demonstrated to cause the
susceptibility in controlled clinical trials. This
suggests that such hypotheses should be studied,
at least to attempt to determine whether they are
realistic concerns or merely theoretical.84 Poten-
tial liability may provide an incentive to vaccine
makers to invest in additional vaccine research,
which may both clarify the vaccine’s safety profile
and increase the eventual cost of development. In
this respect, however, HIV vaccines do not differ
from other vaccines or drugs.

Development of Cancer
There has been speculation that, because HIV is a
retrovirus, an HIV vaccine might cause cancer
many years after vaccination.85 The likelihood of
a claim for vaccine-induced cancer is also similar
to the claims for other potential adverse reactions.
It differs primarily in the length of time it may take
for the reaction to be discovered. This means that,
in the absence of feasible studies that could predict
the risk, if any, of cancer, neither manufacturers
nor vaccine recipients would know whether the
vaccine posed any such risk for perhaps two de-
cades. Although a manufacturer is not liable for
injuries caused by unforeseeable dangers in its
products, there may be some question as to wheth-
er a manufacturer adequately investigated a sug-
gested risk. Given the need for an HIV vaccine,
however, it seems unlikely that a manufacturer
would be held responsible for distributing a vac-
cine with a risk that could not be verified at the
time it was released.

82 As a practical matter, juries may have little sympathy for habitual drug users.
83 For a discussion of vaccine-induced enhancement of disease susceptibility, see chapter 2.

84 Since some subjects who received investigational preventive vaccines have become infected, there is renewed attention to examining

whether the vaccine simply failed to prevent HIV infection or might have enhanced the risk of infection upon exposure.

85 The potential of an HIV vaccine to cause cancer is discussed in chapter 2.
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Vaccine-Induced HIV Infection
Non-recombinant vaccines that use killed, inacti-
vated, or attenuated virus have been reported to
hold some promise (124). Concern about such
vaccines arises from the possibility, albeit remote,
that the manufacturing process might inadvertent-
ly fail to remove or render harmless part of the vi-
rus that could actively infect a person, or that an
attenuated virus could revert to an infectious
state.86 Reports of newborn monkeys that became
ill after inoculation with a live attenuated virus
vaccine to prevent SIV may increase such con-
cerns. A person who became infected with HIV
from such a vaccine would have a claim against
the manufacturer for injury caused by a manufac-
turing error.

It is unlikely that a claim for design defect
would be possible, except in the unlikely event
that the manufacturer knew or should have known
that its manufacturing process could not render
the virus incapable of infection. Although claims
of vaccine manufacturing errors have been rare in
the past, the consequences of a batch of vaccine
accidentally escaping inactivation are sufficiently
serious to make this type of vaccine unappealing
to many vaccine makers. Thus, potential liability
for manufacturing errors may discourage compa-
nies from developing this type of vaccine, and
provide relatively greater incentive to pursue re-
combinant vaccines. At the same time, companies
may not wish to pursue a type of vaccine that
might produce HIV infection, regardless of expo-
sure to liability, especially if they believe that they
cannot eliminate the risk of manufacturing error.

Social Harms
HIV vaccines may pose risks of social harm that
are not ordinarily linked with other vaccines or
drugs. People who receive HIV vaccines will test
positive on screening tests, making them especial-
ly vulnerable to denials of health or life insur-
ance,87 permission to travel abroad,88 loss of em-
ployment or housing,89 segregation in
institutions, or rejection by family and friends (2)
(98, 114).90 People institutionalized in prisons or
mental health facilities may be segregated or vic-
timized. Other forms of discrimination and
stigmatization are also possible. The possibilities
remain largely unexamined.

An HIV vaccine may produce an antibody reac-
tion that may be difficult to distinguish from a
positive test for HIV infection, so that vaccine re-
cipients may be mistakenly believed to be HIV
positive. But vaccine recipients (and subjects in
vaccine clinical trials) may be targeted for dis-
crimination on the assumption that they are mem-
bers of a risk group, regardless of whether they are
shown to have HIV infection. Moreover, most
such harms result from lawful conduct for which
the vaccine recipient would have no legal re-
course. Although job loss might violate the Amer-
icans with Disabilities Act (42 U.S.C. 12101 et
seq.), most other forms of discrimination would
not, and no law prevents family members, lovers,
and friends from abandoning someone stigma-
tized as at risk for HIV infection.

Although such risks should be made clear to
anyone who takes a vaccine, there is no precedent

86 The potential for whole killed virus or attenuated virus vaccines to cause infection is discussed in chapter 2.
87 Many health, life, and disability carriers now require an HIV test for individual coverage or extended coverage (173).
88 The Department of State lists 45 countries that have restrictions on entry of HIV-infected individuals to their countries and require HIV

tests of all or some people entering their countries (202).

89 The U.S. armed forces, the Department of State, Job Corps and some other employers either require or urge employees to have HIV tests

as a conditions of employment.

90 These social harms are discussed in further detail in chapter 3.
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for holding a vaccine maker liable for their occur-
rence, and it is unlikely that a claim would be suc-
cessful on such grounds. Manufacturers are not re-
sponsible for the bigotry of others. Product
liability is intended to impose responsibility for
physical injury caused by defective products, not
personal insults resulting from discriminatory ac-
tions. There does not appear to be any basis for
counting social harm as either a manufacturing de-
fect or a design defect.

It might be possible to claim that an adequate
warning should include the risk of social harms.91

A successful cause of action would require the
plaintiff to prove that he or she would not have
been identified as at risk for HIV infection but for
the vaccination. But, ordinarily it would be the act
of vaccination, not the vaccine itself, that confers
any stigma. Moreover, it is unlikely that a vaccine
maker would be responsible for specifying social
risks, since such risks are not necessarily within
the realm of expertise of vaccine manufacturing.
Physicians who administer HIV vaccines may be
the more likely target for any claims that a vaccine
recipient was not adequately warned about pos-
sible discrimination.

❚ Different Uses of Vaccines
The same principles of liability apply to manufac-
turers of all vaccines, regardless of whether they
are preventive (intended to prevent) or therapeutic
(intended to treat or cure infection or disease), and
regardless of whether the vaccines are experimen-
tal (investigational) or approved and licensed. The
likelihood of adverse reactions and liability
claims occurring may differ, however, depending
upon the way in which a vaccine is used.

Preventive HIV Vaccines
Preventive HIV vaccines have most of the factors
that make vaccines more susceptible to liability
claims than drugs. They are intended for use by
healthy individuals who may be sensitive to the

appearance of adverse reactions. At the same time,
HIV vaccines are likely to be given to people at
risk for HIV infection for the foreseeable future.
Several risk groups are also at risk for other dis-
eases, such as Hepatitis B and other blood-borne
and sexually transmitted diseases. It may be diffi-
cult to distinguish some symptoms or illnesses
from other causes from adverse reactions to vac-
cination, at least until sufficient years of experi-
ence with the vaccine have produced reliable data
identifying vaccine-related risks.

Uncertainty about the cause of illnesses follow-
ing vaccination may encourage vaccinees to at-
tribute injuries to the vaccine and seek legal re-
dress against manufacturers. On the other hand,
the difficulty of demonstrating that the vaccine
caused the injury is likely to discourage or defeat
product liability claims. In other words, the very
uncertainty that may increase the likelihood of
lawsuits also decreases the probability of plain-
tiffs’ success on the claims.

The characteristics of the populations that use
an HIV vaccine may influence the potential for li-
ability. Most people at risk of HIV infection are
young adults with a relatively long life expectan-
cy. Potential damages for permanent injury aris-
ing from vaccination could be substantial, al-
though less than those for young children. A
growing proportion of people at risk, however, are
IV drug users, many of whom are not working and
may not be able to claim lost income as damages.
However, if the majority of people who actually
take an HIV vaccine are middle-class workers,
then permanent injury that deprives them of the
ability to work will give rise to potential damages
for lost income, as well as medical expenses. If
HIV vaccines are given to newborns and young
children, the potential damages increase propor-
tionately with life expectancy. Pregnant women
who are HIV-positive and take a vaccine to pre-
vent transmission to their children can expect very
limited damages because of their preexisting
condition and shorter life expectancy.

91 Ethical principles would certainly require such warning in careful counseling sessions, but ethical principles go beyond legal duties. For a

discussion of ethical duties to warn about adverse reactions to HIV vaccines, see chapter 3.



Chapter 4 Liability and Compensation for Adverse Reactions to HIV Vaccines | 117

The number of vaccinations may also affect po-
tential liability. If an HIV vaccine’s effectiveness
is limited over time and requires several doses and
booster vaccinations, there are more opportunities
per vaccinee for adverse reactions and for injuries
following vaccination to be attributed to the vac-
cine. The costs involved may be balanced to some
degree by the increased sales generated by a multi-
ple dose vaccine.

In summary, the potential for liability arising
from the use of an approved HIV vaccine appears
to be similar to what might be expected from any
new vaccine intended for use by adults. Although
the possible damages from a successful lawsuit
may be large in the case of a permanently disabled
young adult or child, the probability of a success-
ful lawsuit appears to be quite low. Although an
HIV vaccine might carry unknown latent risks
that portend a DES-like future, that possibility
probably exists for every new drug and vaccine
marketed. HIV vaccines are not unique in this re-
spect. Currently, the most likely basis for liability
claims is an inadequate warning of low levels of
effectiveness or limited protection against HIV in-
fection. Yet it would be very difficult for anyone
who became HIV positive to prove that his or her
infection was caused by either the vaccine or an in-
adequate warning of the vaccine’s limited protec-
tion. Physicians are likely to be more vulnerable
to such claims than vaccine makers.

Investigational HIV Vaccines
The potential for liability for adverse reactions to
investigational preventive HIV vaccines is less
than that for marketed vaccines. The legal grounds
for liability are the same for both investigational
and approved vaccines. But the nature of inves-
tigational vaccines and clinical trials reduces both
the likelihood of claims and the probability of suc-
cessful claims in practice.

It is generally understood that the purpose of
clinical trials is to determine how safe and effec-

tive an experimental vaccine may be and whether
unpredictable adverse reactions may occur. There
are more protections for subjects in clinical trials
than for patients in ordinary medical care settings.
Federal regulations governing both federally
funded research with human subjects and research
intended for submission to the FDA require that
subjects’ informed consent be in writing in a doc-
ument approved by an institutional review board
(21 U.S.C. Parts 50 and 56). Regardless of the
merits of the document itself, prospective subjects
are likely to be made aware that they will be part of
a research experiment and that the vaccine has not
been approved by the FDA. The subject’s consent
has the legal effect of making the subject assume
responsibility for any disclosed risks that materi-
alize. Since most informed consent documents
note that not all risks can be predicted and un-
known adverse reactions might occur, there is
little basis for a claim that the subject was not
properly warned.

Historically, there have been no cases of prod-
uct liability claims involving research, probably
because there has been a very low incidence of ob-
served or reported injury among research subjects
(27, 118, 200).92 Rare adverse reactions may not
materialize in a small cohort of research subjects
and side effects may be reversed or minimized
promptly where the subjects are being monitored
by research investigators. Design defect claims
are also minimized, if not precluded entirely, by
the fact that the trial is being conducted to find out
whether the vaccine works and whether it has dan-
gerous side effects. Not until such trials are con-
cluded and a risk is discovered or confirmed is
there any significant basis for claiming that the
vaccine was defectively designed.

It is possible that a vaccine might be too dan-
gerous to test in human subjects at all. But this
could only be inferred from prior laboratory re-
search which should be reviewed by the FDA and
an institutional review board. Those bodies serve

92 There have been several cases in which people were not told they were being used as human subjects in a research study or that the re-

search could produce serious harm (9, 188, 265, 183).



118 | Adverse Reactions to HIV Vaccines: Medical, Ethical, and Legal Issues

as a safeguard against proceeding with unjustifi-
able research and, although imperfect, they ordi-
narily should prevent unreasonably dangerous re-
search from going forward.

The most likely risk of a preventive vaccine
trial is that a research subject may believe that the
vaccine is effective to prevent HIV infection, fail
to take precautions, and become infected. (In a
blinded, randomized trial, the subjects are not told
whether they have received the investigational
vaccine or a placebo, although they can find out by
getting tested, even if they are asked not to do so.)
As with marketed vaccines, the subject might
claim that he or she was not adequately cautioned
against risk behaviors, but would probably find
that especially difficult to prove in a research set-
ting. The written informed consent document
would provide evidence that the information was
given. Such documents have proved sufficient to
defeat claims of lack of informed consent by pa-
tients in medical settings (320). The best solution
to such a problem is to prevent it, by making clear
the uncertainty about the candidate vaccine before
a subject agrees to participate in the trial.

Another potential, but probably remote, risk is
that use of an early candidate vaccine would pre-
clude a subject from participating in a later inves-
tigational study of a newer vaccine, perhaps one
that proved to be more effective. Again, the most
likely basis for a claim would be lack of informed
consent, with results similar to those described
above. It may be more difficult to explain the na-
ture of this type of risk unless there is some labora-
tory basis for predicting the effectiveness of vac-
cines that have not yet been fully developed.

Finally, subjects who experience some of the
social risks of participating in a vaccine trial may
claim lack of informed consent to such risks.
Merely volunteering for a vaccine trial can expose
the subject to discrimination. Research subjects
may be more vulnerable to social harms than the
recipient of a marketed vaccine, because partici-
pation in a vaccine trial may be discovered more
easily than receipt of a vaccine from a private phy-
sician or public clinic. As with physiologic reac-
tions, the precise social risks that may befall a vac-
cine recipient may not be predictable in advance.

