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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 by

of any future vaccine to prevent AIDS (170). Wendy Mariner
In spite of decades of debate and several changes in state and Boston University

federal laws, the controversy over liability for vaccine injuries School of Medicine

has never been put to rest. In part, this may be because whether or and School of

how liability affects vaccine development has not been, and per- Public Health

haps cannot be, measured empirically to reach reliable answers. Boston, MA

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 | 79
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be responsible for ensuring the production oftompensation programs. The choice of system de-
products that benefit society by preventing dispends upon the goals to be accomplished by com-
ease? Who should be responsible for injuries repensation. A threshold decision, therefore, is the
sulting from such products? Reasonable peopleeed for or desirability of compensating injuries.
may answer such questions quite differently. Eve®bviously, if there is no need to compensate inju-
if they temporarily agree on a practical solution tories, there is no need to establish a compensation
a specific problem, the underlying political andsystem. This section describes the reasons most
ideological differences resurface with each newcommonly put forth for compensating injuries.
product that promises social benefit. Today they
appearina new debate over Whether liability MaXEASONS FOR COMPENSATING
deter companies from developing and marketmngJLJRIES
new vaccines to prevent HIV infection or progres- i ) ] ] ]
sion to AIDS. Injuries give rise to both physical and financial
This chapter examines whether alternative inl0Sses, as well as emotional turmoil. The injured
jury compensation systems may facilitate the deP€rson inevitably bears the physical conse-
velopment and marketing of new vaccines to preduénces. Financial losses, however, may be
vent HIV infection or AIDS. The first section of Shifted to someone else by requiring that party to
this chapter summarizes the possible goals dfompensate the victim with moné¥hese are the
compensating people who experience adversgnly choices available with respect to financial
reactions to HIV vaccines. The second section rd0Sses: leave them where they lie (with the injured
views several factors that may deter private comP€rson), or transfer all or part to someone else.
panies from developing an HIV vaccine and the/Vith every type of injury, therefore, the question
possible influence of potential liability. The third &rises whether the financial losses should be
section reviews basic concepts of tort liability ap-Shifted to someone else, and, if so, to whom. Com-
plicable to personal injury and how they might apPensation for injury has been justified for eco-
ply to an HIV vaccine. The final section of this NMic, philosophical or ethical, and pragmatic or
chapter considers alternatives for compensatin§ocial policy reasons.
adverse reactions to HIV vaccines and how they
might affect the goals of HIV vaccine develop- [] Economic Reasons

ment and equitable compensation for injuries.  gcqnomists and legal scholars have argued both

for and against compensating the victims of injury
RESPONSIBILITY FOR INJURY AND to achieve economic efficiency (26, 51, 80, 104,
COMPENSATION 161). The general idea is to minimize the total so-
Compensation systems can be classified into fousial costs of injury or maximize net social utility,
broad categories on the basis of their organizatiortaking into consideration both the benefits of a
al structure and the mechanism for determiningroduct or activity and the injuries it produces. Al-
who is entitled to what kind of compensation forthough opinions vary on what should be the opti-
what injuries and from whom: tort liability sys- mal model, none necessarily requires that the
tems, voluntary contractual arrangements, publionumber of injuries themselves be minimized. For
and private insurance systems, and administrativexample, 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 theThat question is more often answered with refer-

injuries. ence to moral arguments about who should bear
Many conceptions of economic efficiency areresponsibility for the consequences of injury.

difficult to apply in practice. Models based on per-

fect competition may not take into account how[] Ethical Reasons

buyers and sellers behave in an imperfect worldy,;, compensation has long been justified as the
Not everyone necessarily agrees on what counts ?r#oral duty of those who are responsible for caus-
a benefit or a cost, especially where benefits ang, ;

injuries fall on quite different segments of the PPy, a4is for legal liability in tort (59). Principles of

“'a“P”- . . justice derived from the works of such diverse
It |S_frequently assu_m_ed_that companies can ingcnolars as Kant, Bentham, and Locke support
ternalize the costs of injuries (recoup COMPeNsgsqmpensation for injury caused by an identifiable
tion payments) by raising the prices of their prOd'entity.
ucts, thereby spreading the costs over a large there js however, room for debate on what
population. Even if compensation costs cannot beq,nts as causing injury and the circumstances in
fully recouped from sales, the loss experienced by ich moral responsibility for injury, and there-
the company is relatively small when compareq, e compensation, should be ascribed. Depend-

with the loss an uncompensated individual woulc|ng upon the circumstances, compensation may
suffer. Compensation then serves to spread the.. ’

costs more equitably. ) S

When injuries are frequent or severe enough ter- _morally required, so that not providing it is un-
require a company to pay substantial costs that JUSt _ _
threaten its continued viability, it is ordinarily be- 2- morally desirable as an act of virtue, but not
lieved to be more economically efficient for a  Morally required; or _ _
company to make the product safer, if possible, op: N0t morally required and possibly unjust.
cease producing the product. Some commentators Swazey and Glantz offer a useful paradigm to
have argued that this is economically inefficient ifdescribe why society may apply different moral
the product produces a significant social benefitules to different injuries (179). They argue that
(79). In theory, such an imbalance should not ocsocial conceptions of moral or ethical obligations
cur because the product’s price should reflect itso human research subjects may vary depending
social benefit. upon whether the subjects are seen as victims, he-

Economic analyses of loss allocation have intoes, or contractorsVictims are characterized as
fluenced thinking about the nature of compensathose who have been misused or injured without
tion, but have rarely been decisive on the questiotheir conser®t(9). They may be especially vulner-
of whether compensation should be paid a# all.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. Victimscipient can decide whether or not to accept it, the
have a strong moral claim to compensation, espeasontract is fair. In moral discourse, society has, at
cially where society has facilitated the research obest, a privilege to compensate such persons as an
benefited by the use of a product (42, 200). act of charity, and not doing so is not unjust.
Heroes, in contrast, are seen as willing volun- The view based on autonomy can be criticized
teers who assume risks in order to accomplish an two grounds. First, it may be wrong to believe
goal, ordinarily for someone else’s sake (179)that consent to assume the risks of vaccination
Since heroes are not supposed to seek any rewardicessarily includes consent to assume the finan-
there is no obligation to compensate them. At theial costs of injury. Indeed, it may be unfair to ask
same time, society may wish to reward them volanyone to assume such costs if the injury is severe.
untarily for their heroic efforts. Second, as a practical matter, one may question
Contractors are often seen as businessmamhether the contract can be made on fair terms.
striking a bargain (179). As long as the bargaining'he ideal of voluntary, understanding, informed
process is fair, contractors may be entitled to n@onsent is not always achieved in practice, espe-
more than they bargained for, and may be seen aglly in a research setting (10, 92).
seeking an unfair advantage if they later demand We do not yet know whether people who take
more. Thus, for example, those who voluntarilyan HIV vaccine will appreciate the consequences
buy a product without initially contracting for of their decision. In particular, we do not know
compensation may have little, if any, moral claimwhether people would consent to waive com-
to it later. pensation for injury because they are rarely given
This paradigm offers some insight into why the option of compensation. Most research studies
some people may view entitlement to compensaadvise potential subjects that compensation is not
tion for vaccine-related injuries so differently. available. People who take vaccines are rarely ad-
Those who focus on principles of distributive jus-vised that their consent will be deemed to be an as-
tice view vaccine recipients as benefiting societysumption of the risks of financial loss. Of course,
by preventing disease transmission. In this viewpeople take many risks from driving automobiles
injured recipients who are perceived as victims aréo white water rafting for which no one else is fi-
morally entitled to compensation and not provid-nancially responsible.
ing it would be unjust. Recipients who are per- Tort law has taken a somewhat broader view of
ceived as heroes, such as subjects of researcheantitiement to compensation by basing it on re-
clinical trials, have a lesser claim, but compensasponsibility for injury. In 1951, Glanville Wil-
tion is a morally desirable act of caring for thosdliams identified four possible goals of tort law im-
who benefited society. posing liability for personal injury: 1) justice
In contrast, those who focus on respect for pertimposing the cost of injury on the one who causes
sons and autonomous choices may perceive vait); 2) compensation (replacing the victim’'s
cine recipients as contractors with no moral claimosses); 3) deterrence (creating disincentives for
to compensation. In this view, the recipient hassocially undesirable activity that could result in
agreed to assume the risks of vaccination (and ha®rsonal injury); and 4) appeasement (assuaging
received its benefits), and providing compensathe victim’s desire for vengeance through com-
tion would be wrong because it does not respegiensation) (210). Most discussions of tort liability
the subject’'s autonomous choice. This is the effegoals have used the same or a similar formulation
of informed consent in tort law. A person who hag59, 142). Although justice may provide tort law’s
agreed to vaccination with knowledge of any atprimary moral justification, compensation and
tendant risks (including the possibility of un- deterrence are its most commonly recognized
known risks) is not entitled to compensation if afunctions.
disclosed risk materializes to hisinjury. Aslongas Sunstein has noted that traditional principles of
the initial contract discloses the risk so that the reeompensatory justice have found compensation
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appropriate when: 1) “[tlhe event that producedan unfair burden of liability for injuries that
the injury is both discrete and unitary”; 2) “[tjhe should not be compensated or are compensated
injury is sharply defined in time and in space”; 3)excessively through product liability claims. If
an identifiable defendant has clearly caused theompensation costs less than litigation, society, as
harm suffered by an identifiable plaintiff; and 4) well as manufacturers, may benefit by reducing
the harm is not attributable to some third party ofitigation expenses. If liability deters the produc-
to “society’® (177). He argues that these criteriation of socially beneficial products, society may
are not well suited to affording justifiable com- benefit from the availability of those products if
pensation where the relevant harm cannot be cothey are produce?l.
nected to a discrete event, where there is scientific Compensation and liability appear to be linked
uncertainty, where the risk is shared or collectivein discussions of vaccine-related injuries because
or where the defendant has an ambiguous relatiasf a general sense that injured vaccine recipients
to the harm, as in environmental hazafrds. deserve compensation, but that vaccine producers
Current tort law would not readily accommo- should not be responsible for paying compensa-
date compensation for increased risks rather thatwon for all the injuries. Compensation can be jus-
actual injuries. This has obvious implications fortified on the ground that society benefits from re-
injuries to those who are vaccinated because afuction in disease and those who are willing to
possible uncertainties about the cause of some ifpin the disease prevention effort should be com-
juries and the degree to which any risk may haveensated if injury results, perhaps even if the inju-
been avoidable. It suggests that there may be somies were unforeseeable. This would grant com-
circumstances in which compensation should beensation in many cases in which tort principles
provided even if it would not be granted under tortwould deny compensation.