Indeed, vaccine trials may gather as much in-
formation about such risks as they do about vac-
cine safety and effectiveness. Thus, the risk of li-
ability again depends upon the clarity with which
the risk of social harm is presented, and the re-
sponsibility for warning prospective research sub-
jects would lie with the investigators rather than
the vaccine manufacturers.

Therapeutic HIV Vaccines
Therapeutic HIV vaccines that are used to treat
people already infected with HIV are comparable
to drugs. The special concerns surrounding the use
of preventive vaccines do not apply. Patients and
research subjects who take therapeutic vaccines
may be willing to accept accompanying risks in
order to receive any benefit the therapeutic vac-
cine might afford, as they have with drugs like Zi-
dovudine, ddI, ddC, and d4T. Adverse reactions to
the vaccine may be especially difficult to distin-
guish from other symptoms related to HIV infec-
tion and opportunistic infections and illnesses.
Moreover, the potential for damages is quite lim-
ited because of the perceived limited life expec-
tancy of people with AIDS. Perhaps this is why
there have been no reports of fear of liability for
adverse reactions to therapeutic vaccines. Even
companies that reported fear of liability for their
preventive vaccines actively pursued clinical
trials of their therapeutic candidate vaccines with-
out mentioning liability as a concern.

❚ Conclusion
Preventive vaccines may be more susceptible to
claims of liability than most drugs and biologics,
primarily because they are ordinarily used in large
numbers of healthy people. Their extensive use
can permit even rare adverse reactions to material-
ize and people who expected vaccines to prevent
disease may be less tolerant of such reactions than
sick patients. As with drugs, the majority of
claims have been directed against only a few vac-
cines. Despite the increased probability of claims,
the proportion of reported cases that impose liabil-
ity on the vaccine maker is very small. There is no
publicly available evidence on the number or re-
sult of claims that were withdrawn or settled be-
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fore a court decision. Thus, although the probabil-
ity of claims of liability may be relatively high, the
probability of actual liability  is relatively low.

The main causes of action against a vaccine
maker are claims of a defectively designed vac-
cine and an inadequate warning of vaccine risks.
Plaintiffs have not succeeded on a claim of defec-
tive design, probably because of the improbability
of demonstrating that a safer, equally effective
vaccine could have replaced a vaccine approved
by the FDA.93 Few courts have found a vaccine
maker liable for an inadequate warning of risks.
More extensive and sophisticated warning state-
ments may have improved vaccine makers’
protection against such claims. In addition, a vac-
cine maker’s duty to warn is ordinarily limited to
the prescribing physician, who bears responsibil-
ity for disclosing vaccine risks to patients. Thus,
physicians may now be more vulnerable to claims
(of lack of informed consent) than vaccine mak-
ers.

The probability of future claims of adverse
reactions to an HIV vaccine is impossible to pre-
dict because it depends upon what, if any, adverse
reactions occur and whether they could be plausi-
bly attributed to the vaccine. The probability of
courts imposing liability in the case of an HIV
vaccine appears to be about the same or lower than
in the case of existing vaccines. This is primarily
because of the difficulty of demonstrating that an
adverse reaction was caused by the vaccine. Also
important is the possibility that the most predict-
able risk of vaccination is discrimination against
the person vaccinated for which manufacturers are
not likely to be responsible.

Fear of liability for adverse reactions to vac-
cines may have been based on a perception in the
1970s and early 1980s that courts were expanding
the grounds for liability. That expansion appears

to have halted and, although there is no guarantee
that it could not recur, there is no reason to assume
that it will.94 More important, it is difficult to ar-
gue that the principles of product liability are un-
fair in theory. Rather, the major concern lies with
the time, expense and uncertainty of the litigation
process and the fear that the law will not be applied
correctly, so that a vaccine maker is mistakenly
held liable where it should not be.

Since liability itself is so rarely imposed, fear of
liability may be more accurately described as fear
of having to litigate at all. This is understandable,
but not limited to cases involving HIV vaccines.
Therefore, there appears to be little, if any, basis
for claiming that HIV vaccines present a special or
increased risk of liability. This does not mean that
an alternative means of allocating responsibility
for injury and compensation is not warranted for
other reasons. It does mean that any alternative
that is intended to remedy tort litigation’s ineffi-
ciencies would have application beyond HIV vac-
cines.

ALTERNATIVE COMPENSATION POLICY
OPTIONS
People who are injured as a result of vaccination
with an HIV vaccine could receive compensation
in a variety of ways. Currently, their only option,
apart from private health and disability insurance,
is likely to be a product liability claim against the
vaccine maker, or a claim of professional negli-
gence (medical malpractice) against the physician
or other health care provider who vaccinated the
individual, if the circumstances support a legal
cause of action95

This section summarizes several major policy
options for compensating HIV vaccine-related in-
jury—reforms in tort liability, voluntary contrac-

93 The only reported decisions (in 1969) finding a vaccine (Quadrigen) defective were based on warranty, not tort law (284, 311). Whether

any vaccine maker has settled any claims with payment to the plaintiff on this basis is unknown.

94 If the revised version of the Restatement of Torts volume on product liability is accepted, the grounds for liability for design defects will be

narrower than current legal principles in states that permit the cause of the action at all (5).

95 Some recourse may be available with respect to California vaccines under a California statute, described below.
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tual arrangements, government-financed insur-
ance systems, and public no-fault compensation
programs—and their advantages and disadvan-
tages.96 It also considers several alternative ap-
proaches to encouraging HIV vaccine develop-
ment that focus on overcoming financial and
scientific difficulties. Which option is best de-
pends upon the goals to be achieved by compensa-
tion and how alternative approaches affect the
achievement of other important goals like preven-
tion of disease, deterrence of injury, and the just
distribution of resources.

TORT LIABILITY REFORM
Tort liability functions as a compensation system
by imposing legal responsibility for compensat-
ing certain specified injuries. It is also justified as
a means of retributive justice or risk deterrence
(51, 59, 210). Whether or not it serves adequately
as a deterrent to risk, it is widely criticized as ei-
ther ineffective or inefficient in providing equita-
ble compensation. The tort system does not pro-
vide compensation to all victims of injury. In
theory, compensation is allowed only in cases in
which a plaintiff can prove another party’s legal
responsibility for an injury. In practice, many
people who might have a valid cause of action in
tort do not file a claim or receive compensation,
and others who may not have a legitimate claim
may pursue a cause of action and receive com-
pensation (69, 74, 109).

The most common criticisms are that tort litiga-
tion is unreasonably time-consuming and expen-
sive and often unpredictable or inconsistent, with
some plaintiffs seeming to receive undeserved
windfalls and others receiving nothing in spite of a
legitimate claim (82, 131). Even those who do not
support specific tort reform proposals often voice
these criticisms (156).

Others argue that product liability principles
make manufacturers responsible for injuries that
are unavoidable (80, 158, 203). Sometimes the
objection is that the law itself grants plaintiffs a

cause of action where, it is argued, it should not be
permitted, such as for an injury caused by a design
defect. More often, perhaps, the objection is that,
in practice, judges and juries apply the law incor-
rectly, so that a defendant is mistakenly found li-
able. Of course, judges and juries make mistakes
that operate in favor of, as well as against, defen-
dants. But it is the prospect of mistaken liability,
not mistaken absence of liability, that most often
gives rise to calls for tort reform.

Almost all tort reform proposals seek to limit
the liability of potential defendants. Limitations
on liability, however, are cost control measures,
not compensation mechanisms. Such limitations
are ordinarily intended to decrease the number of
people who seek and obtain compensation
through litigation or the amount of compensation
they receive. Such proposals may be justifiable if
the goal is to save defendants money and if provid-
ing compensation to those who would not qualify
under the reformed system is not relevant or desir-
able. If other goals are important, however, the
specific limitations must be analyzed to see
whether there is good reason to restrict compensa-
tion to a smaller population.

❚ Reforms Granting Immunity from Strict
Liability

Some vaccine manufacturers and legal commen-
tators have argued that manufacturers should not
be held strictly liable for a defectively designed
vaccine. Several jurisdictions have, by court deci-
sion, already granted manufacturers immunity
from strict liability for all vaccines (and drugs)
(225, 255, 270, 277). The trend in other jurisdic-
tions, while not granting complete immunity from
liability, is for courts to reject claims for drug and
vaccine design defects on a case-by-case basis,
generally because the product is not found to be
defective or the claimed defect was not avoidable
(156).

One may draw conflicting conclusions from
this trend. One is that the courts that have rejected

96 Similar policy options have been reviewed by several groups (82, 95, 191, 201).
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strict liability claims are applying the law correct-
ly and as intended to sort out good products from
bad ones, and good products are not being found
defective. Another is that the courts have applied
the law incorrectly, and companies are not being
held liable for defective products. Finally, it could
be argued that if most reported cases are being
found correctly in favor of the defendant, then li-
ability is not needed; drug and vaccine makers
should be granted complete immunity from all
strict liability, at least for defective design. This
assumes that tort law has no deterrent effect.
While everyone hopes that no drug or vaccine
could ever be defective, it is probably an unrealis-
tic assumption.

The argument for exempting all vaccines from
strict liability is basically an argument that drugs
and vaccines are special or differ from other prod-
ucts in significant ways that warrant protecting
their producers from responsibility for injuries.97

The California Supreme Court, for example, dis-
tinguished between drugs and ordinary consumer
products on the grounds that the latter are used to
“make work easier or to provide pleasure, while
the . . . former. . . may be necessary to alleviate
pain and suffering or to sustain life” (225). Of
course, not all drugs have such valuable pur-
poses,98 and many ordinary consumer products
provide important benefits.99 If drugs and vac-
cines deserve immunity from strict liability, then
they must be distinguished from other products on
more precise grounds. In the absence of any such
distinction, this argument requires exempting not
just drugs and vaccines, but all equally beneficial
products from strict liability. The alternative is to
exempt only those particular drugs and vaccines,
as well as other products, that confer special bene-
fits on humankind. This is the kind of risk-benefit

analysis adopted by courts that require case-by-
case evaluation of strict liability claims.

A second argument for exempting drugs and
vaccines from strict liability (again, excluding
manufacturing errors) is that federal regulations
provide sufficient incentives to ensure safe and ef-
fective products. One reason for the adoption of
strict liability was to deter manufacturers from
marketing products that are unsafe. Here, the fact
that most, if not all, drugs and vaccines are in-
tended to prevent or alleviate suffering is not ad-
vanced as a reason to dispense with liability. The
importance of drugs and vaccines does not explain
why their manufacturers should not be deterred
from marketing unsafe products. Rather, drugs
and vaccines differ from ordinary consumer prod-
ucts because they cannot be marketed without
FDA approval based on substantial evidence of
safety and effectiveness.

Federal regulation is said to serve the deter-
rence function of tort liability, so that liability is
superfluous and unnecessarily costly. This is a
practical argument with considerable basis in fact.
Although FDA approval has not generally been
sufficient to preempt a claim, it has often provided
convincing evidence to reject a claim that a prod-
uct could have been made safer. Thus, even if it is
appropriate to permit strict liability claims against
specific drugs or vaccines, few can be successful
where the manufacturer has complied with FDA
testing requirements and the product remains ap-
proved. If FDA requirements for approval are di-
luted or its standards for evaluating the safety and
effectiveness of vaccines are reduced in order to
speed up the availability of an HIV vaccine, the ar-
gument loses some of its force. Expedited review
by the FDA thus may undermine reliance on regu-
latory standards. In any event, in reviewing new

97 This would leave manufacturers responsible for product injuries that, in theory at least, they could not prevent, while exempting them
from liability for errors in design that, again in theory, could have been corrected. In practice, the argument is advanced selectively to seek
immunity from liability for design defects and inadequate warnings, not from liability for manufacturing errors.

98 Aspirin is intended to relieve pain, but its importance to the public may diminish when it is used to relieve a slight headache.
99 Automatic electrical current shut-off devices or furnaces to heat homes, for example, provide important safety benefits and relief from

suffering.
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drugs and vaccines for approval, the FDA does not
explicitly examine whether they might be made
safer.

❚ Reforms Limiting Liability
Where liability should not be removed entirely,
numerous reform proposals are intended to reduce
the number (frequency) of claims made, the num-
ber of claims in which a plaintiff can succeed
(awards), or the amount of compensation payable
to a successful plaintiff. Other reforms are in-
tended to expedite the litigation process or make
it more accurate or less expensive. A growing
number of studies have begun to evaluate tort re-
forms adopted by the states, primarily those di-
rected to reducing medical malpractice insurance
premiums by reducing malpractice litigation (20,
185, 186).100 In many cases, the generalizability
of research results has been hampered by limita-
tions on the data available and variations in study
design (193). The studies show that reforms have
had somewhat mixed results to date. Few reforms
have had a significant effect on the price of insur-
ance, the frequency of claims, or the amount of
awards.

A limitation or cap on the amount of damages
that can be awarded to a successful plaintiff has
been the most effective type of reform to date. As
might be expected, caps have been found to reduce
the average amount of awards in successful cases
in several studies (193). But they have not been
found to affect the frequency of claims consistent-
ly (46, 213), perhaps because they apply to only a
small proportion of claims made. Caps have been
enacted to limit either non-economic damages
(pain and suffering) or total damages (including
incurred medical expenses and lost income).