principles. The fact that injury compensation can be justi-
fied, and is even desirable, however, does not an-
[ Social Policy Reasons swer the question of who should be responsible

Compensation for vaccine-related injury has beef"” cOmpensating the injury. If compensation is to
e provided beyond that currently permitted under

seen as a pragmatic solution to a social probleny. ¢ princil hould th ) d
That social problem is sometimes characterized grt principles, shou € vaccine producer, gov-
rnment, or someone else be responsible?

unfairness to those with vaccine-related injurye

who suffer significant financial losses as well as

physical and emotional damage and who have neOCIAL GOALS OF ALLOCATING
legal claim to compensation from others. comRESPONSIBILITY FOR INJURY

pensation may benefit society as a whole if injudf compensation is warranted for all vaccine-re-
ries are deterred and injured persons are adequatated injuries that are not caused by negligénce,
ly provided for. More commonly, the problem is the central questions are: who should provide the
seen as a means to relieve vaccine producers froommpensation, 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 mayor it might discourage vaccine development en-
be structured to help achieve one or more of thérely.

following goals: In theory, the key goal of responsibility for in-
d’yry is deterrence: to provide an incentive to pro-
duce products of acceptable quality and to deter

2. to assure the marketing and distribution of af€ Production of products with avoidable risks.
HIV vaccine: But the degree to which responsibility for injury

3. to assure the marketing and distribution of afctually promotes product safety and effective-
HIV vaccine at a reasonable cost to users:  N€SS IS debatable and difficult to verify (20, 61,

4. to assure the use of HIV vaccine to prevent HIVE78)- Other mechanisms, such as the U.S. Food
infection or the development of AIDS: and Drug Administration (FDA), may achieve the

5. to assure compensation to persons injured asgggl equaIIIy yv_ell_. iol dict the d
result of an HIV vaccine: urrently, it Is Impossible to predict the degree

6. to minimize the total social costs of HIV vac- ©© Which either FDA regulation or potential re-

cine development, marketing, and injuries; andspor,‘s'b'“ty for injury may affect an HIV vac-
7. to minimize the total social costs of HIV infec- ¢'N€S safety and effectiveness. Some would argue
tion, including prevention and transactionthat’ in the absence of such knowledge, responsi-

costs bility should be retained. Others would argue that
’ it should not because it may discourage producers
It should be noted that none of these goals cafiom developing or marketing any vaccine. This
be achieved solely by assigning responsibility (0Olissumes that producers who are otherwise willing
liability) for injuries. Rather, by assigning respon-and able to develop a vaccine would refuse to do it
sibility to different parties, society may encouragei they retained financial responsibility for ad-
or discourage progress toward specific goals. Th@erse reactions. As discussed in the next section of
ways by which the allocation of responsibility af- this chapter, it may be impossible to confirm or re-
fects progress towards each of these social goalsfigte that assumption, although HIV vaccines de-
described below. velopment has not been halted by the potential for
liability.

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

[J Development and Marketing _ _
The first two goals—HIV vaccine development  Reasonable Vaccine Costs and Vaccine

and marketing—might be achieved by assigning US€
financial responsibility to government, the pro-The third and fourth goals of allocating responsi-
ducer, or the injured person. The choice dependsility for injury—offering vaccines at a reason-
upon who is to develop and market vaccines andble price and assuring vaccine use—address the
how responsibility for injury affects their deci- need for access to HIV vaccines. The obvious pur-
sions. pose of developing an HIV vaccine is to prevent
The federal government has both funded andHlV infection and stop the AIDS epidemic. A safe
conducted HIV vaccine research and might asand effective vaccine must not only be produced,
sume responsibility for product development, ifit must be used by those at risk for HIV infection.
not marketing. It is more likely, however, that theUnless an HIV vaccine is to be given away free to
private sector, which has also conducted vaccinanyone who wishes it, the cost to vaccine purchas-
research, will pursue product development aners, whether private individuals or government
marketing, as it has in the past. Responsibility foentities, must be affordable. If the cost of injuries
injury might encourage the type of vaccine desiredlrives the price of vaccine too high, it will not be
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used!OIn that event, it may be cheaper (in theory)] Minimizing Vaccine and Injury Costs
to rely on behavioral education to help prevenit responsibility for injury is to be allocated so as
some modes of HIV transmission. Thus, if re-;q provide compensation to injured people, then
sponsibility for @njury causes producers to set anpe responsible party may be selected so as to
unaffordable price on vaccines, many people maychijeve the sixth social goal—to minimize the to-
not be able to obtainit. _ _ tal social costs of vaccine development and mar-
On the other hand, if individual vaccine recipi- keting and the costs of injury. This takes into ac-
ents must bear the financial burden of adversgoynt the fact that injuries do impose costs on
reactions, then they may be unwilling to use thgndividuals, even though they may be less visible
vaccine. Either result undermines the goal of vacyg society than the costs reflected in the price of
cine distribution and use. One alternative for 9oVproducts.
ernment is to limit the price at which vaccine is  often this goal is erroneously invoked by those
sold, either by negotiating government prices withyho wish to achieve the narrower objective of
producers or by legislation limiting prices. HOW- minimizing the costs to one participant in an en-
ever, vaccine makers may be unwilling to producgjeayor. For example, if only the costs to manufac-
a vaccine that is subject to such price limitay,rers were recognized, limiting liability and com-

- 11 -

tions: pensation would reduce manufacturers’ costs.
The remaining injury costs would not disappear,

[0 Compensation for Adverse Reactions however; they would rest with injured people or

Responsibility for injury may be allocated so as tg9°vernment. If government wishes to minimize
achieve the fifth social goal—to provide com- its own costs, then it would ordinarily impose fi-

pensation to those injured in the most efficientN@ncial responsibility on vaccine producers.
fairest or least costly manner. If the goal is to 1OWever, if the price of vaccine rose higher than
spend the fewest dollars on injuries, then thdl® COSt to government of providing compensa-

choice might be to leave injured people to pay fopon,_ and gover_nment purchased a S|g_n|f|cant pro-
their injuries. This would avoid any administra- POrtion of vaccine, governmentwould incur much

tive or transaction costs associated with transfef2f the cost theoretically imposed on producers.
fing compensation to the injured, but not the bur- € 1east costly option would depend upon wheth-
den on injured persons. This option has little€" government controlled the price of vaccine, ei-

appeal because the financial costs of injury ard'er by regulation or negotiation.

sometimes more than one person can bear. Italso = . . . i

seems unfair to the individuals when society as & Minimizing Total Social Costs of HIV

whole benefits from the vaccine’s use. Moreover, Infection

if responsibility for injury has the effect of deter- The seventh goal of responsibility is to minimize
ring injuries, then requiring compensation may rethe total social costs of HIV infection. In assessing
duce total costs by reducing the number of injuthe social costs and benefits of HIV vaccine devel-
ries. It may be more efficient to spread the cost obpment, production, and distribution, all of the so-
injuries across the population of vaccine users ocial costs of HIV infection should be taken into ac-
the larger society by making government or vaceount. Society is already paying a high price, in
cine producers financially responsible. 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.
111t 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-an HIV vaccine, raises questions of fairness to
over, current efforts to prevent HIV transmissionpeople with similar injuries caused by something
also impose social costs. The benefits to be gaineglse. A compensation system limited to persons
by preventing additional disease are likely to outwith adverse reactions to an HIV vaccine invites
weigh the costs of vaccine development, marketthe question why people living with HIV infection
ing, and injury compensation. If so, then the queser AIDS (or any other illness or injury, for that
tion is how to allocate responsibility for injury in matter) should not be compensated in the same
order to maximize those benefits and minimizemanner.

those costs.