Different studies have reached different con-
clusions with respect to the effect of different

types of caps. One study of reforms and malprac-
tice insurance premiums found that premiums
were reduced most successfully by a cap on total
damages (213). This is consistent with conven-
tional wisdom that insurers are best able to set pre-
miums when they have a fixed ceiling on future
expenditures. Caps on total damages, however,
have been criticized as disadvantaging the most
severely injured plaintiffs with the largest losses.
One study found that an increased proportion of
awards granted the maximum amount after a dam-
age cap was enacted (66).

Limitations on the amount of plaintiffs’ attor-
neys’ fees, usually by placing a ceiling on the per-
centage of an award that can be paid as a contin-
gency fee, are intended to limit claims made by
discouraging attorneys from accepting cases, and
to increase the proportion of the award that the
plaintiff can keep.101 Danzon found such contin-
gency fee limits had no effect on the number of
malpractice claims made or the amount paid per
claim (46), while another study found that they in-
creased the amount paid per claim (213). Fee lim-
its may have little effect where they are about the
same as the prevailing customary percentage of
awards.

Shortening the statute of limitations (the time
within which a claim must be filed) to bar claims
submitted long after an injury occurs also pro-
duced mixed results, with several studies finding
no significant effect (193). Shorter statutes of lim-
itations may encourage claims to be filed earlier
(193).

Pretrial screening panels are intended to screen
out nonmeritorious claims, expedite settlement,
and reduce the costs of litigation. They have been
difficult to evaluate because panel types vary from
state to state and voluntary panels are not used fre-
quently. Studies have found both increased pay-

100 The Robert Wood Johnson Foundation and the Agency for Health Care Policy and Research, for example, support ongoing studies, of
medical malpractice and the US General Accounting Office has conducted several studies (184). The Office of Technology Assessment sum-
marized much of the published research in a 1993 report (193).

101 There has been little interest in limiting the amount of defendants’ attorneys’ fees, presumably because they do not affect plaintiffs’

decisions to make claims. Legal defense costs do contribute to total litigation expenses.
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ments for successful claims using mandatory pan-
els (213), and decreased payments per claim using
voluntary panels (193). Another study found that
panels had no effect on the probability that a plain-
tiff would be awarded payment (166). Some may
increase costs by adding another layer of proce-
dure. One study found that panels were associated
with reduced malpractice insurance premiums for
obstetrics/gynecology but not for general surgery
or general practice (213).

Collateral source offsets are intended to reduce
the amount of awards and, indirectly, the number
of claims, by prohibiting plaintiffs from collecting
payment for insured losses, such as medical ex-
penses.102 Again, study results are mixed, with
two studies finding no significant effect on the fre-
quency of claims in the case of mandatory offsets,
one finding a significant reduction in claim fre-
quency when discretionary offsets were included,
and both finding a significant reduction in amount
of payment in successful cases (46, 213).

Requiring the losing party to pay the successful
party’s attorneys’ fees and costs also has had little
demonstrable effect on claim frequency, payment
per claim, or premium prices. This may be ex-
plained by the fact that this type of reform has gen-
erally been limited to rare cases in which a court
finds the claim to be frivolous or fraudulent, and
few cases have been found to fall into that catego-
ry (193).

In summary, tort reforms intended to reduce
claims and payments have had spotty success to
date. Most types of reform adopted in the past are
unlikely to make a dramatic difference in the fre-
quency of future claims. Since most such reforms
are intended to reduce litigation and the amount
paid to plaintiffs, without improving the probabil-
ity of “correct” results, they do little to make com-

pensation more equitable. Studies of product li-
ability claims have not yet been able to determine
whether the distribution of claims and payments
comports with actual legal responsibility for inju-
ry (60). Thus, there has been no way to determine
whether the number of claims and number and
amount of awards are “correct.” In the absence of
any baseline knowledge of how many claims and
awards would be warranted in an error-free sys-
tem, it is impossible to know whether there are
currently too many, too few, or about the right
number of claims and awards (153).

❚ Reforms Favoring Compensation
Four different types of tort reform may address the
goal of equitable compensation. The first is to
change the substantive law governing compensa-
tory damages to make them more consistent
across plaintiffs with similar injuries. This might
be accomplished by a schedule of injuries, ranked
by severity, loss of function, or other criteria, each
with an assigned dollar value or range of values.
The amounts of compensation could be deter-
mined by calculating appropriate medical ex-
penses for each injury and adding expected lost in-
come or expenses for continuing care. It may be
difficult to reach agreement on what values should
be used in each category. For example, should lost
income be calculated by reference to the individu-
al’s own income (which awards more to those with
higher incomes, as is done now), or should the
same rate, such as average non-farm wages, be ap-
plied to everyone? How, if at all, should the
amounts be adjusted for inflation or geographic
area? Such technical problems should not be mini-
mized.103 In addition, there is the question of the
whether the amount of awards can be set at a level
that is sufficiently high to meet the reasonable

102 A health or disability insurer may require the insured/plaintiff to reimburse it for health care and other expenses paid by the insurer if the

insured receives compensation covering such expenses.

103 Officials in the Division of Vaccine Injury Compensation note that children with neurological injuries have such different needs that it
may be impossible to establish a schedule that would be fair to all. However, it may be possible to schedule non-economic damages more easily
(20).



124 | Adverse Reactions to HIV Vaccines: Medical, Ethical, and Legal Issues

needs of injured people, but still affordable by
those who have to pay.104

If such problems are surmountable, a schedule
would offer some measure of consistency in com-
pensation for the same type of injury. The sched-
ule could be enacted by state legislatures, al-
though a regulatory agency might be delegated
responsibility for updating the award amounts pe-
riodically. Alternatively, courts could adopt the
schedule to guide jury deliberations.

One advantage of scheduling compensation is
that it makes defendants’ exposure more predict-
able, and probably more insurable. Some counsel
for vaccine makers have noted that it is not routine
litigation, but the possibility of one multimillion
dollar judgment that makes their employers ner-
vous. If potential or maximum awards could be es-
timated on the basis of a schedule, they could
more easily be accounted for in pricing. Of course,
this does not eliminate the need for predicting the
number of possible claims in the future; but that is
true for all products.

A second type of reform is alternative dispute
resolution, which is intended to expedite settle-
ments in litigated cases and reduce expenditures.
Although such procedures hold some promise for
speeding up the resolution of disputes, they do not
alter the law governing the cases they resolve.
Their advantage is that they can be used with al-
most any type of dispute, regardless of how com-
pensation is calculated. They may also produce
more consistent decisions, especially if they are
inexpensive enough to be used by more potential
claimants and defendants.

A third type of reform would expand potential
plaintiffs’ opportunities to recover compensation;
for example, by granting them a cause of action in
instances that tort law currently forbids or by eas-
ing standards of proof for existing causes of ac-
tion. This option would be unattractive to defen-
dants. It is directly contrary to the current trend

among courts to limit defendants’ liability (50).
Some countries in the European Union, however,
are moving in the opposite direction from the
United States, toward strict liability for product
injuries, in their harmonization of laws effort
(175). Some countries may not allow a “state of
the art” defense, called developmental risk, but
would make companies liable for risks that were
not discovered or foreseen. The justification ap-
pears to be that drugs and vaccines are too impor-
tant to people’s health to permit anything less than
the most stringent safeguards against product
risks. Japan is considering replacing negligence
with strict liability for defective products, al-
though opposition has reduced the likelihood of
reform (43).

Some Northern European countries have pa-
tient compensation funds to assist those with ad-
verse reactions to drugs and vaccines (23, 165).
Others have compensation funds specific to ad-
verse reactions to vaccines recommended for chil-
dren (112). These countries have a longer tradition
of government provision of social assistance to
their residents than the United States. Their rela-
tively more extensive programs of health and dis-
ability insurance leave injured people with fewer
unreimbursed expenses, so there may be less need
for other sources of compensation than in the
United States.

A fourth type of reform would encourage more
people to bring claims under existing law. Several
studies have found that only a small proportion of
people who are injured as the result of another’s
negligence actually file tort claims, and an even
smaller proportion (perhaps half of those who file
claims) eventually recover any compensation (46,
69, 74). The Harvard Medical Practice Study, for
example, estimated that about 28 percent of all ad-
verse events experienced by hospitalized patients
in New York in 1984 were attributable to medical
negligence (one percent of all patients discharged)

104 The workers compensation system has been criticized for offering too little compensation, and this has been thought to encourage prod-

uct liability claims as an alternative source of compensation, as in the litigation involving asbestos.
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(109). Yet for every eight negligently injured pa-
tients, only one patient filed any claim of medical
malpractice.105 Tort reform designed to provide
equitable compensation would encourage more,
not fewer claims, as well as more accurate claims
determination.

❚ Summary
If the goal of reform is to minimize costs to gov-
ernment and vaccine makers, then tort reforms
limiting the liability of vaccine makers would be
the best choice. It does have disadvantages, how-
ever. Most important, it is difficult to justify with-
drawing a legal remedy from one class of injured
people (those with adverse reactions to HIV vac-
cines) while it is preserved for other classes. In the
past, when liability has been limited, those injured
have sometimes been provided an alternative
compensation system, such as workers compensa-
tion or the National Vaccine Injury Compensation
Program. Other reforms, such as most of those in-
tended to limit medical malpractice liability, have
not included any alternative compensation sys-
tem.

As a practical matter, however, even granting
vaccine makers immunity from strict liability for
design defects may not change the litigation cli-
mate significantly. Such claims are effectively liti-
gated like negligence claims and would not be
eliminated without granting vaccine makers im-
munity from liability for their own negligence.106

Protection against liability, whether in strict li-
ability or negligence, for design defects would not
foreclose claims for inadequate warnings of prod-

uct risks.107 Elimination of product liability may
result in shifting claims that would have been
brought against vaccine makers to physicians and
clinics that administer vaccines.108 Such actions
would probably be limited to claims of lack of in-
formed consent, which may be difficult to prove.
Nonetheless, physicians are not likely to welcome
becoming a more visible target of complaints.

Tort reforms limiting liability are not likely to
improve compensation for injured persons or
make it more equitable. If the goal is to provide
compensation within the tort arena to a larger pro-
portion of people with injuries, then mechanisms
to increase the number who file claims are needed.

Few reforms have the potential to correct the
most pressing problems of tort litigation—its time
and expense, and the possibility of inconsistent re-
sults. Of course, those problems are not unique to
litigation involving vaccines. If tort reform is con-
sidered for vaccine-related injuries, it may have to
be considered for all other types of injuries. This
raises the question whether a Federal tort law
should preempt state tort law. Although the ad-
vantages and disadvantages of such a change are
beyond the scope of this paper, they should be stu-
died if tort reform is thought to be an otherwise de-
sirable option for HIV vaccines.

VOLUNTARY CONTRACTUAL
ARRANGEMENTS
Private companies are free to reduce the time and
expense of resolving claims by voluntarily agree-
ing to provide compensation without the necessity
of litigation or legislation. The voluntary contract

105 Patients who filed claims were not necessarily among those that the study identified as negligently injured (109). It is not known whether
such cases involved negligence that was outside the scope of the study (such as outpatient incidents or incidents in years not studied) or whether
such cases did not involve negligence at all, or both.

106 See “Tort Liability for Adverse Reactions to Vaccines,” above. Connecticut enacted a statute limiting HIV vaccine makers and research-

ers’ liability for product defects and ordinarily negligence to encourage testing candidate HIV vaccines in human subjects.

107 The revised Restatement of Torts on product liability, if adopted, may effectively eliminate most causes of action for design defects in the
case of prescription drugs and vaccines (See “Tort Liability for Adverse Reactions to Vaccines,” above). One justification for reducing the scope
of liability for design defects is to permit physicians to decide whether to use a specific vaccine. Warnings then become an important source of
information about the vaccine’s risks and benefits that affect the decision whether to recommend the vaccine (5).

108 For manufacturers that are owned by foreign companies, some part of any financial savings to the manufacturer is likely to accrue to the

foreign owner.
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model, such as that developed by Professor Jef-
frey O’Connell and used by some schools with re-
spect to football injuries, encourages such private
agreements (130). A variant has been introduced
in Congress, but never passed, in the Moore-Ge-
phardt bill (99th Cong., 1st Sess., 1985). Applied
to HIV vaccine use, it would have a vaccine maker
or administrator contractually agree, at the time of
vaccination, to promptly pay the vaccine recipient
compensation for medical care and other specified
financial losses in the event of an adverse reaction
to the vaccine. Ordinarily, the vaccine maker or
physician would agree to make an offer of com-
pensation within a specified period of time, per-
haps two to six months, following notification of
injury. If the recipient agreed to accept the offer,
he or she would ordinarily waive any right to pur-
sue a tort claim. If a qualifying offer were refused,
the recipient would forfeit certain tort remedies or
be entitled to limited damages.

The advantage to the injured person is that a
reasonable amount of compensation could be pro-
vided promptly following injury. The vaccine
maker could limit its payments to actual out-of-
pocket expenses (compensation for pain and suf-
fering and for insured expenses is generally ex-
cluded) and incur few transaction costs, thereby
improving the predictability and limiting the
amount of liability expenses.