POTENTIAL DETERRENTS TO HIV
[J Conclusion: VACCINE DEVELOPMENT

Any system for assigning responsibility for injury As the first section of this chapter illustrates, who
that satisfies one goal may undermine another. F&hould bear responsibility for adverse reactions to
example, a system that minimized the costs ofIV vaccines depends upon the goals of HIV vac-
compensation to vaccine makers might encouragene development and compensation for injury
vaccine development, but also reduce incentiveand how responsibility for injury may affect vac-
to limit potential safety risks, and result in morecine producers’ decisions about vaccine develop-
injuries. A system that provided generous comment. If society intends to rely on the private sec-
pensation to all injured parties might achieve thdor to develop and distribute an HIV vaccine, then
goal of equitable compensation, but might be togrivate sector attitudes toward responsibility for
expensive for many companies that societyinjury must be considered. If private companies
wishes to attract to vaccine development taare unwilling or unable to distribute an HIV vac-
achieve other goals. Government assumption afine if they are charged with responsibility for in-
responsibility for compensation might conflict jury, then arguments that thslpouldhave that re-
with other goals to minimize government expen-sponsibility will not suffice to produce a
ditures or to fund other important programs. Thevaccinel? If, on the other hand, responsibility for
amount of compensation may also affect the pricenjury has little impact on their decisions, then
of marketed vaccines. At some point, high pricegeven elimination of responsibility for injury will
may deter potential vaccine recipients from takinghot improve the prospects for private sector vac-
the vaccine. Systems that discourage either vacine development.
cine development or vaccination may work This section examines the degree to which legal
against the goal of preventing HIV transmissionresponsibility or liability for adverse reactions
and disease. might affect private companies’ decisions wheth-
Most important, any system that limits com-er to develop and market an HIV vacciidJn-
pensation to injuries from one specific cause, likdortunately, there is no empirical evidence that of-

12f 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 199Defeotive Medicine and Medical Malpractid®5), 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 HeDA approval; whether the market for the product
epidemiologic studies of the effect of liability like is likely to support a price that will cover the costs
those ordinarily required to prove vaccine risks.of development and marketing and still produce
Inferences might be drawn from past behavior buan acceptable profit; the likely length of patent
are highly speculative because the reasons undgjrotection that will preclude other companies
lying decisions about research and marketing arfom marketing a similar product and competing
not independently verifiable. The available evi-on price; and whether other potential investments
dence consists largely of anecdot®nalyses of  and products are more likely to produce the same
the effect of liability have been forced to rely ong, higher profit (82, 121, 194).
inferences from history and assumptions based on |t seems logical that potential liability for prod-
logic (and sometimes ideology). _uct-related injuries can influence decisions about
Companies in private industry necessarilyynether to pursue developing a specific product.
make choices about what business to pursue aRfjhether that influence becomes significant de-
what produc.ts to make. Because new bl0|09|.C a_nﬂends on its relative weight compared with other
pharmaceutical products require a substantial in,ctors; especially the scientific and technical fea-

vestment of both time and money, choices by;pijity of HIV vaccine development and its ex-
companies in the pharmaceutical and biologic in

pected financial return compared with alternative
dustry may have long-term consequences for thelﬁvestments.
product line (194).

An initial fundamental decision is whether to L . L
invest in the production facilities and equipment,J Scientific and Technical Feasibility
as well as human expertise, necessary to produdéie major obstacle to developing an HIV vaccine
an HIV vaccine. Factors influencing such a deciis HIV itself.1> Despite remarkable advances in
sion include: whether the company already has (gcientific knowledge about HIV, too little is
has access to) adequate facilities that can be uskgown about how to produce an immune response
or adapted for HIV vaccine purposes or financiain human beings that would protect against infec-
resources to construct such facilities; whether extion or development of disease to be assured that
isting or new facilities can be used or adapted t@n effective vaccine can be produced in the fore-
other purposes within the company’s business iseeable futuré® For example, it remains unclear
vaccine development is unsuccessful; whether theow to protect against multiple or mutating strains
company has sufficient regulatory and clinicalof HIV, how to prevent mucosal infection or infec-
trials expertise, as well as financial resources, ttion through sexual contact in addition to infec-
pursue testing an investigational product in clini-tion through the blood stream, whether cell me-
cal trials with human subjects and applying fordiated immunity is required in addition to

14Two 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.

15The journaBciencesurveyed “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-vaccines made by different companies. This re-
fection mediated by both cell-free and cell-quires the cooperation of different companiesin a
associated virus can be prevented. Moreover, it isighly competitive industry. The difficulty of
not known whether a vaccine that does not preversharing technical information while protecting
initial infection by the virus could prevent the de-trade secrets and patents may make such joint ven-
velopment of disease and reduce or prevent activeres unattractive to some companies. Moreover,
HIV transmission to others. Promising research igroducts that are developed in collaboration with
beginning to answer such questions, but, historigovernmental agencies, such as the National Insti-
cally, it has been especially difficult to developtute of Allergy and Infectious Diseases (NIAID)
vaccines to prevent viral infections—and HIV is or the National Cancer Institute (NCI), may give
an extraordinarily complex virus (99). rise to disputes over patent ownership, such as that
In April 1984, Secretary of Health, Education between Burroughs-Wellcome Co. and National
and Welfare Margaret Heckler optimistically an- Institutes of Health’s (NIH's) licensee, Barr Labo-
nounced that an HIV vaccine would be ready fokatories, over Zidovudine (AZT) (55). Some com-
testing in 1986 (151). A decade later, the scientifiganjes prefer not to collaborate with the NIH be-
community may not be much closer to developingayse of the constraints imposed by its
an effective vaccine, although it may better under«easonable price” requirements.
stand why. The difficulty of determining the pre-  another technical barrier is the need for dedi-
cise mechanism by which the virus might beécateq product development facilities to produce
neutralized in human beings may discourage comyaccines. These must comply with FDA regula-
panies from mounting the research effort that igjons specific to biologics, are estimated to cost as
likely to be required to solve the problem. much as $10 million to construct, and may have to
Other technical considerations may affect vacyg ypdated periodically (121). They also must in-
cine development decisions. On the plus side, thg,de expensive ongoing production and quality
technologies used to produce new recombinariontro| processes conforming to Current Good
vaccines may be adaptable to other promisingjanyfacturing Practice (CGMP) to ensure the po-
products, like diagnostics (192). New recombi-tency and purity of each batch of vaccine. The cost
nant vaccines can be produced in large quantitiest conducting large field trials has also been cited
and, because they are usually stable for long perjs a major obstacle to vaccine development (121).
ods, are generally less expensive to produce tharyrge research-based vaccine manufacturers have
other biologic products. At the same time, vacan advantage in these respects, since few small
cines pose numerous technical challeddei-  piotechnology companies have large production
mal testing requires special facilities and moneyacilities or clinical field trial capabilities. Those
to maintain the animals. Finding a suitable adjuthat can get the financing may prefer to pursue
vant to enhance the immunogenicity of a candiproducts with a higher probability of success.
date vaccine has already proved difficult. Candi- It is encouraging that almost thirty candidate
date vaccines produced from laboratory adapteH||V vaccines are currently being tested in Phase |
strains in cell lines may not protect against otheand Il clinical triald8 (207). According to public
HIV strains that infect human beings in the realreports, most of these vaccines have been well tol-
world, that is, field isolates. erated and have produced few side effects so far,
One way to increase the effectiveness of vacwhich supports predictions that they should be
cination may be to combine two or more candidateeasonably 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- Some AIDS researchers argue that it would be
vent HIV infection or disease progression in a sigworthwhile to proceed with the candidates that
nificant proportion of human vaccine recipientshave already been tested, even if they are not ex-
remains to be seen. Indeed, the reported results grected to prevent disease transmission or progres-
somewhat discouraging so far (34, 100). sion in most recipients. They point out that some
Phase Il trials, in which vaccine efficacy canlives could be saved even if the vaccines are effec-
be studied, remain in the proposal stage, withive in only 30 percent of recipients or if they re-
some companies and prospective study populaiuce (while not eliminating) clinical disease or the
tions eager to begin large field trials with the canvirulence of the virus and its likelihood of trans-
didate vaccines that have completed phases | amaission to others! This is of special concern in
Il trials (3, 133). In late 1993, NIAID expected to countries with rising rates of infection, such as
begin Phase Il trials between 1994 and 1998, “aghailand, Uganda, and Zaité.
soon as promising candidates are available,” and Others would prefer to concentrate on develop-
awarded two contracts to administer feasibilitying new vaccine candidates with greater promise
studies and multi-site phase Il trials both in theof effectiveness. They argue that using the tested
United States and abroad (122). On June 17, 199dandidates for immediate Phase Il field trials
however, an NIAID advisory committee voted to could delay or deter the development of a more ef-
delay phase Il clinical trials of the two vaccine fective vaccine. The logistics of organizing a large
candidates that have proceeded the furthest ifield trial, especially overseas, are formidable (al-
clinical testing (40, 125% Committee members though perhaps less expensive than in the U.S.),
were not convinced from prior test data that thes@nd it may be difficult to use the same population
candidate vaccines could prevent HIV infection infor more than one vaccine. The combined difficul-
enough people to warrant their use in alarge Phagg and expense of mounting such trials may deter
[l field trial. UItImater, NIAID recommended some Companies from |aunching a later trial if
proceeding with efficacy trials only if and when gnother vaccine has already been tested and ap-
more compelling data could be produced. This igrgyed.
likely to delay such trials for one to three years Researchers at a November 1994 meeting on
(125)20 ] -~ Advances in AIDS Vaccine Development spon-
~Regardless of the merits of the specific vaCygred by NIAID heard additional discouraging
cines at issue, the decision not to go forward with,q\ys (126). Newborn monkeys who received a
phase Il trials in 1994 may send a discouraging,romising prototype simian immunodeficiency
signal about the difficulty of surmounting the (g)v/) vaccine derived from live attenuated virus

scientific obstacles to developing a suitable vacgyhipited symptoms of SIV disease and one
cine.

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.

20This 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 Ill trials.

21such 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 develo@nce and government agencies which purchase
HIV vaccine using a similar model. In addition, vaccine for distribution to individuals. The paying
eighteen human research subjects who receivadarket may include health care workers, people
candidate HIV vaccines in clinical trials have be-with hemophilia, and people at risk for HIV infec-
come HIV infected despite having high titers oftion (such as employed men who have sex with
neutralizing anti-body (36). Although their infec- men). This parallels the market for hepatitis B
tion may indicate only that the vaccine is ineffec-vaccine (HBV) and exists primarily in the United
tive or less than completely protective, the possiStates, Europe, Australia, and possibly Japan. It
bility that the vaccine might increase suscepmay also exist in the “carriage trade” in other
tibility to infection may be consideréd Some re- countries (like Thailand, India, and Egypt). This
searchers worry that no vaccine that is currently imarket may be quite profitable, even though it in-
Phase Il trials can achieve even very low levels ofludes fewer people than the market for other vac-
efficacy. cines, like those against polio and influenza.
Current HIV vaccine research is both exciting Itis possible, however, that not everyone in this
and frustrating because so much has been learnathrket would be willing to buy an HIV vaccine,
yet progress toward an effective vaccine has begmerhaps because they mistakenly do not consider
so slow. If a private company does not believe thahemselves at risk for HIV infection, because they
research can identify an adequate vaccine candprefer to avoid risk behaviors instead of being vac-
date over the next decade, or if it does not have thgnated, or because they fear adverse reactions (or
resources to develop one, then it is not likely taacquiring HIV infection) from a vaccine. Some
pursue HIV vaccine development. 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-
U Market and Financial Factors sult of vaccination.}/NationaI or Iocpal laws requir-
If scientific obstacles can be overcome and an Hl\fnq yaccination would maximize the use (and pur-
vaccine appears technically feasible, the majoghase) of HIV vaccines. HIV vaccination appears
factor influencing vaccine development is its ex-ynjikely to be made mandatory for the entire pop-
pected return on investment or profitability. Pri-yjation, at least in industrialized countries. It
vate industry must look to the potential market tamight be possible to generate legislative support
predict the revenues it may yield in order tofor mandatory vaccination of certain populations
compare them to the predicted costs of developat high risk of HIV infection, such as newborns
ment and marketing, and the potential profits fromrborn to HIV-positive women or certain health care
alternative investments. workers. But even targeted mandates are likely to
The potential market for HIV vaccines is face opposition and may depend upon the per-
worldwide. However, from a company’s perspec-ceived safety and effectiveness of the vaccine to
tive, the relevant market consists of paying purbe used.
chasers. Potential HIV vaccine markets, then, in- The market may also be affected by the price of
clude individual vaccine recipients who can paythe vaccine. Some potential purchasers may be
for the vaccine either out-of-pocket or with insur-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 insur&@ice. infection includes a disproportionate number of
Physicians in the U.S. have traditionally placedpeople who are uninsured for immunizations and
little emphasis on preventive care, other than thevho could not afford to pay for vaccination them-
required childhood immunizations, perhaps beselves. Government purchasers may not be will-
cause they, in turn, are paid comparatively littleing to pay the price that private companies wish to
for such services (105). charge for vaccine, however, especially if they
The United States may be the most profitablepurchase large volumes. There is precedent for
market for vaccines in the world. Many foreign governments demanding a lower-than-market
markets are not attractive because they are highlyrice for vaccine. The federal government negoti-
regulated and vaccine prices are often limited, eiates prices for pediatric vaccines that are signifi-
ther by governments (which purchase drugs andantly lower than “catalog” prices (121). Itis also
vaccines for national health programs) or by combeginning to do the same for drigsihich may
petition with foreign vaccine makers (who may re-make companies fearful that all governmental
ceive government subsidies). Many developingourchase prices may be regulated more strictly in
countries have severely limited budgets for vacthe future (33).
cine purchases and are unable to pay in the hard At the same time, greater price regulation of
currency demanded for transnational saleglrugs may make vaccines relatively less unattrac-
(147)25 U.S. companies are reluctant to sell at dive as compared with drugs, which historically
lower price abroad than in the United States foend in general, have commanded significantly
fear of charges of price-gouging in this coufty. higher prices than vaccines. If government pur-
Thus, the United States offers the most attractivehasers were unwilling to pay a high price for an
market for HIV vaccines made by United StatedHlV vaccine, companies might be unwilling to
companies. sell to them (172). However, it would be awkward
Federal, state, county, and city governmenfor companies to sell a vaccine to private individu-
purchasers may provide a secure market for HI\als and clinics or physicians while refusing to sell
vaccine. The volume of government purchase$o government.
may be higher than the total population willing to  Vaccines suffer from the disadvantage of not
pay for vaccination because the government maleing advertised to the public (as compared with
provide vaccine for those unable to pay or not covever-the-counter drugs). This means that compa-
ered by insurance. The population at risk for HIVnies 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 |n 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, 5.1927), 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 prodd Potential Liability for Adverse
uct and use it with their patierd®.In addition, Reactions

vaccines do not create a loyal market of users

(105). Unlike drugs that are used repeatedly fofy|y vaccine Experience

chronic diseases, vaccines are used only once offye evidence that fear of liability has dissuaded
limited number of times per person. A highly SUC-companies from pursuing HIV vaccine develop-

cessful vaccine would eliminate its own market byant comes from reports of companies that with-
eradicating the disease. Indeed, this is_, the goal fofrew, some only temporarily, from research. A re-
an HIV vaccine. On the other hand, if only oneyjey of these cases, however, reveals that other
HIV vaccine is approved, a company is likely tofactors typically were present—a disappointing
hold a monopoly for many years and will not nee‘_’Froduct, lack of financing, poor market predic-
to spend money persuading physicians to use ifions, internal corporate restructuring, or potential

Government agencies may be counted on {0 efyatent problems—that could account for the ac-
courage vaccine use, and fear of AIDS may be su;g,

ficient incentive for many people.

The most profitable product for a private phar-_Genentech

maceutical company is a patented product that igenentech stopped research on a preventive HIV
the only available or effective means to treat of5¢cine in 1986, citing liability concerns as one
prevent a serious diseadAn HIV vaccine yeag0n. Observers close to the company noted that
would surely qualify in this category. This mO- the vaccine was set aside after it failed to protect
nopoly position, coupled with strong demand forchimpanzees against HIV infection and the vac-
the product, often allows pricing at whatever thegine-producing cell line was suspected of having
market will bear, (61, 194) as experience Withretroviral particles. Genentech has since resumed
AZT (12) and Clozaril demonstrated. Market po-research with a different recombinant vaccine,
tential is ordinarily assessed by comparison withow in clinical trials, which it hopes to take to
other products that a company might pursuénarket.
instead of HIV vaccines. Because so few products |n 1986, before Genentech dropped its first vac-
ever emerge from the research and regulatorgine, California had enacted legislation limiting
pipeline with FDA approval, it makes economicthe liability of California makers of an AIDS vac-
sense to invest in the product with the highestine, with support from Genentech (Calif. Health
profit potential. & Safety Code 5. 199.49). In 1988, the California
An HIV vaccine is likely to have considerable Supreme Court issued an opinion endorsing im-
appeal to companies that believe that market dewunity from strict liability for prescription drug
mand will be strong, the price will not be regu-makers, which is thought to be equally applicable
lated, and users will pay the price. HIV vaccineto vaccine makers, (225) and California repealed
development may appear unattractive to compaits statutory protection against liability (Calif.
nies that perceive any of these factors to be abse@tats. 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.

29t 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 The vaccine has been tested, without liability
pharmaceutical company, which may provide itissues, in HIV-positive people as a therapeutic
with financial backing to pursue expensive vac-means to prevent disease progression to AIDS.
cine development. Large companies with substarAlthough the whole, killed-virus approach has
tial assets, however, are often thought to be morghown promise, (124) it has raised safety concerns
vulnerable to liability claims than small compa- it might cause HIV infection if any of the virus
nies with few assets because of their deeper pockurvived processing. Recent tests of live atte-
ets (61). nuated SIV vaccine in newborn monkeys lend
Finally, the company apparently clarified or re-weight to such fears (126).
solved earlier scientific questions about vaccine
production, safety and efficacy. Which, if any, of MicroGeneSys
these factors persuaded the company to proceddicroGeneSys reportedly refused to conduct
with a new HIV vaccine is unknown outside thetrials of its vaccine to prevent HIV transmission
company. By mid-1994, Genentech and Biocindrom HIV-positive pregnant women to their new-
were prepared to test their candidate vaccines iborns, unless the state legislature granted it immu-
the first U.S. phase lll field trials. After the NIAID nity from liability (172). Lobbyists for MicroGe-
decided not to proceed in June 1994, the compareSys argued that children born to HIV positive
nies were reportedly disappointed, and ready tanothers, many of whom had used illegal drugs,
seek alternative ways to pursue the trials withouare at high risk for medical problems which might
NIAID support (40). 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-

Oncogen volving a fetus in research (168 The company
Oncogen, a subsidiary of Bristol-Meyers SqUIbb’refused to conduct trials in Tennessee which of-

stoppe_d producmg preventive vaccine (usmg_llvq?red no special protection against liability.
vaccinia virus as a vector to express recombinan Connecticut. the company's home state. en-
gp 160) in 1992 before testing its efficacy in hu- cted a statuie in 1995) g)r/anting Conne(’:ticut
man subjects. A researcher reportedly attributed

L . . ) manufacturers, research institutions, and re-
the decision to “fear of lawsuits from injured vac- . . s
: . . p o searchers immunity from civil liability for person-
cine trial subjects” together with “other commer-

. : : ; {J‘I injury to research subjects resulting from ad-
cial negatives like a questionable market and pat- . . , : L .
ministration of any investigational AIDS vaccine

.em. sn_afus (32).' Othfers note that Iac_k of d.atatConn. Gen. Stat. 19a-591-591, 1992c). The law,
indicating potential efficacy prompted discontin- ' - : o
. which offered no compensation to injured sub-
uation. ; . : . R
jects, provides immunity from both strict liability
and negligence in cases involving research sub-
Immune Response Corp jects, but retains liability for gross negligence, and
Immune Response Corp., co-founded by Jona®ckless, willful or wanton misconduct. At the
Salk, was also reported to delay testing its wholesame time, Connecticut provided substantial eco-
killed-virus vaccine in uninfected subjects be-nomic support to the company, which had no in-
cause of liability concerns, but other reports saidcome-producing product and needed substantial
the company was willing to go forward if the vac-capital to construct a plant to produce vaccine
cine showed evidence of effectiveness (32). (17). MicroGeneSys insisted on conducting the