By itself, the contract approach does not affect
tort law, and could be used voluntarily with or
without tort reform. It could also be required by
state or Federal legislation. A contract could be of-
fered voluntarily by any vaccine maker, or any
physician or clinic that administers vaccinations.
It may be most attractive to companies that be-
lieve that they are likely to receive a substantial
number of claims that would be successful under
existing tort law. Companies that expect few such
claims probably have little incentive to assume a
voluntary burden of compensation, unless the
contract can effectively limit claims to cases in
which the company would have legal liability for
the injury.

The contract model may work reasonably well
in circumstances in which the payor and payee

agree to the arrangement before any injury occurs
and where causation is relatively easy to establish.
It may be attractive to physicians who administer
vaccines to their patients and to investigators who
give investigational vaccines to subjects in clini-
cal trials. Physicians and researchers are better
able to monitor adverse reactions among people
who take vaccines, although it may be difficult to
identify the cause of many adverse reactions, es-
pecially when the vaccine is investigational.

Vaccine makers have no personal relationship
to those who take their vaccines. It is doubtful that
a standard form contract offered by a vaccine mak-
er prior to vaccination would work as well. Vac-
cine recipients may reject the contract as self-serv-
ing on the part of the vaccine maker, or they might
agree to it on the mistaken assumption that it was
required in order to receive the vaccine. The utility
of the contract depends upon whether vaccine
makers could produce a realistic offer in a limited
amount of time. Deciding whether to offer com-
pensation requires investigating the merits of a
claim that a vaccine caused injury, a complex un-
dertaking. This process is similar to that used in
deciding whether to settle a tort claim. The most
salient obstacle to using the contract approach
with a new HIV vaccine would be the difficulty in
determining whether the vaccine caused the injury
and, therefore, whether an offer should be made.

Some hospitals have adopted similar com-
pensation programs for injuries resulting from
medical research, although there are few reports of
their use. Whether this is attributable to lack of
knowledge of the availability of compensation or
lack of injuries or both is not known. Where the
program is voluntary, compensation is not assured
to all injured persons. Those institutions and com-
panies that do adopt a program may have different
policies that produce inconsistent results.

GOVERNMENT-FUNDED INSURANCE
ARRANGEMENTS
Government-financed insurance programs could
fund compensation for injuries, with or without
any change in tort law, in several ways.
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❚ Government-Funded Excess Insurance
If the only problem with relying on tort compensa-
tion were its cost, and that cost dissuaded vaccine
makers from pursuing vaccine development, then
one alternative would be to shift at least some
costs to government by having government as-
sume the obligation for liability costs in excess of
a fixed amount. A state or the Federal government
could purchase excess insurance or reinsurance
policies or use government funds to pay excess
amounts out of general or special revenues. Such
a program could be adopted whether or not tort li-
ability were altered. If government wished to
change the number and amount or distribution of
its payments, however, it could modify tort law ei-
ther to increase or decrease the number or amount
of awards to claimants. In the absence of any
change in the way damages awards are calculated,
it would not affect the possibility of inconsistent
awards for similar injuries. Although individual
states could adopt a reinsurance or excess insur-
ance program, consistency could not be achieved
unless all states adopted a substantially similar
system.

The primary disadvantage of creating such a
program for HIV vaccine injuries is that it may be
impossible to predict the amount of excess insur-
ance needed until there have been many years of
experience with the vaccine. It is unlikely that the
federal (or any state) government would commit
to expenditures with no ceiling. It will also be es-
pecially difficult to determine the amount at
which liability costs to vaccine makers should be
deemed excessive. That question involves com-
plex social policy decisions about the degree to
which government and private industry should be
responsible for HIV vaccine-related injuries, as
well as the fairness of liability determinations.

Other more practical questions would have to
be resolved. For example, should such costs be
limited to awards to plaintiffs, or should they also
include the costs of defending claims? If defense
costs are included, how would they be verified?
Would companies be willing to allow government
to audit their records? Should government accept
cost certification as sufficient proof of expendi-

tures? Such questions are not insoluble. A more
sensitive question is whether an excess insurance
program would set a precedent for government re-
insurance of liability expenses for other tort
claims, from medical malpractice to automobile
injuries.

❚ Government-Funded Disability Benefits
Vaccine-related injuries could be compensated
through a state or Federal disability insurance pro-
gram that covers only adverse reactions to HIV
vaccines or one that covers many or all injuries.
For example, the Social Security program could
be amended to specifically include coverage of in-
juries resulting from HIV vaccines. A more gener-
al expansion of disability insurance to cover inju-
ries regardless of cause would be more in keeping
with the purpose of Social Security, however,
which bases eligibility on disability and age and
already covers AIDS-related disabilities.

The only compensation mechanism that avoids
serious questions of horizontal justice is a pro-
gram that compensates all injuries regardless of
their cause. This is because every program that
provides compensation only for injuries from one
cause requires a justification why those injuries
deserve special compensation when injuries from
other causes do not. The need for financial assist-
ance is not a sufficient reason to provide com-
pensation to some injured persons but not others
with similar needs. The desire to encourage the
production of important products by protecting
them from liability is also not a sufficient justifi-
cation when the makers of equally important
products are not similarly protected. The cost and
inefficiency of the tort system is not a sufficient
reason to replace it with a special compensation
program for only some people but not others. Oth-
er reasons specific to injuries from one cause are
required to justify a special compensation system
for those injuries. Although justifications may ex-
ist, they are often complex and difficult to identi-
fy.

Other countries, like Germany, have had gener-
al disability insurance programs in place for de-
cades. The New Zealand Accidental Injury pro-
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gram provides compensation for injuries from
almost all causes (62). The Commission estab-
lished to study accidental injuries concluded that
limiting the program to injuries from particular
causes was both illogical and unfair and recom-
mended universal coverage as the only defensible
approach (1).

In the United States, a federal general disability
insurance program may be more feasible if future
health care reform achieves universal coverage of
health insurance. Health insurance takes care of
one significant cost of injuries. The remaining ex-
penses are those needed to replace lost income to
pay for living expenses and, in cases of permanent
disability, rehabilitation or long-term care. These
latter expenses can be paid for with disability
benefits funded by insurance or general revenues.

Establishing such a program would require an-
swering many of the questions raised for a cause-
based compensation program, such as the serious-
ness of injuries covered, how much and what type
of compensation would be available, and whether
those responsible for certain injuries should con-
tribute to financing the system.109 The cost of
such a program may require new government rev-
enues, although it could be financed in part by
taxes on products and services that caused injury.
The existence of a compensation program may en-
courage a larger proportion of injured people to
seek compensation. Because the costs of disabil-
ity for the entire national population are relatively
consistent over time, unlike the costs of injuries
from specific products, they are likely to be more
predictable than the cost of compensating injuries
caused by new HIV vaccines. Moreover, a general
disability insurance system would avoid the ad-
ministrative expenses of resolving disputes over
causation. There would be no need for separate ad-
ministrative programs for injuries from different
causes, each with its own fixed costs.

A general disability benefits program could ex-
ist with or without tort liability. A program that
provided only compensation, however, could not
purport to serve any deterrence function. If deter-
ring unsafe products and services continued to be
an important social goal, additional mechanisms
would be needed, such as regulation of products
and services, or requiring providers of products
and services to help finance the program in ac-
cordance with the proportion of injuries attributed
to their products.

PUBLIC COMPENSATION SYSTEMS
Federal and state governments have created sever-
al publicly administered injury compensation pro-
grams. Examples include state workers com-
pensation programs, Virginia’s Birth-Related
Neurological Injury Compensation Act (Va. Code
Ann. 38.2-5001 et seq.), Florida’s Birth-Related
Neurological Injury Compensation Act (Fla. Stat.
766.301 et seq.), the Federal National Vaccine In-
jury Compensation Program (42 U.S.C. 300aa-10
et seq.), the Federal Black Lung Benefits Act (30
U.S.C. 901 et seq.), and, most recently, the Radi-
ation Exposure Compensation Act (42 U.S.C.
2210 et seq.).

Most such compensation programs are limited
to specific injuries from specific causes (cause-
based), but provide compensation on a no-fault
basis. As long as the injury is demonstrated to re-
sult from the specified cause, compensation can
be granted without the need to prove negligence or
other traditional legal responsibility for the injury.

No-fault compensation systems have advan-
tages over tort litigation. The most salient is that a
larger proportion of injured people are entitled to
compensation. There are ordinarily no defen-
dants, so that parties that might otherwise be liable
for injury need not participate in the claims deter-

109 See Elements of a Compensation Program, below.
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mination process or pay compensation.110 The
costs of administering the compensation system
can be less that the total costs of litigation so that a
larger proportion of funds go to injured people.
Costs are ordinarily spread over a large population
or society as a whole, rather than falling on indi-
vidual companies or organizations. Compensa-
tion can be funded from different sources to
achieve different goals. General tax revenues can
be used where the program benefits society. Spe-
cial taxes on entities that create the risk (such as
employers in workers compensation, or vaccine
makers in the National Vaccine Injury Compensa-
tion Program) can be used to link the benefits and
risks of specific products or actions.

No-fault compensation systems have two main
disadvantages. A cause-based system must satisfy
the requirements of horizontal justice by justify-
ing different or special treatment for one class of
people or injuries. The more compensation pro-
grams that exist for specific causes, the more diffi-
cult it becomes to defend excluding other injuries
from a no-fault system. This can be seen in the ten-
dency to call for a special compensation program
to remedy social problems.111

No-fault systems (whether or not cause-based)
may also generate more, rather than less, cost, ei-
ther in compensation awards or administrative ex-
penses. Because no-fault systems compensate
more people than would receive compensation (or
even file a claim) in tort law, a system’s cost de-
pends upon who is eligible for compensation and
the level of compensation awarded.112 Per-capita
compensation at the level of average tort awards
would generate higher costs. Very low levels of

compensation may be inadequate or unfair and
generate dissatisfaction, as seen in some worker
compensation programs. In the absence of reliable
estimates of the number of compensable injuries,
it is difficult to predict system costs.

Most important, no cause-based system can
avoid disputes over the cause of injuries. Deter-
mining causation is often difficult and time-con-
suming, especially where the scientific and medi-
cal evidence is uncertain or conflicting (115).113

Yet no-fault systems are often recommended in or-
der to provide needed compensation in circum-
stances where causation is unclear or controver-
sial. Thus, the same complexities that make
litigation frustrating and expensive are often nec-
essarily part of no-fault compensation proceed-
ings.

Health care reform proposals debated in the
103rd Congress included provisions affecting
compensation and liability for adverse reactions
to HIV vaccines (see box 4-2).

❚ The National Vaccine Injury
Compensation Program

The National Vaccine Injury Compensation Pro-
gram (42 U.S.C. 300aa-10 et seq.) was enacted in
1986 as part of the National Childhood Vaccine
Injury Act in response to concerns that vaccine
makers would not continue to produce childhood
vaccines or to develop new ones if the pressure of
liability for adverse reactions were not abated and
the need for financial assistance to families whose
children suffered permanent injury or death fol-
lowing vaccination (115). In August, 1992, Con-

110 Most systems provide that the compensation program is subrogated to the rights of the claimant so that it may seek reimbursement for

compensation paid from anyone who is legally liable for the injury. This is most often provided with respect to injuries caused by negligence.

111 In 1986, Congressman Edward Markey called for compensating human subjects in radiation experiments sponsored by the Department

of Energy’s predecessors (190). Recent publicity has renewed interest in the proposal.

112 The Harvard Medical Practice Study estimated that a compensation system for medical malpractice in New York State could be financed
for approximately the same amount as current malpractice insurance premiums if it limited compensation to serious permanent injury or death,
and excluded injuries lasting less than six months and medical expenses covered by Medicaid (70).

113 For example, in workers compensation cases, it is generally far more difficult to determine the cause of a worker’s chronic disease than

the cause of a traumatic injury.
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Health care reform proposals that were debated in the 103rd Congress and ultimately defeated

would have had implications on compensation for adverse reactions to HIV vaccines. Each of the pro-

posals, to the extent that they expanded access to health insurance coverage, would have better en-

sured access to medical care for HIV vaccine trial participants. However, none of the proposals ad-

dressed needs for long-term care

President Clinton’s Health Security Act provided for coverage for investigative medical treatments.1

Decisions about which investigative medical treatments to cover, however, were left to the discretion of

the individual health plans. In addition, coverage only applied to investigative treatments that are quali-

fying, meaning that investigational treatment has been given as part of an approved clinical trial, and

that another treatment would have been provided as routine care if the participant were not receiving

the Investigational treatment. Approved clinical trials were those sponsored by government agencies

such as the National Institutes of Health, the Food and Drug Administration, the Department of Veterans

Affairs, the Department of Defense, or a qualified nongovernmental research entity or a peer reviewed

and approved program

Other proposals that were presented to Congress did not specifically address these issues. The

“single payor” approach (Wellstone) would provide universal coverage for medical care, Including med-

ical care for adverse reactions to HIV vaccines 2 The plan did not detail whether the costs of exper-

imental therapies would be covered under the plan.

HIV vaccine Iiability would also have been affected by health reform proposals that included provi-

sions reforming medical malpractice Iiability. Clinton’s Health Security Act included provisions reforming

medical malpractice and strict Iiability for injuries from pharmaceuticals, Including vaccines (Health Se-

curity Act, sees 5501 et seq. ) However, the Act left in place current product liability rules for injuries

from pharmaceuticals due to negligence.

SOURCE: R.E. Stem, Blicker & Stem, Washington, DC, “Selected Issues of AIDS Vaccine Liability, ” unpublished contractor report
prepared for the Office of Technology Assessment, U S Congress, Washington, DC, Sept. 30, 1994

1U.S. Congress, Senate, S. 1757, Health Security Act, Sec. 1128 (Washington, DC U S Government Printing Office, 1993).
2 
U.S. Congress, Senate, S. 491, American Health Security Act of 1993 (Washington, DC: U.S. Government Printing Office, 1993).

gressman Fortney “Pete” Stark introduced the Na- The program, which took effect October 1,
tional Vaccine Development and Compensation
Act, patterned after the National Childhood Injury
Compensation Act, which would create a com-
pensation program for injuries occurring in the de-
velopment and marketing of an HIV vaccine
(170). Because the National Childhood Vaccine
Injury Act has been suggested as a model for com-
pensating injuries following future vaccination
with HIV vaccines, (Stark) it is described in some
detail here.

1988, provides compensation on a “no-fault” ba-
sis for injuries resulting from vaccines to prevent
poliomyelitis, diphtheria, pertussis (whooping
cough), tetanus, measles, mumps, and rubella.
These were the vaccinations then ordinarily re-
quired in all states to permit children to enter

114 The program is a “no-fault”school or day care.
system because it does not condition eligibility for
compensation on any party’s legal liability for the

114 The Act was amended in 1993 to permit coverage of vaccines recommended by the CDC for routine administration to children. (42

U.S.C. 300aa- 14(e))
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injury. Claimants (called petitioners) are entitled
to compensation if they demonstrate either that
the injury is listed in a statutory Vaccine Injury
Table or that the injury was actually caused by a
covered vaccine, and also meet other eligibility re-
quirements.115 There is no requirement that the
vaccine be shown to have been defective or negli-
gently administered or warnings inadequate. Nei-
ther vaccine makers nor health care providers are
parties to the proceedings.

The program has been lauded for reducing tort
claims against vaccine makers. This is undoubted-
ly because the act postpones and effectively pre-
cludes most lawsuits in two ways. First, it forbids
tort claims against vaccine makers unless a peti-
tioner has filed a claim with the Program. Only if a
petitioner rejects the Program’s decision may he
or she commence a lawsuit.116 The likelihood of
succeeding in court on a claim that has been re-
jected by the program is probably too small to en-
courage petitioners to proceed. Only if a petitioner
has a very strong claim and believes that a court
would award much more than the program would
a lawsuit be worth the effort.

Second, the act also bars liability on the part of
vaccine manufacturers for failure to issue a direct
warning of risks to the petitioner (42 U.S.C.
300aa-22(c)). However, most courts have reached
the same result by finding that the manufacturer

has no duty to warn the vaccine recipient. This
leaves petitioners with a possible claim that the
manufacturer’s warning to the prescribing physi-
cian was inadequate, but the act provides that the
warning shall be presumed adequate if the vaccine
maker complied with all FDA requirements (42
U.S.C. 300aa-22(b)(2)). This represents a nomi-
nal change in the law; however, few cases have
found FDA-approved labeling to be inadequate.
Although petitioners may prefer the compensa-
tion system to litigation, in effect, they have little
alternative. It should not be surprising that there
are few liability claims against manufacturers for
adverse reactions to the covered vaccines.

Parents or guardians of injured children117 file
petitions for compensation with the United States
Court of Federal Claims (formerly the United
States Claims Court) in Washington, DC. A spe-
cial master in the Court’s Office of Special Mas-
ters118 reviews the petition and makes two deter-
minations: whether the petitioner is eligible for
compensation and, if so, how much compensation
is to be awarded. The Secretary of Health and Hu-
man Services is named Respondent in the pro-
ceedings. The Department’s Division of Vaccine
Injury Compensation119 reviews petitions and of-
fers its opinion on whether the injury was in fact
caused by a vaccine. Compensation may be de-
nied if the Special Master determines that, on the

115 Petitioners have the burden of proving entitlement to compensation. The vaccine must have been received in the United States or as a
U.S. government employee or dependent overseas; the injury must last more than 6 months and result in more than $1000 in unreimbursable
expenses, or death; the petition must be filed within a specified time period; and the petitioner must not have collected an award or settlement for
the injury.

116 Petitioners with retrospective claims who have recovered compensation in an earlier lawsuit are not eligible for the program. Those who
had commenced a lawsuit before the Program took effect were not permitted to file a petition unless their lawsuit was suspended pending the
Program’s determination. A recent decision by the federal court of appeals for the First Circuit, however, held that the husband and daughter of a
woman who received compensation from the Program (for contact polio) were entitled to commence a tort action for their own loss of the
woman’s consortium, because the husband and daughter were not eligible for compensation from the Program (54, 298). The Court of Federal
Claims has also held that a prior tort recovery by a parent for her own losses did not bar a petition on behalf of the child for compensation from the
program (215).

117 Eligibility is not limited to children, and specifically includes polio contracted from someone who was vaccinated with OPV.

118 There are currently seven Special Masters who work exclusively for the program.
119 The division is part of the Bureau of Health Professions, Health Resources and Services Administration, U.S. Department of Health and

Human Services.
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basis of a preponderance of the evidence, the inju-
ry was not the result of the vaccine in question.120

There are actually two programs, one for vac-
cinations that occurred before October 1, 1988
(retrospective cases), and another for vaccinations
on or after October 1, 1988 (prospective cases).
All petitions for retrospective cases had to be filed
by January 31, 1991. Compensation for perma-
nent injury in retrospective cases is limited to un-
reimbursed medical and rehabilitation expenses
incurred after judgment; past expenses are not
covered.121 Awards in retrospective cases are paid
from general revenues appropriated by Congress.
Until 1993, appropriations were $80 million per
year; for FY 1993, they were $110 million and are
authorized to continue at that level for future years.

Prospective cases may be filed within three
years after the injury materializes,122 and have no
limit on the amount of compensation payable, ex-
cept that compensation for death is fixed at
$250,000 as in retrospective cases, and non-eco-
nomic compensation may not exceed $250,000.123

Awards are paid from a trust fund financed by ex-
cise taxes on sales of the covered vaccines.124 The
fund had approximately $700 million in unallo-
cated, unawarded funds as of March 30, 1994.

Like most compensation systems in the United
States, the program is cause-based. Only injuries
or deaths caused or aggravated by a covered vac-
cine are compensable. Congress sought to avoid
litigation-like disputes over causation by provid-
ing a list of medical conditions that are statutorily
presumed to be caused by a covered vaccine in a
Vaccine Injury Table, shown in table 4-1 (42
U.S.C. 300aa-15). The table lists conditions, such
as anaphylaxis and residual seizure disorder, and
the time period following vaccination within
which the injury must have occurred to be pre-
sumptively compensable. However, in the major-
ity of cases, causation has been disputed.

Many disputes, especially those involving the
pertussis component of DPT,125 were disagree-
ments over whether a child actually experienced a
condition listed in the table 4-1. These included
disputes over whether the medical evidence dem-
onstrated an injury covered in the table or whether
factors unrelated to vaccination caused the injury.
In addition, there were disagreements about
whether a death resulted from a qualifying injury.
The table did not eliminate difficult, time-con-
suming disputes over eligibility for compensa-
tion.

120 Determinations may be made with or without a hearing including petitioners, their attorneys and witnesses, and medical reviewers from
the Division of Vaccine Injury Compensation, which is represented by attorneys from the Department of Justice. The majority of cases to date
have involved hearings, either in person or by telephone conference call.

121 In the case of death, compensation is fixed at $250,000. A maximum of $30,000 may be awarded for the combined cost of lost income,

pain and suffering, and attorneys’ fees and costs.

122 In the case of death, the period is two years after the date of death, but not later than four years after the initial injury.
123 Compensation for injury may include past and future medical expenses and rehabilitative and custodial care (to the extent not paid for by

insurance, other than Medicaid), lost income, pain and suffering (up to $250,000), and reasonable attorneys’ fees and costs.

124 The excise taxes per dose of vaccine currently in effect are: DPT- $4.56; MMR (measles-mumps-rubella)- $4.44; polio- $0.29; and DT

(diphtheria-tetanus)- $0.06.

125 Which, if any, adverse reactions to the pertussis component result in permanent neurological damage or death has been at the center of
controversy for decades (85). Parents of children who suffered serious injuries or death following DPT vaccination were instrumental in initially
advocating a compensation Program. (They also pressed for the adverse reaction monitoring Program and efforts to improve the safety of vac-
cines, which were provided for in companion legislation creating the National Vaccine Program. That Program, however, may soon be phased
out). Not surprisingly, pertussis is the cited vaccine in the majority of petitions filed with the Program. But the Program has not settled the scien-
tific controversy over the cause of many adverse reactions; nor was it designed to do so. The Secretary of Health and Human Services proposed
revising the Vaccine Injury Table to add, modify, and remove several conditions presumed to result from rubella and pertussis vaccines. After
publication of a follow-up study of the National Childhood Encephalopathy Study (111, 120) and the Institute of Medicine’s analysis of the new
data (87), however, the Secretary postponed action on the regulations in order to allow time for additional public comment. (59 Fed. Reg. 13916,
Mar. 24, 1994).
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Illness, disability, Injury, or condition covered and time period for first symptom or manifestation of onset or of signifi-
cant aggravation after vaccine administration, by vaccine.

Diphtheria-tetanus-pertussis (DPT); pertussis; DTP/polio combination; or any other vaccine containing whole
cell pertussis bacteria, extracted or partial cell bacteria, or specific pertussis antigen(s)

■ Anaphylaxis or anaphylactic shock, within 24 hours

■ Encephalopathy (or encephalitis), within 24 hours

■ Shock-collapse or hypotonic-hyporesponsive collapse, within 3 days

■ Residual seizure disorder in accordance with subsection (b)(2), within 3 days

■ Any acute complication or sequela (including death) of an illness, disability, injury, or condition referred to above
which illness, disability injury, or condition arose within the time period prescribed

Measles, mumps, rubella, or any vaccine containing the foregoing as a component; DT; Td;
or texan us toxoid

■

■

■

■

Anaphylaxis or anaphylactic shock, within 24 hours

Encephalopathy (or encephalitis), within 15 days for mumps, rubella, measles, or any vaccine containing any of
the foregoing as a component, within 3 days for DT, Td, or tetanus toxoid

Residual seizure disorder in accordance with subsection (b)(2), within 15 days for mumps, rubella, measles, or
any vaccine containing any of the foregoing as a component, within 3 days for DT, Td, or tetanus toxoid

Any acute complication or sequela (including death) of an illness, disability, injury, or condition referred to above
which illness, disability, injury, or condition arose within the time period prescribed

Polio vaccines (other than inactivated polio vaccine)
■ Paralytic polio: in a nonimmunodeficient recipient, within 30 days, in an immunodeficient recipient, within 6

months, in a vaccine-associated community case, no time Iimit

■ Any acute complication or sequela (including death) of an illness, ability, injury, or condition referred to above
which illness, disability injury, or condition arose within the time period prescribed

Inactivated polio vaccine
■ Anaphylaxis or anaphylactic shock

■ Any acute complication or sequela (including death) of an illness, disability, injury, or condition referred to above
which illness, disability injury, or condition arose within the time period prescribed— ————— -—..——.———

SOURCE :42 U.S.C. 300aa-14(1)(a).

In its early years, the program suffered from in- 
adequate funding and had difficulty developing an
efficient mode of operating (115). The statute has
been amended almost every year to correct techni-
cal problems. Now, however, the Program appears
to be functioning relatively smoothly (198) and
has been reauthorized as a permanent program.

As of September 7, 1994, the Program had re-
ceived 4,069 petitions for retrospective injuries
and 574 petitions for prospective injuries (table
4-2). Since retrospective petitions cover any inju-
ry or death resulting from a vaccination before
1988, they may indicate the number of adverse

reactions that were believed by parents to be vac-
cine-related for each covered vaccine since it was
first introduced, beginning with IPV (injected po-
lio vaccine) in the mid- 1950s. The number of peti-
tions exceeds the number of lawsuits involving
DPT brought against vaccine makers during the
same period reported to the CDC. Some petition-
ers who did not file lawsuits may have believed
that they did not have a cause of action in tort law.
Others may not have been aware of the possibility
that their children injuries might be connected to
vaccination until publicity about the program
reached them.
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1988 24
1989 146
1990 3,060
1991 839 a

1992 0 b

1993 0
1994 0

0 24
1 147

31 3,091
19 958
91 191
37 137
95 95

Totals 4,069 574 4,643
aAn additional 26 petitions filed were not accepted as timely filings.
bThe deadline for filing retrospective petitions was Jan, 31, 1991. No retrospective petitions may be filed after that date

SOURCE: Division of Vaccine Injury Compensation U S Department of Health and Human Services, 1994.

About 45 percent of the retrospective petitions
filed between October 1, 1988 (when the Program
became effective) and January 31,1991 (the dead-
line for filing retrospective claims) had been final-
ly decided by the United States Court of Federal
Claims by September 7, 1994 (table 4-3). Of
these, only 32 percent were determined to be en-
titled to compensation.