301t 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 Abbott
planned and proposed sites in Connecticut. AfteAnother report involved Abbott Laboratories’ hu-
about a year, only two subjects were enrolled. Thenan immunodeficiency virus immune globulin
trial was then closed because it could not producéHIVIG), which was intended to stop the trans-
useful data. mission of HIV from HIV-positive mothers to
Elsewhere, Genentech conducted trials of itsheir newborns. Not a preventive vaccine, HIVIG
vaccine to prevent maternal HIV transmission incontains antibody against HIV derived from the
the NIAID-supported sites around the country, alplasma of HIV-positive people with strong im-
though only California had statutory protectionmune responses to the virus. Researchers hoped it
against manufacturer liability for injuries arising would reduce the viral load in pregnant women
out of such trials. Preliminary results have notyith HIV and prevent infection of their children,
supported hopes for the vaccine effectiveness igjther before or during delivery. A large multi-
pregnant women, and Genentech is dropping itsenter trial of HIVIG had been planned under the
therape_utic vac_cine research to concentrate Ofjhonsorship of Abbott and the National Heart
preventive vaccines. o Lung and Blood Institute, the NIAID and the Na-
_ MicroGeneSys did not mention liability when o4 Institute of Child Health and Human Devel-
it lobbied successfully for a $20-million CONgres- onment. After two years of planning, Abbott sud-
sional appropriation to the Department of Defenseyeny withdrew in 1992, citing liability concerns

(DOD)tofinance trials of its vaccine for therapeu- 4 1) "Researchers could not recall earlier mentions
tic use in HIV-positive adults. The appropriation, liability, even though high-level company rep-

for a specm(; Pdrojteth proptl)sed by an Indr:\”duallresentatives had met with them to plan the trials.
company OutsSIde the usual peer review channeis, oo participants and observers believed that

created considerable controversy, was opposed Wbb : - :
. ott was seeking to get rid of its blood products
DOD, NIH, and FDA, and was ultimately re- di W Ing o getn ! procu

) vision in a reorganization to improve profitabili-
scinded (38). NIH, FDA, and DOD preferred 4ty and used the trial as the excuse to do so. Accord-

trial compar_ing several candidate vaccines choseI g to news reports, Abbott's interest in the trial
byﬁ(]ae:c_re;/lew. ine to b d for testing | dropped after the head of its transfusion medicine
h € lI)I’S' vacc_:lnlegé)Y eMa_lpprgve Sor ,es mg Mpranch left the company. Abbott first objected to

uman beings (in ). MicroGeneSys's product i ing that its costs and prices to government

might not fare well against' the more recent geng, o e properly computed, a standard NIH require-
eration of candidate vaccines. MlcroGeneSys’§.nent that NIH finally waived (41). Then Abbott

corporate partner, American Home Productsob- : :
. . . jected to patent rights arrangements. Finally,
Wyeth-Ayerst Laboratories, which had flnancGdAbbott asked for indemnification against liability

the company and acquired worldwide marketin citing the Swine Flu Prograth as precedent),

rights FO the vaccine, te_rm_inated its agreemeng nich NIH could not provide without Congres-
with MicroGeneSys and its involvement with the g, | 4 tion. Other organizations that make im-

vaccine’s development in January 1994 WIthouﬁ'nunoglobulin did not consider liability an ob-
comment (39).

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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stacle32 One AIDS organizer opined that Abbott has never imposed such a quid pro quo, so the risk
was trying to manipulate activists and researcheris probably negligible.

to lobby Congress for liability protection (41).

Abbott employees active in transfusion medicinquugs Withdrawn from the Market

later formed their own company and successfullyy |oqk at drugs that have been the target of liabil-

bid. to produce HIVIG for the multi-center trials, ity claims and whether they remained on the mar-
which finally began in 1993. ket may yield some clues as to whether potential
liability is a serious threat to HIV vaccine devel-
Summary _ , ~ opment. Studies of product withdrawals recog-
These examples fail to clarify the role of potential,;;e the impossibility of identifying the reasons
liability in HIV vaccine development. Itis plausi- ¢ withdrawal in many cases (61, 178). It is often
ble that liability was a concern. It is also plausibleg;sic it to sort out whether producers acted out of

that liability was not a serious consideration. In a”concern for consumers, fear of regulatory action,

cases, other factors could explain not pursuing alloy, 5 regulatory action, disappointing financial
HIV vaccine, most commonly lack of evidence of

returns, changing business opportunities, litiga-

effectlveness, bUt also inadequate fmanc_mg, PO experience, fear of liability, or some com-
market predictions, corporate restructuring, an ination of these

potential patent problems. ... Relatively few drugs have been withdrawn af-

Garber argues that when a company says it IS marketing® Some undoubted| oy

. ; . - . y were with
withdrawing a socially beneflc_lal _product from drawn or never marketed because risks material-
the market because of fe_a_r_of liability, such S.tatel'zed that made them too hazardous to use. Such
ments should have credibility (61). But vaccines i qrawals for safety reasons are sometimes at-
may be an exception. If the primary reason fOkyjy, teq to liability. To be sure, a drug that turned
withdrawal is financial—such as a desire to focug,t to he dangerous to use, especially if its benefits
on products with much higher returns—a compayere limited, could be the subject of liability
ny may be loath to state publicly that it is forego-¢jaims. As Bovbjerg notes, however, one must as-
ing a socially beneficial product in order to makesyme that “right-thinking” producers would with-
more profit. The public is likely to find ordinary draw a dangerous drug because they did not wish
concern for profits less acceptable when the prodo subject consumers to its dangers, or their repu-
uct it loses is greatly needed, and more likely taations to public wrath, not merely because of po-
tolerate the loss if it seems beyond a company’gential liability (21). To assume that liability is the
control. sole cause of such withdrawal would mean that li-

Moreover, from the company’s perspective,ability is the sole deterrent to marketing unsafe
there is always the possibility that Congress mightirugs.
take action to limit liability, which would decrease  Drugs that have been withdrawn from the mar-
expenses. The only risk in attributing withdrawalket include Bendectin, DES (diethylstilbestrol),
to liability is that Congress might require the com-MER-29, Merital, Oraflex, Selacryn, Versed and
pany to guarantee production or to sell at a lowzomax. Bendectin and DES were the subject of
price in return for limiting liability. But Congress 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 lastcompanies to lawsuits a generation after the drug
five drugs were not involved in extensive liability was used.
claims and are rarely mentioned in discussions of It may be that the possibility for mass tort liti-
liability effects on product marketing. Garber sug-gation involving risks to a fetus unknown at the
gests that perhaps the fact that other alternativene of marketing is a special case which deters
were available mitigated their withdrawal (61). marketing certain drugs. Bendectin and DES were
The few studies of product Ilablllty claims for both intended for use by pregnant women who
medical products indicate that the claims are highyanted to have a child. Drugs used for pregnancy
ly product-specific, with Bendectin accounting are more susceptible to claims alleging serious
for the majority (194§* Bendectin, the drug to permanent harm to children than other drugs
prevent moming sickness during pregnancy, is they g4y - nil quite recently, few drugs prescribed
best example of a drug that can be said with any, preghant women wére tested in pregnant
confidence to have been withdrawn for liability women before marketing (118), so that their ef-
reasons. There is little, if any, evidence that th acts on the fetus were often uniknown

drug causes serious side effects. The producet, Several drugs with recognized serious side ef-

Merrell Dow Pharmaceutical, has won all but af " h as Accut Cl | and Cviot
few of the litigated case®. The FDA did not re- ects (such as Accutane, Clozaril, and Cytotec) re-

quire withdrawal of the product, although warn-main on the market in spite of successful claims of

ings were strengthened (61, 105). Yet the cost dfab'“ty' The FDA reportedI),/ estimated that Ac-
defending or settling the more than 2,000 suit§Uta_ne' Hoffman-La Roche’s drug to treat severe
that have been filed may not have been worth thgYStic acne, had caused perhaps 1,300 birth de-
effort or expens@® ects_ by 1986 .(61., 164). Hoffm_an-La Roche has
DES, a synthetic estrogen produced by sever&lrov'ded spemal information kits to prevent t_he
companies (including Abbott Laboratories, Eli drug’s use in pregnant women, but has not with-
Lilly & Co., Squibb Corp., and Upjohn Co.), is a plrawn_ the produqt, as might be ex'pec_tgd if liabil-
more complicated example because it did caus® claims determined product availability.
cancer in the daughters of women who used the Similarly, Sandoz's Clozaril (used to treat
drug to prevent miscarriage. The FDA approveoscmzophrenla) has potentially fatal side effects in
DES in 1941 and banned its use in 1971. AlthougRerhaps two percent of patients (139). It requires
many have decried its withdrawal (80) and nocareful monitoring of white blood cell counts to
drugs to prevent miscarriage are being markete@dvoid agranulocytosis. It is possible that the po-
now, no one suggests that withdrawal of DES ittential for liability is diluted by the physician’s in-
self is a great loss to society. One reason it has beelvement in supervising the drug's /&estill,
come a cautionary tale for liability seems to lie incontrary to conventional wisdom, the severity of
the fact that the risk was latent, exposing severdahe 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.

35Bendectin was the subjectD&ubertv. Merrell Dow Pharmaceutical, Inc113 S.Ct. 2786 (1993), in which the U.S. Supreme Court held

that theFryerule 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).