126 Payments totaling

$417.2 million have been made to petitioners in
about two-thirds (67 percent) of the adjudicated
cases. 127 In fiscal year 1992, many awards could
not be paid on a timely basis because the revenues
appropriated to fund them were not sufficient. The
average award in a retrospective case involving
permanent injury is about $1 million, although
awards in 1994 average $750,749. 128

Prospective petitions are more representative
of the number and type of claims that could be

made annually on an ongoing basis. An average of
96 prospective petitions per year were filed during
the six-year period 1989 through 1994 (table 4-2).
More than a third (38 percent) of the 574 prospec-
tive petitions have been decided (table 4-4). Of de-
cided cases, 44 percent have been determined to
be compensable. Awards (including attorneys’
fees in noncompensable cases) have been paid out
to petitioners in 145 (67 percent) of the 217 adju-
dicated cases for a total of $53.8 million (table
4-5).129 Awards for permanent injury are highly
variable, but tend to exceed awards in retrospec-
tive cases because the children are younger and are
eligible for past as well as future losses, and higher
lost wages and pain and suffering awards.130 The
trust fund for prospective awards has always had a
surplus. If prospective petitions continue to be
filed and compensation awarded at the same rate

126 This contrasts with the Program’s experience during its first two years of operation ( 1989 and 1990), in which 73 percent of retrospective

claims were awarded compensation. Since the majority of the retrospective claims were filed in late 1990 and January 1991, the earlier claims
may have involved different or stronger facts.

127 Award amounts also include “reasonable attorneys’ fees” for petitioners’ attorneys, which may be awarded in cases brought in good                  

faith even if the petitioner is determined to not be eligible for compensation.
128 Awards in the case of death are limited to $250,000. About 12 percent of all petitions filed have involved death. Awards in cases of                       

permanent injury have ranged from $120 to $4,000,000 (Division of Vaccine Injury Compensation).
129 An Institute of Medicine informal  survey in 1984 found that the four responding vaccine makers had paid a total of about $2 million for                   

 all liability claims closed or settled in the previous ten years and an additional $1.8 million in defense costs (82). Even adjusting for inflation, the
Program appears to provide substantially more compensation than did tort litigation.

130 As of Mrach 1, 1994, 51 percent of awards (34 out of 67) were for the death of a vaccine recipient, totaling $8.6 million. Awards for

injuries totaled $32.8 million for 33 cases, or just under $1 million per compensable claim.
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Fiscal year Award granted # (%) Claim denied # (%) Claim dismissed # (o/o) Total

1989 9 (41) o 13 (59) 22
1990 98 (79) 10 (8) 16 (13) 124
1991 132 (29) 65 (14) 256 (56) 453
1992 135 (29) 51 (11) 280 (60) 466
1993 102 (21 ) 63 (13) 316 (66) 481
1994 102 (36) 36 (13) 147 (52) 285

Totals 578 (32) 225 (12) 1,028 (56) 1,831

SOURCE: Division of Vaccine Injury Compensation, U S Department of Health and Human Services, 1994

as they have been during the last six years, the trust
fund will continue to accumulate surplus funds.
This would suggest that the surtax on vaccines is
set at too high a level and could be reduced.131

The program’s major advantages are the rela-
tive speed with which it can make decisions
(compared with litigation) and the fact that it com-
pensates a much larger proportion of children than
would receive any recovery otherwise. The Pro-
gram’s ability to make speedy decisions was ham-
pered by an unexpected influx of retrospective
petitions in late 1990 and January 1991, as well as
by funding disruptions; many retrospective cases
have taken years to resolve. Prospective cases
have generally been decided within the statutory
period of 14 months.

Administrative costs appear reasonable for the
services rendered. The Court of Federal Claims
and its Office of Special Masters, the Division of
Vaccine Injury Compensation, and the Vaccine In-
jury Claims Division of the Department of Justice
have received a total of between $4.5 and $9 mil-

lion annually in appropriations to pay for staff and
resources. 132

Although the program was not originally in-
tended to be a model for replacing tort liability
with no-fault compensation, it has been suggested
as one for HIV vaccine-related injury. Congress-
man Stark circulated a proposal for legislation to
create a no-fault compensation program for such
injuries patterned after the legislation creating the
program (170). The major technical difficulty
with developing a compensation program for HIV
vaccines lies in determining what types of injuries
should be deemed compensable before sufficient
experience with a vaccine permits causation to be
reasonably determined. 133

It may not be necessary to create another inde-
pendent compensation system. HIV vaccines
might be added to the vaccines covered by the ex-
isting program. The statute now provides for cov-
ering new vaccines when they are recommended
for routine administration to children. In the near
future, the Secretary of Health and Human Ser-

131 It may also suggest that the estimates for liability, which were higher than the surtax amounts, were too high. The Public Health Service is

contemplating recommending changing the amount of the excise tax to generate only about $60 million per year, which should be adequate to
fund prospective awards.

132 Over the five-year period 1989-1993, $7.5 million per year would total $37.5 million to decide 1,768 cases yielding total awards of

$424.6 million. This represents about 8% of total awards plus administrative costs. In the future, a smaller number of petitions are likely to be
filed and decided.

133Another important technical difficulty with the proposal involved the manufacturer’s bond, the mechanism used to provide indemnity

during the clinical trials stage. Some manufacturers objected that a bond would be difficult for a small company to raise. In addition, some
manufacturers did not want their bond to be used to pay for adverse reactions attributable to other companies’ vaccine candidates (173).



136  Adverse Reactions to HIV Vaccines: Medical, Ethical, and Legal Issues

Fiscal year Award granted # (%) Claim denied # (o/o) Claim dismissed # (o/o) Total

1989 0 (o) o 0 (o) o
1990 2 (67) o (o) 1 (33) 3
1991 10 (37) 4 (15) 13 (48) 27
1992 28 (42) 6 (9) 33 (49) 67
1993 22 (35) 10 (16) 30 (48) 62
1994 33 (57) 7 (12) 18 (31) 58

Totals 95 (44) 27 (12) 95 (44) 217
SOURCE: Division of Vaccine Injury Compensation, U S Department of Health and Human Services,1994

vices is likely to recommend adding Hepatitis B
vaccine and hemophilus influenza type b vaccine
to the list of covered vaccines. These additions
would be consistent with the purpose of covering
vaccines that are recommended, if not required,
for children. It is unlikely that an HIV vaccine
would be required for children or adults, although
it might be recommended for people at high risk of
HIV infection, including newborns whose moth-
ers are HIV positive. Adding HIV vaccines to the
program would represent a larger break with the
origina purpose of the program than adding vac-
cines recommended for children. It raises the
question why other vaccines taken primarily by
adults should not be covered.

Beyond the program itself, attention to the larg-
er question of horizontal justice may require ask-
ing why injuries from other causes should not be
covered. If the most anticipated adverse reaction
to an HIV vaccine is HIV infection, covering ad-
verse reactions to HIV vaccines would treat
people differently depending upon how they be-
came infected. People who became infected as a
result of vaccination would be eligible for special
compensation, but those who became infected in
other ways would not. This is true for any cause-
based compensation program, of course, but it
may be particularly sensitive in view of the lim-
ited resources often available to people living with
HIV infection and AIDS.

❚ State Compensation Programs
Two states, California and Connecticut, have
adopted special measures pertaining to HIV vac-
cines that are described briefly below. In addition,
Virginia and Florida have operated compensation
programs for birth-related injuries that may sug-
gest some lessons for the creation of cause-based
compensation programs.

California
In 1986, California created the AIDS Vaccine Vic-
tims Compensation Fund as a source of future no-
fault compensation (Cal. Health & Safety Code,
Ch. 1.14, s. 199.50). The program is limited to
people who suffer personal injury caused by an
HIV vaccine that is developed by a California
company and approved by the FDA or the state. It
does not cover research-related injuries or injuries
resulting from vaccines from non-California com-
panies. Compensation (for medical expenses, lost
earnings, and up to $550,000 in non-economic
damages) is to be awarded by the California Board
of Control out of funds collected from a surcharge
on future HIV vaccine sales. Claimants remain
free to pursue any tort claim they may have for the
injury, but the state is entitled to recoup any dam-
ages that duplicate a program award. Since no vac-
cine has yet been approved for marketing, the pro-
gram has not become operational. The authorizing
legislation is relatively general, leaving details to
be worked out by a task force.
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For Vaccinations Before October 1988

Fiscal year Number Amount ($millions)

1990 91 $71.9
1991 149 75,4
1992 215 84,5
1993 390 110.4
1994 396 75,0

Subtotals 1,241 $417,2

For Vaccinations After October 1988

Fiscal year Number Amount ($millions)

1990 0 0 -

1991 14 $4,2
1992 33 13.1
1993 40 15,0
1994 58 21.5

Subtotals 145 53.8
Totals 1,386 $471.0

SOURCE: Division of Vaccine Injury Compensation, U S Department of Health and Human Services, 1994

The AIDS Vaccine Victims Compensation
Fund was part of legislation that was intended to
remove three obstacles to AIDS vaccine develop-
ment identified by California vaccine companies
to the legislature: the high cost of testing inves-
tigational vaccines, an uncertain market, and strict
liability for adverse reactions to vaccines. The leg-
islation provides for grants to California vaccine
makers for research and testing investigational
vaccines and guaranteed state purchases of up to
500,000 units of an approved vaccine (at up to $20
per dose if fewer than 500,000 doses are sold with-
in three years after FDA approval) (Calif. Health
& Safety Code, s.199.45-51, 199.55-60). The
state has provided almost $2 million dollars in re-
search grants to two California companies. Under
the statute, grants are to be repaid from sales of an
approved HIV vaccine; California is also to re-
ceive royalties from such sales after the grant is re-

paid, with the royalty to be negotiated at the time
of the grant award. In the absence of any licensed
HIV vaccine, the state has not had to appropriate
any funds to fulfill its purchase commitment. Be-
cause the statute gives the state discretion to
choose among competing vaccines on the basis of
their safety, effectiveness, and cost, it is not clear
whether the guaranteed purchase is sufficiently
precise to offer manufacturers a reliable market.

The 1986 legislation also limited the liability of
manufacturers, in effect, to liability for negli-
gence. In 1988, the California Supreme Court is-
sued its decision in Brown v. Superior Court (225)
which effectively precluded strict liability based
on design defects caused by FDA-approved pre-
scription drugs. The decision, which is considered
to apply to FDA-approved vaccines as well as
drugs, provided more protection against liability
than the legislation, and the provisions limiting li-
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ability were repealed the same year (Calif. Stat-
utes 1988, ch. 1555 s.3).134

California had already adopted a limited com-
pensation program for severe adverse reactions to
mandatory childhood vaccines in 1977 (Calif.
Health & Safety Code, s. 429.35-.36, 1977;
(112)). That program, however, provided com-
pensation only for medical and institutional care
up to a maximum of $25,000. California’s Medi-
Cal and other programs for disabled children were
expected to provide other assistance. Children
with severe injuries requiring extensive medical
care could seek compensation from the fund in ad-
dition to pursuing any tort remedy they might
have against a vaccine manufacturer. The legisla-
tion provided immunity from liability for physi-
cians and others who administered the required
vaccines. Perhaps because of its narrow scope, the
program has received only a handful of claims. It
was created in the aftermath of the swine flu pro-
gram in the hope of encouraging continued vac-
cine development and marketing, but it was not
considered an adequate model for the later AIDS
Vaccine Victims Compensation Fund or the Na-
tional Vaccine Injury Compensation Program,
and has had little, if any, influence on vaccine de-
velopment or compensation policy.

Connecticut
Connecticut adopted a statute protecting
manufacturers, research institutions and research-
ers from liability for personal injury resulting
from the administration of any HIV vaccine to a
research subject (Conn. Gen. Stat. ss. 19a-591-
591b) (172). The law exempts those involved in

clinical trials of an HIV vaccine from all liability,
including liability for negligence, unless the per-
son provided false information to the FDA in con-
nection with an Investigational New Drug ap-
plication, or caused injury by gross negligence or
reckless, willful or wanton misconduct. It was en-
acted after MicroGeneSys said it would not test its
vaccine to prevent maternal-fetal HIV transmis-
sion in HIV-positive pregnant women. The trial
was closed when it failed to enroll enough sub-
jects to permit conclusions about the effect of vac-
cination to be drawn. MicroGeneSys is no longer
pursuing those trials.

Virginia
The Virginia Birth-Related Neurological Injury
Compensation Act (Va. Code Ann. 38.2-5001 et
seq.) was enacted in 1987 in an attempt to reduce
the cost of medical malpractice insurance on the
theory that tort claims against obstetricians for
birth-related injuries were driving up the price of
insurance, limiting available coverage, and threat-
ening the availability of obstetric services. It pro-
tects participating physicians from tort liability
for medical malpractice for specific, narrowly de-
fined birth-related injuries to newborns, and offers
compensation in very restricted circumstances.

The Virginia program is limited to severe neu-
rological injuries to a newborn that are caused by a
physician who participated in the program and
which render the infant “permanently in need of
assistance in all activities of daily living.” (Va.
Code Ann. s. 38.2-5001 (emphasis added)).135

Given the narrow definition, it should not be sur-
prising that the program had received only ten

134 In 1992, California enacted a law limiting the liability of HIV vaccine manufacturers, research institutions, and researchers participating
in clinical trials of vaccines intended to prevent HIV transmission from a pregnant woman to her baby. (Calif. Health & Safety Code, s. 199.89)
Liability is expressly limited as in the Brown decision. The law does not preclude liability for negligence, gross negligence, or reckless, willful or
wanton misconduct, or for providing false information to the FDA.