37The 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 evemation and an expert witness who testified for
greater potential for withdrawal because its beneplaintiffs and publicly criticized Upjohn (18).
fits have less dramatic social value. The drug is In sum, it is difficult to generalize about the ef-
used to prevent ulcers in patients who take nonfect of liability concerns on marketing from these
steroidal anti-inflammatory drugs (like aspirin examples. In particular, they say nothing about
and ibuprofen) for arthritis, but can cause abnorproducts that were never marketed in the first
mal bleeding and miscarriage or abortion in pregplace3® They do suggest, at a minimum, that
nant patients (61, 139). G.D. Searle still marketsvhatever weight potential liability may have, it is
Cytotec with strong warnings of the risks. balanced with other factors to predict the net so-
Another factor influencing product withdrawal cial and financial returns that marketing a specific
may be the importance of the revenues it producggoduct may bring.
for a company. Prozac (an antidepressant) report- Different companies may give such factors dif-
edly accounts for about 25 percent of Eli Lilly’s ferent weights. Arguably, breakthrough drugs for
drug sales, $1 billion in the United States. Law-diseases without any current cure, or drugs that of-
suits have claimed that the drug causes suicidéer a significant improvement over existing drugs,
violence, and even murder, but the validity of suctare more likely to be marketed (and remain on the
claims is uncertain at best. The background rate gharket) than “me-too” drugs or those with only
such behavior among users means that some casearginal additional benefits or fewer risks. Drugs
may be misattributed to the drug but that it willthat may harbor serious latent hazards, especially
also be difficult to prove causation. Such circum-+those that might become the subject of mass tort
stances appear to be precisely the sort that woutdaims, might be considered more susceptible to
prompt a manufacturer’s withdrawal of a drug forwithdrawal, before or after marketing; but all the
fear of unfounded liability claims. Indeed, they drugs discussed fall into this category, yet not all
parallel Bendectin's claims experience (61).were withdrawn.
Nonetheless, Lilly is not expected to withdraw Perhaps the higher financial returns from a
Prozac and is vigorously defending all claimslarge market can offset concerns about potential
against it. The generally favorable publicity it hasexposure to large numbers of claims. The severity
received suggests that a significant proportion 0bf inherent risks may not be determinative, espe-
the population wants the drug on the market (102)ially if the drug can produce substantial reve-
Halcion, the most widely prescribed sleepingnues. If the hazards can result from multiple
pill in the United States, has also been the subjeetiuses, the probability of claims attributing injury
of claims that it causes suicide and viole#€he  to the drug is higher than when causation is clear,
Upjohn Co. is keeping the drug on the market—itbut the proportion of claims resulting in liability is
has reportedly produced about $2 billion inlower.
sales—although alternative medicines are avail- Where the risks are known, some companies
able. The company recently brought a libel suit irmay feel they can protect themselves against inap-
England against the British Broadcasting Corpopropriate 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. Itis 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, Clozaf the vaccine were to be available to vaccinate the
ril, and Cytotec0 Others may not. Where adverseentire American population by flu season. In re-
reactions cannot reasonably be predicted, there $&ponse, Congress enacted the National Swine Flu
always the possibility that serious harm could matmmunization Program, whereby the Federal gov-
terialize in the future and, with it, liability claims. ernment assumed legal liability for non-negligent
Although lengthier and more sophisticated pre-adverse reactions to the vaccine (180).

market testing has probably lowered the risk of The lessons from swine flu are conflicting. On
unforeseen adverse reactions, no drug is free frothe one hand, vaccine makers could not get liabil-

that risk. ity insurance for the vaccirf@and fear of liability
apparently stopped vaccine production. Congress
Vaccines Withdrawn from the Market took such fears seriously enough to pass protec-

Conventional wisdom has held that, whatever théve legislation (56). In addition, Guillain-Barré
reasons for withdrawing particular drugs from thesyndrome, an unexpected serious adverse reaction
market, vaccines have been withdrawn primarilyresulting in paralysis, did materialize, and with it,
because of fear of liability for adverse reactionsabout 4,000 claims against the government. This
(13, 61, 79, 80, 105). As with drugs, there can b@ives credence to liability fears.
many reasons for withdrawing a vaccine; the lack On the other hand, the government paid out less
of empirical data makes it difficult to draw gen- than $2 per dose of vaccine distributed in awards
eralizable conclusions. and settlements to claimar#sThe government
The two examples of vaccines that were with-agreed to accept responsibility in any case in
drawn or delayed to market are the swine flu anavhich the symptoms of Guillain-Barré syndrome
DPT (diphtheria-pertussis-tetanus) vaccines. I@ppeared within ten weeks of vaccination (a gen-
1976, makers of swine flu vaccine said they woulderous assumption of causation that would prob-
not produce or market the vaccine unless the Fe@bly not be accepted by any vaccine maker), so
eral government assumed liability for adversethat it paid a larger proportion of claims than
reactions. Their insurers would not provide liabil-would have been paid had the cases been litigated
ity insurance covering such reactions. The vaccingnder ordinary tort requiremerft$.in litigated
was developed hurriedly in response to publicases involving Guillain-Barré syndrome appear-
health officials’ fears of a new influenza epidemicing after ten weeks or other conditions, court deci-
like the one that killed tens of thousands of peoplsions awarded compensation in only six reported
in 1918 (129). Amid substantial publicity, then cases (247, 260, 286, 305, 308, 315).
President Gerald Ford encouraged everyone in the Swine flu probably represents a worst case sce-
country to be vaccinated. There was insufficiennhario for vaccine liability. The legislation was en-
time to test the swine flu vaccine in the same maracted as a temporary measure and was not de-
ner that other non-influenza vaccines were testesigned 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.

41The 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-produce DPT. In 1986, prices for childhood vac-
lation “only changed the defendant” (82). Certain-cines rose dramatically.

ly Congress is not anxious to repeat the experience

and would Shy away from assuming I|ab|||ty for CURRENT VACCINE RESEARCH AND

any new vaccine. At the same time, the tOtabEVELOPMENT

amount of awards may be manageable if the vac- _ _ _ )

cine is appropriately priced. This suggests that theompanies have few business incentives to pro-

mine how much room there is for liability pay- Makers has declined since the early 1970s. At that

ments. time, many vaccines were “me-too” vaccines, pro-

Swine flu development also differed from the duced much like geneﬁc products and_sold in high
circumstances surrounding most other vaccine¥Clume at very low price§21). In the mid-1970s,
because of its necessarily hasty development arth€ FDA began to require evidence of effective-
its immediate use in millions of people. Of course €SS of vaccines as a condition for continued mar-
the more deliberate pace of research possible witfeting. Many vaccine makers may have dropped
most vaccines does not ensure that all risks will b@ut of the business rather than conduct the expen-
discovered before marketing. But the more a vacSive clinical trials necessary to demonstrate their
cine is studied, the more likely it is that adverse/accines’ efficacy. The U.S. market for children’s
reactions will be discovered. vaccines may not be large enough to support sev-

Wyeth Laboratories ceased DPT vaccine pro€ral competitors. The percentage of research and
duction in 1984, reportedly because of claimglevelopment (R&D) expenditures devoted to bio-
filed asserting adverse reactions to the pertussl89ics (as opposed to pharmaceuticals) in the in-
component of DPT. It is entirely plausible thatdustry declined from 4 percentin 1973 to 2.1 per-
Wyeth could have decided that vaccine productioent in 1983 (1213° During that period, sales of
would not be profitable enough to justify defend-biologics represented between 2.7 and 3.6 percent
ing additional lawsuits. At the same time, Wyethof total sales, including pharmaceuticals, of mem-
reportedly faced replacing its old vaccine producbers of the Pharmaceutical Manufacturers
tion facilities if it were to continue selling the vac- Association (since renamed the Pharmaceutical
cine. If the company wanted to get out of the vacResearch and Manufacturers Association). Be-
cine business, this would have been the time to daveen 1973 and 1980, R&D expenditures for bio-
it, before it invested heavily in an expensive newogics ranged unevenly (between 12.9 and 23.1
plant. Wyeth did continue to produce the vaccinepercent of sales of biologics alone). In 1981, that
but sold it to Lederle for distribution. percentage was 9.2 (121).

Also in 1984, Connaught Laboratories an- Inrecentyears, however, vaccine research and
nounced that it would stop producing DPT be-development has increased in the United States. A
cause it was having difficulty getting liability in- recent report by the Institute of Medicine con-
surance at a reasonable price. The Centers fefudes that “the worldwide vaccine industry ap-
Disease Control and Prevention (CDC) recomypears to be entering a new era of activity and in-
mended vaccinating only older children to con-novation” (121). Applications submitted to the
serve diminishing vaccine supplies. ConnaughEDA to study new biologics rose from 66 in 1980
soon found acceptable insurance and continued to 558 in 1992 (212). Most have been for thera-

45Total 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-portedly do not have enough financing to operate
tions for vaccines have been increasing since 1990r more than two years (67, 77). The investment
(67 in 1990, 81 in 1992). Some established pharrommunity may be wary of investing further in
maceutical companies in the United States haveompanies that face a low probability of produc-
begun new investments in vaccine reseéfch. ing a commercial product within the next several
Several U.S. companies are joining with foreignyears, especially after news reports of the failure
firms to develop or license vaccines. of eight companies’ pharmaceutical products in
The past four years have seen the introductionlinical trials in 1994 (47). Small firms that are
of a dozen new vaccines, including a new acellulashort of operating capital may sell or license their
pertussis component of the combination vaccingroduct rights or the entire company. Most are ex-
(DTaP) with diphtheria and tetanus toxoids bypected to be acquired by large pharmaceutical
Lederle-Praxis and Connaught Laboratories, sevecompanies, including foreign companfés.
eral newHaemophilus influenzag/pe b (Hib) Other biotechnology companies may survive
vaccines, Japanese encephalitis virus vaccine, atwy concentrating on only one or two products, by
a new typhoid vaccine. Other new or improvedicensing new products to large domestic or for-
vaccines, including one to prevent chicken poxgign companies, or by limiting themselves to one
are in clinical trials or expected to be approved byhase of product development and conducting
the FDA in the near future. It is possible that thgoint ventures with other companies that special-
industry went through a shaking-out period in theze in clinical trials, manufacturing, or marketing
1980s and is being restructured to meet the ne(7). If the pharmaceutical industry scales back its
scientific challenges posed by infectious diseasegivestment in research and development, the bio-
more efficiently. technology industry may fill the gap in research.
The growth in biotechnology companies mayWhich companies will do so remains to be seen.
have helped this trend. Biotechnology researchers The modern vaccine industry looks more like
are likely to be an important source of innovativethe pharmaceutical industry and less like the earli-
products in the next few years (77). More than 7®r vaccine industry. The trend appears to be to-
biotechnology companies around the world werevard developing sophisticated products, often the
conducting vaccine research and development iresult of recombinant DNA technology, that can
1992. Small companies may be able to invest ifpe sold at prices approaching the higher prices of
risky products because they have less to lose in tgharmaceuticals. Often the technology used in-
event of catastrophe. fluences the attractiveness of vaccine production.
At the same time, the biotechnology industryTechnologies that can be used to produce other
may experience a shake-out in the near futuranarketable products, such as diagnostic tests, are
with many of the estimated 1,300 companies gomore likely to be pursued than technologies that
ing out of business. Few small companies hav@ave only one use. In view of the fact that only a
any FDA-approved products on the market, angmall proportion of potential products are ulti-
thus have no product revenue. Most companies renately 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 Medlmmune. Lederle Laborato-
ries, the target of DPT vaccine lawsuits, acquired Praxis Biologics, developer of a cddagratephilus influenzagpe 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 gamblgreater rarity of claims arising out of such trials
a large investment on a single long-shot vaccinesuggests that liability has not much influenced de-

The National Childhood Vaccine Injury Act of cision-making about whether to conduct field
1986'8 may also have encouraged vaccine retrials abroad.
search because it limits producers’ liability to a
predictable amount (paid as a tax on vaccine sale) Conclusion:
and frees them from defending claims. As origi-There is evidence that vaccine research and devel-
nally enacted, however, the Act did not apply toopment is increasing and that a surprising number
investigational or newly approved vaccines. Itof companies are engaged in HIV vaccine re-
was to cover only vaccines that children were research. Indeed, more companies are developing
quired by law to take. A 1993 amendment permitvaccines for HIV infection than for any other
the Secretary of Health and Human Services to exsingle disease. Potential liability may have con-
tend coverage to new vaccines that are reconterned a few companies, but it has not prevented
mended for children; Hib and HBV vaccines area strong research effort and appears unlikely to
expected to be added soon. Vaccine makers maalt HIV vaccine development. The major stum-
anticipate that other vaccines will be added. Mosbling blocks remain scientific. Even if new vac-
of the recently approved vaccines had been undeine candidates show more promise than those
development before the act took effect in 1988. Iturrently in clinical trials, the likely market for an
it does further encourage research, then an eve#lV vaccine is uncertain. Given the business dis-
larger increase in vaccine development should biacentives to producing an HIV vaccine, the vigor
expected in the future. of research is encouraging.

Research initiatives for HIV vaccine develop- Decisions about HIV vaccine research and mar-
ment are also encouraging. At least twelve compéketing are likely to vary from company to compa-
nies are actively engaged in HIV vaccine researchy and from product to product, as they have with
and development, and others are developing adjwther vaccines and drugs in the past. Fear of liabil-
vants and other supporting produtisThis ex- ity may influence a few companies’ choice of vac-
ceeds the number of companies developing a vacine type, so that they may avoid killed or live at-
cine for any other disease. Almost 30 candidatéenuated vaccines in favor of recombinant
vaccines are now in clinical trials (207). The de-vaccines that are believed to pose little or no safety
bate over phase lll field trials centers on scientifiaisk. If so, the array of possible vaccines could be
issues whether any of the candidate vaccines thitnited to the more expensive recombinant types.
have been tested show sufficient promise of effec-
tiveness to warrant large=scale testing in huma@ORT LIABILITY FOR ADVERSE

beings. Potential liability for adverse reactionsSREACTIONS TO VACCINES
does not appear to be a factor in these debates.

There is a possibility that subjects injured in a forL] Overview of Product Liability

eign field trial might try to sue a U.S. vaccine mak-Like manufacturers of all products, vaccine mak-
er in the United States (173). But the rarity of inju-ers are responsible under state law for personal in-
ries in clinical trials in general (140) and the everjuries 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 product8® Tort law provides two The concept of strict liability generally applied

categories of legal responsibility for personal in-in the United States is summarized in Section
juries caused by products: negligence and strict [i402A of the Restatement (Second) of Torts and
ability (94)51 holds “[o]ne who sells any product in a defective

Negligence is conduct by the product makercondition unreasonably dangerous to the user or
that deviates from standards of acceptable conduconsumer or to his property [liable] for physical
adhered to by the ordinary manufacturer of similaharm thereby caused to the ultimate user or con-
products and that results in harm to the producsumer....” (43 Thus, strict liability is said to fo-
user. To succeed on a negligence claim, a plaintiffus on the condition of the product itself, while
must prove that: 1) the manufacturer had a duty toegligence focuses on the behavior of the
the plaintiff, 2) the manufacturer breached thamanufacturer (206). Because the manufacturer’s
duty, 3) the plaintiff suffered an injury for which actions or knowledge are often atissue in deciding
damages may be awarded by law, and 4) the injunwhether a product is defective, however, the strict
was caused by the manufacturer’s breach of dutjability concept has increasingly mimicked as-
(94). pects of ordinary negligence (72).

Few cases for vaccine-related injury are These rules would also apply in some cases in-
brought in negligence alone. Before 1960, plainvolving adverse reactions to U.S. products that oc-
tiffs were generally unable to prove that acur in developing countries and are ligated in the
manufacturer had been negligent or that a vaccingnited States (see box 4-1).
had caused an injury (228, 295, 314). Strict liabil-
ity developed in part because consumers were fré¢RODUCT DEFECTS

quently unable to obtain the evidence that & agitionally, product defects have been divided

man_ufacturgr of consumer products had acteflq three categories: 1) manufacturing flaws, 2)
negligently>? By the mid 1960s, when more vac- gefects in product design, and 3) errors or omis-

cines were being marketed widely in the Unitedsjons in directions and warnings accompanying
States, the state had begun to adopt the doctrine gfs product. Least controversial are manufactur-
strict liability for injuries caused by defective ing flaws or errors in the manufacturing proces.
products, so that plaintiffs were able to apply thafrpese produce something other than the product

theory to vaccines as well as other consumer progiiended by the manufacturer, since the manufac-
ucts (13, 168).

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).

53Section 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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BOX 4-1: Liability for Adverse Reactions to HIV Vaccines in Developing Countries:

The Doctrine of Forum Non Conveniens

Although the NIH has postponed Phase Il 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. *

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. " lbid.

(continued)

*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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BOX 4-1: Liability for Adverse Reactions to HIV Vaccines in Developing Countries:

The Doctrine of Forum Non Conveniens (Cont'd.)

The doctrine of forum non convenient has been raised in a number of cases involving injuries from
U.S. pharmaceutical products marketed abroad.’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 “[tlhe 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.’

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

*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,

‘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-
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.”

Defects in design are problems with the product
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

“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 dards as manufacturers of ordinary consumer
understood to apply in essentially the same way agoods (211).

liability for negligence. Few cases claiming that Courts have upheld both positions, although
vaccines were defectively designed were broughthe trend appears to be against holding drug and
until the 1980s (1173 More recently, several vaccine makers liable for design defects (156). Al-
courts have rejected such claims and granted vamost all courts base their reasoning on Comment k
cine manufacturers effective immunity from strictto Section 402A of th®estatement (Second) of
liability for design defects, absent fraudulent con-Torts (American Law Institute, 197 7P

duct. . . . . . Unavoidably Unsafe ProductsThere are
The vast majority of litigated claims involving  some products which, in the present state of hu-
vaccines are based on warning defé€tShese man knowledge, are quite incapable of being
are of two types: 1) a failure to provide warnings made safe for their intended and ordinary use.
of risks inherent in the use of the product (failure These are especially common in the field of
to warn)®8 and 2) providing directions and warn-  drugs. An outstanding example is the vaccine
ings that fail to adequately describe product risks for the Pasteur treatment of rabies, which not un-
(inadequate warning). A defect in the warning is commonly leads to very serious and damaging
independent of any flaw in the product itself. A consequences when it is injected. Since the dis-
properly produced vaccine that is not accompa- €as€ itself |nvar|.ably leads to a dreadful_death,
nied by adequate warnings of possible side effects POth the marketing and use of the vaccine are

. . . fully justified, notwithstanding the unavoidably
Is a product that is defecties marketed high degree of risk which they involve. Such a

e } ) product, properly prepared, and accompanied
[ Liability for Defectively Designed by proper direction and warning, is not defec-

Vaccines tive, nor is it unreasonably dangerous. The same
Most vaccine manufacturers and some commen- iS true of many other drugs, vaccines, and the
tators argue that drug and vaccine makers should like, many of which for this very reason cannot
be exempt from liability for defectively designed € legally sold except to physicians, or under the
products (as long as they meet FDA requirements Prescription of a physician. It is also true of
for approval) because of the benefits their prod- [)nany new or eXper'mental drugs as to which,

. ecause of lack of time and opportunity for suf-
ucts confer (159). Others argue that no exceptlon ficient medical experience, there can be no as-
ShOL_"_d be mat;le beca‘_lse not all drugs provide a surance of safety, or perhaps even the purity of
significant social benefit and, because consumers jngredients, but such experience as there is justi-
are especially vulnerable to undetectable risks in  fies the marketing and use of the drug notwith-
pharmaceutical and biological products, their standing a medically recognizable risk. The
makers should be held to at least the same stan- seller of such products, again with a qualifica-

56|n 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. TheBaothiirmay 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 Restlitement (Second) of Tagsvidely
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).