135 Birth-related neurological injury was redefined in 1990 as “injury to the brain or spinal cord of an infant caused by the deprivation of
oxygen or mechanical injury occurring in the course of labor, delivery or resuscitation in the immediate post-delivery period in a hospital which
renders the infant permanently motorically disabled and (i) developmentally disabled or (ii) for infants sufficiently developed to be cognitively
evaluated, cognitively disabled. In order to constitute a ‘birth-related neurological injury’ ..., such disability shall cause the infant to be perma-
nently in need of assistance in all activities of daily living. This definition shall apply to live births only and shall not include disability or death
caused by genetic or congenital abnormality, degenerative neurological disease, or maternal substance abuse.” Va. Code Ann. s. 38.2-5001.
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claims by mid-1994,136 although the Virginia
State Medical Society had predicted at least 40
claims per year (118). Of these claims, seven were
awarded compensation, two were denied and one
was pending in August 1994.137

Claims against participating physicians and
hospitals must be brought to the program exclu-
sively. Physicians are protected against liability
for the injuries covered by the program (Va. Code
Ann. 38.2-508). The Virginia Worker Compensa-
tion Commission makes decisions on claims.
Physicians (primarily obstetricians) and hospitals
elect to participate in the program and pay an
annual assessment. Assessments on non-partici-
pating physicians have been suspended because of
surplus revenues in the compensation fund.

Florida
The Florida Birth-Related Neurological Injury
Compensation Act (Fla. Stat. 766.301 et seq.) was
modeled after the Virginia program. It has re-
ceived more claims, presumably because it de-
fines a compensable injury slightly more broad-
ly.138 The Neurological Injury Compensation
Association (NICA) had received 108 claims
through fiscal year 1993.139 Of these claims, 31
received an award, 42 were denied as noncom-
pensable by a judge (of which 4 were on appeal),
and 22 were denied by the NICA and pending ju-
dicial determination. Total awards, which are paid
throughout the child’s lifetime as expenses as in-
curred, are estimated to be about $73 million, with
about $5 million having been paid out.

It is not known whether either the Virginia or
the Florida program has had any effect on mal-
practice claims or insurance rates for obstetricians
in those states. In its recent report on defensive

medicine, the Office of Technology Assessment
speculated that the “subset of injuries is so small
and the link between these injuries and physician
practices so unclear, removing personal liability
for the specified birth-related injuries probably
has very little impact on defensive medicine and . .
. impact on malpractice premiums is unclear”
(195). No study has documented increased access
to obstetrical care, one of the goals of the Virginia
and Florida statutes.

ELEMENTS OF A NO-FAULT
COMPENSATION PROGRAM
If a no-fault compensation program for HIV vac-
cine-related injuries is desirable, it can be
constructed in different ways to suit different pur-
poses. If the choices made are already part of an
ongoing program, HIV vaccine-related injuries
might be added to that program. The following
pages summarize key elements of a no-fault com-
pensation program and how they might be adapted
to adverse reactions to HIV vaccines.

❚ Eligibility
The first question to be decided is who should be
eligible for compensation. Should the program be
limited to United States citizens or residents, or
should anyone who receives an HIV vaccine be el-
igible? In the National Vaccine Injury Compensa-
tion Program, people who are employed by the
Federal government, such as diplomats and mili-
tary personnel and their dependents, are covered
if they receive a U.S.-made vaccine abroad, like
all individuals who receive a vaccine in the United
States. Should the program cover foreign citizens
residing in their own countries who receive vac-
cine made by a U.S. manufacturer? Obviously, the

136 Eleanor Pyles, Virginia Office of Birth-Related Compensation Claims, Richmond, VA personal communication, Aug. 8, 1994.
137 Ibid.

138 “ ‘Birth-related neurological injury’ means injury to the brain or spinal cord of a live infant weighing at least 2,500 grams at birth caused
by oxygen deprivation or mechanical injury occurring in the course of labor, delivery, or resuscitation in the immediate post-delivery period in a
hospital, which renders the infant permanently and substantially mentally and physically impaired. This definition shall apply to live births only
and shall not include disability or death caused by genetic or congenital abnormality.” (Fla. Stat. 766.302(2)). Florida’s definition does not re-
quire that an infant require assistance in all activities of daily living.

139 NICA claims office, Tallahassee, FL personal communication, Aug. 8, 1994.
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broader the eligible population, the more expen-
sive the program. But if the program is to encour-
age HIV vaccine development for overseas use, as
in Africa and Asia, it may wish to include foreign
vaccinees, although potential liability claims
from foreign vaccinees does not appear to threaten
vaccine development. A different question may
arise as to what counts as a U.S. vaccine if the
company that makes it is owned or controlled by
a foreign company.

It is customary to fix a time within which
claims must be filed (a statute of limitations). Or-
dinarily, this would be several years after an injury
manifests itself. If adverse reactions to HIV vac-
cines are not expected to occur for many years af-
ter vaccination and if they are difficult to identify,
the first claims might not be expected for many
years after the program begins.

Programs have often distinguished between in-
vestigational and marketed products, reserving
compensation to those injured as a result of a mar-
keted product. If a compensation program is to en-
courage research, as well as provide compensa-
tion, it may wish to cover injuries to research
subjects. However, research-related injuries raise
special questions in most of the categories dis-
cussed below.

The National Vaccine Injury Compensation
Program was originally justified because it cov-
ered childhood vaccines required by law. An HIV
vaccine is not likely to be required for any specific
population, at least not in the near future. If a com-
pensation program covers vaccines that are rec-
ommended or voluntary, then it may set a prece-
dent for expanding the program to cover all
recommended or voluntary vaccines.

❚ Compensable Injuries
The question of what injuries to cover may be the
most difficult and the least capable of resolution
before an HIV vaccine acquires several years of
experience. Three threshold questions could be
answered sooner, however. The first is whether all
injuries should be covered, regardless of serious-
ness, or whether there should be a minimum level
of severity, defined in either physical or financial

terms. If the compensation program is to make
compensation more equitable, then, arguably,
even transient injuries should be covered. After
all, the less serious the injury, the less likely it is
to be compensated in the tort system. If resources
for compensation are limited, however, it may be
necessary to restrict compensable injuries to those
for which people are unlikely to be able to pay
themselves. This could be done by specifying the
particular injuries, by requiring injuries to be per-
manent or last more than six months, for example,
by covering only uninsured or unreimbursed ex-
penses, or by requiring that the injury cost more
than a minimum amount in medical expenses or
lost earnings or both. The particular choice might
be balanced with the amount of compensation
payable. More injuries could be compensated if
the amount of compensation per injury were lim-
ited. It should be recognized, however, that if in-
sured expenses are not covered, those costs re-
main with the health or accident insurer.

The second threshold question is whether to in-
clude HIV infection as a compensable injury. The
possibility that vaccine recipients might become
infected as a result of vaccination (because of en-
hanced susceptibility to infection, limited efficacy
of the vaccine, or a manufacturing defect) poses an
initial difficulty. If it is impossible to determine
whether a person’s HIV infection resulted from a
vaccine or from other causes, it might be impracti-
cal to include HIV infection as a compensable in-
jury. In many cases, it is likely to be quite difficult
to attribute HIV infection to lack of vaccine effica-
cy rather than risk behavior. On the other hand, if
HIV infection is the most common injury among
vaccine recipients, then a compensation program
that excludes HIV infection will compensate very
few people.

A third question is whether social harms, such
as discrimination in housing, employment, insur-
ance, and personal relationships, should count as
compensable injuries. Although compensation
systems have traditionally been limited to cases
involving physical injury for which someone
could be legally liable, social harms, including
lawful discrimination, may injure many HIV vac-
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cine recipients. Social harm also serves to distin-
guish HIV vaccines from other vaccines. It may be
difficult to determine whether discrimination re-
sulted from taking an HIV vaccine or from other
factors. At the same time, the cost of compensat-
ing lost earnings, housing, insurance, and even
personal relationships, may be no higher than
compensating similar losses resulting from per-
manent physical injuries.

Finally, injuries do not always appear in a
single episode. Thus, it will be necessary to deter-
mine whether adverse reactions that aggravate or
worsen existing health conditions should be com-
pensable. Some adverse reactions result in death,
although death may not be immediate. It may be
impossible to determine whether death resulted
from another compensable injury until more is
known about adverse reactions to HIV vaccines.

❚ Causation
If a compensation program is limited to injuries
that are caused by an HIV vaccine, then causation
must be determined. In the absence of a list of
compensable injuries (and no complete list will be
available immediately) and for injuries that do not
appear on such a list, a procedure for deciding
causation in individual cases is needed. Like tort
law, most compensation programs place the bur-
den of proving causation on the injured person. As
a practical matter, however, the injured person is
the least likely to be able to find the evidence need-
ed to prove causation. The same factors that make
a list of compensable injuries impossible may pre-
clude proving causation. Some presumptions
could be used to overcome this difficulty, such as
presuming causation for any injury that cannot be
explained by credible scientific or medical evi-
dence as caused by something other than the vac-
cine. Alternatively, a reduced amount of com-
pensation might be provided in some circum-
stances in which causation cannot be established.

The standard of proof, applicable to all require-
ments for compensation, affects decision making
about causation in particular. Most programs use
the preponderance of the evidence standard,

which may be the standard most favorable to
claimants. More stringent standards, like clear and
convincing evidence, may be too difficult to meet,
at least for many years. The standard of beyond a
reasonable doubt, ordinarily reserved for criminal
prosecutions and, in some states, for civil commit-
ment, seems inappropriate and probably would be
met very rarely whether one was trying to prove or
disprove causation.

The type of evidence that should be admissible
to prove or disprove causation may create prob-
lems. How much weight should be given to the
opinion of individual treating physicians? Should
epidemiological studies be admitted and, if so,
how might they inform individual cases? Should
the testimony of the injured person be sufficient to
prove causation or must it be corroborated? What
type of evidence should be required, permitted,
and excluded to prove causation of social harms?

❚ Compensation Benefits
The type and amount of compensation available
affect both the program’s attractiveness to poten-
tial claimants and its overall cost. If claimants re-
tain the option to file lawsuits as an alternative to
using the compensation program, then awards
may have to be reasonably comparable to those
available after litigation in order to attract claim-
ants away from court. Of course, other program
features, such as expeditious decisions, may offer
sufficient attractions, but they may not be fully op-
erational in the early years of a program.

Compensation may be provided for several
types of losses. Medical expenses are the most
common. These may include hospital and physi-
cian expenses, rehabilitative expenses, special
education, vocational training, behavioral thera-
py, case management, residential and custodial
care, medical and special equipment, adaptive
construction to refit a home, and travel expenses
related to obtaining care. It is difficult to justify
limiting most of these expenses, especially those
paid out of pocket. Many compensation programs
do not compensate expenses that are paid for by
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health or accident insurance.140 Whether such re-
imbursed expenses should be compensated de-
pends upon who should bear the ultimate loss, the
compensation program or the health or accident
insurer. If it is appropriate for the health insurer to
bear the loss, then the program might enroll the in-
jured person in a health insurance program (if not
already enrolled) rather than attempt to estimate
and compensate future medical expenses.

If any health care reform succeeded in provid-
ing universal health insurance coverage, then a
compensation program that did not cover insured
expenses would be able to minimize payments in
this category. It should be noted, however, that no
health reform proposal contemplates covering
long term care for permanent disabilities, so that
the compensation program might be expected to
do so.

Compensation for lost earnings is intended to
enable an injured person to pay daily living ex-
penses. Lost earnings can be calculated on the ba-
sis of an individual’s actual losses, which pays
high income people more than low wage earners,
or on the basis of a standard formula independent
of actual income. The use of actual losses is con-
sistent with tort litigation practice but generally
fails to compensate those who have no earnings,
especially women with children who are not in the
paid workforce. Standard formulas have been
used in the case of young disabled children who
will never be able to work, and could be applied to
others.

In the case of death, many compensation sys-
tems pay a fixed dollar benefit in lieu of other
forms of compensation. The size of the benefit va-
ries with the nature of the program, although it is
ordinarily less than the amount payable in the case
of permanent injury which is intended to provide
for living expenses. If the benefit were intended to
replace the earnings that would have supported the
decedent’s family, however, it might be calculated

in the same manner as lost earnings. If an injured
person who has received compensation for the in-
jury later dies, a death benefit could be paid or not,
depending upon the purpose of the payment.

Compensation for social harms could be lim-
ited to actual losses, such as lost earnings, medical
expenses that would have been covered by lost
health insurance (or the amount of a more expen-
sive policy, if obtainable), the increased cost of
housing, and similar expenses. Additional
amounts to compensate for any damage to one’s
reputation might also be considered, although
these could be included in non-economic dam-
ages.

Noneconomic damages are intended to provide
some compensation for the pain and suffering oc-
casioned by injury. In tort practice, such com-
pensation is often used to pay attorneys’ fees in
contingency fee arrangements, so that a plaintiff
can at least be reimbursed for out-of-pocket ex-
penses (although some fees can exceed the
amount of noneconomic damages). If attorneys’
fees are separately compensated, there may be less
financial need for non-economic damages. But
there may be reasons to compensate for pain and
suffering, especially in cases of permanent injury
and if the program intends to compete with litiga-
tion. Programs like the National Vaccine Injury
Compensation Program limit noneconomic dam-
ages to a maximum amount, presumably to con-
trol at least one program cost.

It is also possible to provide fixed-dollar bene-
fit payments in lieu of itemized compensation for
losses and expenses, as does the Radiation Expo-
sure Compensation Act (42 U.S.C. 2210 et seq.)
and the United Kingdom’s Vaccine Damage Pay-
ments Act (Current Law Statutes Anno. 1979,
Ch.17). Fixing awards at a uniform amount ob-
viously simplifies decision making and reduces
administrative costs, but it does not purport to
compensate for actual individual losses.

140Currently, some health insurance plans cover treatment for adverse reactions from investigative treatments. Other insurance plans, how-
ever, do not cover ordinary and necessary care that is required as a result of participating in an experimental activity such as a vaccine trial,
reasoning that the care would not have been required but for the experimental procedure (173).
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If claimants are permitted to be represented by
attorneys, then the program will have to pay some-
thing toward their attorneys’ fees, at least in the
case of those who cannot afford to hire an attorney.
Attorneys may be seen as necessary by claimants
who are unfamiliar with the system and unpre-
pared to prove causation. It may be cheaper to
grant attorneys’ fees to all claimants than to im-
plement an income or means test to determine
who can and cannot afford to pay themselves. The
amount payable for attorneys’ fees affects the
willingness of attorneys to represent claimants.
The amount can be determined on a case-by-case
basis by the decisionmaker. Although this re-
quires additional administrative time, there is pre-
cedent for determining what is reasonable. Alter-
natively, a fee schedule could be used if one could
be developed that was sufficiently flexible to ac-
count for variations in the type of cases expected
under the program.

❚ Mode of Payment
Traditionally, payments have been made in lump
sums which require predicting future losses and
reducing them to a present value. More recently,
periodic payments have been used to spread out
payments, reduce immediate costs, and minimize
the chance that the recipient will use or invest the
whole amount unwisely and be left indigent. An
alternative is for the compensation program to
purchase an annuity or pension that provides peri-
odic income to cover anticipated expenses. This
approach is generally less expensive than periodic
payments because the premiums are often less
than the total payouts. If annuities are used and the
injured person later dies, a decision will have to be
made concerning who—the program or the in-
jured person’s survivors—should be entitled to
any death benefit. As noted above, an alternative
to making payments for medical expenses would
be to purchase health or long term care insurance
for the injured person, which would function in
much the same way as annuities, although future
premiums would not necessarily be fixed at the
time of purchase.

❚ Decisionmaking Authority
A compensation program can be organized and
operated in many different ways. The most impor-
tant administrative decisions are who has the au-
thority to make decisions about claimant eligibil-
ity and awards, and how it is exercised. In the
administrative agency model, such as Social Se-
curity, the authority to make decisions is vested
with an administrative agency. Proceedings are
often informal and recourse is limited. An inde-
pendent agency or review board can perform the
same functions, as do some worker compensation
commissions. This may be preferred when there
is a reason to avoid linking compensation deci-
sions to a particular government agency.

Alternatively, decisionmaking authority can be
exercised by one or more federal or state courts.
Federal courts created under Article III of the U.S.
Constitution require a “case or controversy” as a
condition of jurisdiction, so that the decision mak-
ing process may have to have both a claimant and a
respondent or defendant, increasing the likelihood
of creating a litigation-like atmosphere. An Ar-
ticle I court, like the U.S. Court of Federal Claims
that hears National Vaccine Injury Compensation
cases, does not necessarily require an identified
defendant; the federal government is identified as
the respondent and is presumed to be the target of a
claim for payment. Special masters, like those
who decide cases in the National Vaccine Injury
Compensation Program, could be used to expedite
decision making in proceedings that are less for-
mal that court hearings. With respect to HIV vac-
cine related injuries, the simplest means of creat-
ing a compensation program may be to add HIV
vaccines to the list of vaccines covered by the Na-
tional Vaccine Injury Compensation Program.

The degree of discretion granted to decision
makers can affect the efficiency of the program.
The more specific the legislation governing the
program, the less freedom decision makers have.
Specificity is often used to prevent arbitrariness.
But it may also require frequent amendments to
the legislation to adjust to unanticipated problems
or changing conditions. If the administering



144 | Adverse Reactions to HIV Vaccines: Medical, Ethical, and Legal Issues

agency has the confidence of those who partici-
pate in the program, it might be granted the au-
thority to make regulations governing many ad-
ministrative procedures in order to reduce the
rigidity that detailed legislation can produce.

Many compensation programs specify time
limits for deciding claims in order to promote ex-
peditious decisionmaking. Speed and informality
may be a program’s main advantages over litiga-
tion. Realistic time limits depend upon the com-
plexity of the decisions to be made. More time is
required to establish causation where there is
scientific uncertainty than where there is clear evi-
dence. More time is required to prove what is
needed to compensate an individual when com-
pensation is calculated on the basis of actual
losses than when it is computed according to a
schedule. If time limits are imposed, then the pro-
gram should specify the consequences of exceed-
ing a time limit, such as automatic payment or de-
nial of compensation. Both alternatives can create
incentives to delay dispute resolution and can op-
erate unfairly in circumstances of unavoidable
delay.

Not everyone will agree with the decisions of a
compensation program. Should determinations of
eligibility and compensation be appealable? Ad-
ministrative programs ordinarily have an internal
review mechanism, with appeals possible in at
least some cases to the courts. The availability and
extent of appeals may take into account the
amount of compensation permitted by the pro-
gram and whether claimants have the option of
taking their case to court instead of the compensa-
tion program.

❚ Relationship to Tort Law
A compensation program can be an exclusive
source of compensation or an optional alternative
to tort litigation. If the program’s major goal is to
eliminate tort litigation, then exclusivity may be
preferred. If the program intends to make com-
pensation more equitable and also retain any de-
terrent effect, then making the program optional
may be preferable. The program could still be

made a required “first resort” that must be used be-
fore proceeding in tort.

Many compensation programs have a right of
subrogation that grants to the program any rights
that a successful claimant might have against a
third party who would be legally liable for the
claimant’s injuries. The program is then entitled to
sue the third party for reimbursement of the com-
pensation paid to the claimant. This both reple-
nishes the program’s funds for awards (although
the cost of litigation may increase other expendi-
tures) and shifts the cost of compensation (but not
administration) to the responsible party. This is
useful where it is beneficial to retain the link be-
tween responsibility for injury and financial loss.
As a practical matter, however, proving that a third
party is liable is difficult in vaccine cases, and is
likely to be especially difficult in HIV vaccine
cases, so the opportunities for subrogation may be
limited.

❚ Conditions on Program Operation
When the effects of a new program are uncertain,
the authorizing legislation sometimes limits its
period of operation with a sunset clause. If at the
end of the time period the program is operating
successfully, it may be reauthorized; if not, it may
expire without doing further damage. Continued
authorization may be contingent on the occur-
rence of certain conditions, such as the initial or
continued marketing of an HIV vaccine or pricing.
For example, the program might be continued
only if an acceptable vaccine remains on the mar-
ket and its price does not exceed a specified
amount, or only if vaccines are sold to government
at below-market prices for distribution to indigent
persons.

If the costs of the program are not reasonably
predictable when it begins operation, the continu-
ation of the program may be made conditional on
the availability of funds for either administration
or compensation or both. A program that risks ter-
mination, however, may be unable to attract suffi-
cient support to achieve its goals.
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❚ Financing
A compensation program may be financed by so-
ciety as a whole, by those who produce, sell or ad-
minister the vaccines that result in injury, or by
those who purchase or benefit from the vaccines.
Compensation may be funded from the same or
different sources as administrative expenses. Fi-
nancing by society generally means government
funding from general tax revenues. The feasibility
of such funding may depend upon budget limita-
tions. If the program wishes to incorporate an ele-
ment of risk deterrence, then it may prefer to have
those who produce vaccines fund the program.
This can be done by levying a tax on each dose of
vaccine sold or distributed or by assessing vaccine
makers according to the awards paid that involve
their vaccines. In this way, vaccine makers retain
some financial responsibility for the injuries
caused by their vaccines, but are relieved of the
burden of litigation. Of course, some or all of the
assessments or taxes will be passed on to vaccine
purchasers as part of the vaccine price. Where
government buys significant quantities of the vac-
cine, government will bear a significant share of
the ultimate cost of the compensation program.

❚ Supplements to Compensation
Programs

Compensation programs deal only with compen-
sating injuries. They do not prevent injuries.
Thus, if a no-fault compensation system supplants
all or part of tort liability, other mechanisms must
be in place to prevent or deter avoidable risks.

ALTERNATIVE INCENTIVES FOR HIV
VACCINE DEVELOPMENT
Compensation programs deal with the conse-
quences of vaccine use after a vaccine is devel-
oped. By themselves, they cannot guarantee that
any vaccine is developed. Thus, if HIV vaccines
are insufficiently attractive to private industry for

reasons of the difficulty and expense of research
or an unrewarding market, other initiatives will be
necessary to encourage vaccine development
(100).

An Institute of Medicine committee, formed to
study ways to foster U.S. industry participation in
vaccine development for the Children’s Vaccine
Initiative, concluded that the most significant dis-
incentives to producing new and better vaccines
primarily for use in the developing world were the
cost of research and clinical trials and the expected
limitations on the price at which vaccines could be
sold (121).141

The Committee recommended that the fderal
government create a National Vaccine Authority
to support new vaccine product development
(121). This type of initiative could be used to fos-
ter research and development of HIV vaccines. A
National Vaccine Authority or similar entity could
provide grants to private industry to develop HIV
vaccines. It could also reduce the risks and costs to
industry by establishing product development
programs, production facilities to make investiga-
tional vaccines for clinical trials, and assistance in
complying with FDA regulations. In addition, the
authority might arrange procurement contracts to
create a guaranteed market for approved vaccines.
Estimates of the annual operating costs of a Na-
tional Vaccine Authority ($55 to $75 million) for
all vaccines, including HIV vaccines, are about
the same as estimates of annual future compensa-
tion awards for the National Vaccine Injury Com-
pensation Program (about $60 million).

California created a research assistance pro-
gram to provide grants to California vaccine mak-
ers to test candidate HIV vaccines in clinical
trials.142 In order to ensure a market, the state also
agreed to purchase a minimum number of doses of
an approved HIV vaccine from a California HIV
vaccine maker and to subsidize the price of vac-
cines to guarantee a price of $20 per dose. Estab-
lishing a purchase price before a vaccine has even

141 The author served as a member of that committee.
142 See State Compensation Programs above.
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Mechanisms for Increased collaboration and Information sharing among vaccine researchers to increase productivity
and expedite research.

Simplification of collaborative arrangements between government and industry researchers.

Expanded access to preclinical nonhuman animal models for testing investigational vaccines.
■ Tax deductions or credits for Investments in vaccine development,

■ Expedited review by the FDA of  applications for vaccine licenses.

■ International harmonization of national vaccine Iicensing standards.

■ Expanded patent protection for approved vaccines.

■ Guaranteed purchases of vaccine supplies by government,

■ National coordination of vaccine research and distribution policies. —

SOURCE: Office of Technology Assessment, 1995

been tested in field trials is difficult. A future li-
censed HIV vaccine might be sold at a more than
$20 per dose, and vaccine companies may be un-
able or unwilling to agree to any specific price be-
fore a vaccine is approved. Nonetheless, such ef-
forts are examples of policy innovations that
might be considered, with appropriate modifica-
tions, at the national level.

Other actions, such as those listed in Table 4-6,
may facilitate scientific research or encourage
HIV vaccine development. Although beyond the
scope of this report, they target specific points in
the vaccine research and development process and
are likely to have a more direct effect on HIV vac-
cine development than future compensation pro-
grams.

❚ Conclusion
The initiatives supporting vaccine research and
development recognize that neither limitations on
liability nor compensation for injury can produce
new HIV vaccines. It is not clear that a new com-
pensation program is needed to abate fears of li-
ability on the part of most companies engaged in
HIV vaccine research. A compensation program
cannot guarantee that important research will be
done, that new products will be brought to market,
or that any new products will be affordable to
those who need them.

This is not to suggest that a compensation sys-
tem should not be considered. But a compensation
program can and should be adopted on its own

merits. Society might feel an ethical obligation to
compensate those who take an HIV vaccine in an
effort to abate the epidemic. Even if society does
not feel an ethical obligation itself, it might con-
clude that compensation is nonetheless desirable
as a means of rewarding those who suffer adverse
reactions in an effort to prevent the continuing
spread of HIV infection and the tragic toll of
AIDS. The reasons for providing compensation,
however, should be carefully considered in light
of their application to other types of injuries.

It will be especially important to consider why
people who have adverse reactions to a vaccine to
prevent HIV infection or progression to AIDS
should receive special compensation when people
who have adverse reactions to drugs like Zidovu-
dine, ddI and ddC, do not. Special compensation
for HIV-negative people may give the appearance
of social indifference to the needs of people living
with HIV infection. A public debate about the jus-
tification for compensating specific injuries may
offer a valuable opportunity to reconsider the
ways in which responsibility for injuries and ill-
nesses of all kinds should be allocated.
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