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

tion that they are properly prepared and mar- will include a volume on products liability that is
keted, and proper warning is given, when the sit-  expected to become available in 1995. The Sep-
uation calls for it, is not to be held to strict  temper 1994 draft of the chapter on liability for de-
't'ﬁ;'r"g’sg’rr‘;’;‘;‘;rlt“gitceazggsﬁgL;]chﬁﬁitrf;&'ggto fective products includes provisions specifically
supply th,e publiz with an apparently useful and delin.eating and Iimiting the liability of pharma-
desirable product, attended with a known but ap- pgut!cal and blologlcs_manufacturers for pe.rsonal
parently reasonable risk. injuries caused by their products (5). In particular,
the draft abandons the use of the term strict liabil-

Comment k describes an exception to strict li-, . ) .
P ity and instead sets slightly different standards for

ability in the case of products that are “unavoid- 7 7 =" "
ably unsafe.” It was reportedly drafted in response/aPility” in tort for harm caused by a product de-
to an unsuccessful proposal that all prescriptiofeCl depending on whether the defect is a
drugs be exempt from Section 402A. The proposhanufacturing error, a design defect, or awarning
al was defeated, but Dean Prosser included |asfiefect. This characterization does not significant-
guage indicating that at least some drugs and valy alter existing I.aw with respect to manufacturing
cines should be exempt from strict liability for €Tors and warning defects; it does describe a more
harms that could not be avoided if the producstringent standard of proof for design defects,
were to serve its beneficial purpose (132). however. If these provisions are accepted by the
Most courts have refused to grant a blanket exinstitute, they may further support the trend
emption for all drugs or vaccines (224, 229, 242against holding manufacturers strictly liable for
251, 258, 273, 282, 284, 296, 300, 301, 303, 31alleged design defects in prescription drugs and
318, 319). Instead they would exempt only thos&vaccines. Whether the states adopt all the Insti-
drugs and vaccines that are unavoidably unsaféyte’s revisions remains to be seen.
on a case by case basis. Where defective design is a permissible basis
However, other courts have held that makers ofor liability under current law, the plaintiff must
FDA-approved prescription drugs are entirely ex{rove that the product is defective because its risks
empt from strict liability for defective drug de- render it unreasonably dangerous. The product’s
sign, regardless of the drug in question, because benefit or utility is balanced against the risks it
the public interest in drug availability (255, 270, poses. This requires proving that, on the basis of
277)80 The California Supreme Court did so in scientific knowledge known or available at the
1988 in a case involving diethylstil bestrol (DES),time the product was marketed, the manufacturer
even though the court doubted that DES could ndinew or should have known that the risks could
have been redesigned to reduce its risks or rérave been avoided or reduced without jeopardiz-
placed with a safer drug (225). ing the product’s effectiveness and losing its bene-
The American Law Institute is preparing a re-fit. 61 Several courts have described the factors
vised version of itRRestatement of Tortsvhich  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 st@nelendhizry. Yuba
Power Products, Inc(253), and its predecessBscolav. Coca Cola Bottling Co. of Fresn®39) (Traynor, J., concurring). Both cases in-
volved ordinary consumer products (a power to@iaenmana Coca Cola bottle iBscold, 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 tkeep up with advances in scientific knowledge
the precise evidence needed to prove or disprovesand to conform to ethical drug industry standards
claim 82 Often, the plaintiff must show that a saferin research, development, and marketing (242,
alternative design was feasible and would hav@55).
achieved at least the same benefits. Nonetheless,In the 1980s, there was some concern that
in all its formulations, the risk-utility test embo- manufacturers could be held liable for failing to
dies fundamentally the same concept. eliminate a product risk that was unknown or un-
The proposed revision of the Restatement oknowable at the time the product was developed
Torts, if adopted, would further narrow the and marketed (146, 158). The 1982 New Jersey
grounds for liability for design defects in prescrip-case that sparked such concerBgshadav.
tion drugs, including vaccines, and devices. ItJohns-Manville Products Corphowever, was
would provide that a drug is not reasonably saf¢argely overruled in 1984 (248%$. The Supreme
due to defective design only if its foreseeable risk€ourt of California concluded that drug manufac-
of harm are “sufficiently great in relation to its turers are not liable for hazards not foreseeable at
foreseeable therapeutic benefits so that no reasothe time of sale (225).
able health care provider . . . would prescribe the As a practical matter, no drug or vaccine
drug . . . for any class of patients” (5). This wouldmanufacturer has been found liable for selling a
limit liability for design defects to drugs that do product with risks that were unknowable when
not provide any benefit to any group of patients. Ifmarketed. A few cases have upheld jury or court
areasonable, informed health care provider wouldecisions that Quadrigen (a vaccine combining
prescribe the drug to his or her patients, then thBPT and polio vaccine marketed between 1959
drug would not be deemed to have a design defeahd 1962) was defective because the preservative
and no liability would attach. The effect of this re-used or combination of vaccines created a known
statement appears to be to reduce the grounds fask of harm and resulted in more adverse reac-
liability for design defect. It may simply reflect tions than using the separate vaccines (284, 311).
the practical results in reported cases, however, The requirement that the risk be one that the
since products whose benefits outweigh their risksnanufacturer knew or should have known on the
are used by reasonable providers and are not foumsis of scientific knowledge at the time the prod-
to have design defects. uct was produced creates a defense to liability
Because a design defect case turns on ldased on the state of the art or the state of sci-
manufacturer's knowledge and conduct, mostnce®4 This is essentially a negligence defense
courts have found that the cause of action is effedecause it relies on industry standards, not on sub-
tively one of negligence (225). Manufacturers aresequently detected product risks.
held to the knowledge of an expert in the field of Design defect claims are claims that a different
drug or vaccine production. They have a duty tqsafer 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.

63Beshada. Johns-Manville Products Corg(223) involved asbestos, aRdldmarv. Lederle Laboratorieg(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 Amdgessry.
Owens Corning Fiberglass Cor§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 risksrgv. Johnson & Johnson Baby Products Ga21);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 distribDéstrignanov. E.R. Squibb & Sons, In€229);Schackilv.
Lederele Laboratorieg297); Taggartv. Richards Medical Company, In¢309); Tonerv. Lederle Laboratories(312).
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have replaced the product that was sold. Somgl Liability for Errors and Omissions in
drug manufacturers have argued that all claims of Warnings

liability are p_r_eempted by Federal law be‘?aus‘?n view of the impossibility of creating a risk-free
product specifications may not be altered W'thoubaccine, tort law imposes an obligation on the

FDA approval. Ordinarily, FDA regulation of par- manufacturer to warn of inherent risk. The history

tlizutlar p;rodu_cts or g:lasss(sj_t;f prolducts_does n:)t b%rf vaccine warning defects litigation parallels the
stales Irom 1mposing additional requirements 0‘history of litigation involving informed consent to

proTv}:dlng state_layv re:cnedles 'Q tortf(2"59). d thi medical care. The two differ, however,whom
e vast majority of courts have followed t IS must be warned: a vaccine manufacturer ordinari-

principle with respect to vaccines (214, 242, 244|y has a duty only to warn the physician prescrib-

251, 276, 280, 297, 300, 312, 319). ing its vaccine, not the person taking the vaccine;

& physician has a duty to inform the patient of an
design does not mean that other vaccine deSig%pcc)i/ne risks. Y P y

might not be safer or more effective. HowWever, |, \he 1960s, the majority of medical consent
FDA approval has often provided persuasive eVigases involved a failure to warn a patient of the
dence that an approved vaccine was not defectivggy o undergoing a specific medical procedure
The Federal National Childhood Vaccine Injury (53) physicians failed to mention even the in-
Act does preempt manufacturer liability for fail- herent possibility of death or paralysis, often be-
ure to directly warn consumers but does not forégayse they believed that the patients would refuse
close other state tort actionsbottv. American  the therapy if advised of the risk (91).
Cyanamid Co.844 F.2d 1108 (4th Cir.), cert. de-  couyrts uniformly found that the patients’ right
nied, 488 U.S. 908 (19889}. _ of self-determination entitled them to accept or re-
In summary, although concerns about desigfyse any treatment, even if their choices were fool-
defect litigation surfaced in the 1980s, there are N, as long as they were competent to make medi-
reported decisions after 1969 upholding liabilitycal decisions (226, 231, 281, 293). In order to
for a defectively designed vaccif€The majority  exercise that right, patients needed information
of states permit a cause of action claiming defecthat only physicians could provide, so the law im-
tive design of a particular vaccine. Such claims ar@osed a duty of disclosure upon physicians that re-
not generally preempted by federal law, and comguired them to tell patients not only the benefits of
pliance with FDA requirements is not a legally alternative treatments but also their material risks.
conclusive defense. Nonetheless, plaintiffs hav&imilarly, the first vaccine cases involved the ab-
not been able to sustain a claim that a vaccine wasnce of warnings of the risk of contracting polio-
defectively designed. myelitis from the oral polio vaccine (235, 290).

65The proposed revision of tRestatemeralso 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 FDAs 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. 3609 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);
Stampsy. 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 providingduty to warn is limited to the prescribing or dis-
awarning. But, as the next generation of informegbensing physician alone because patients cannot
consent cases showed, some warnings failed tbtain vaccines except from a physician or medi-
mention material risks. Similarly, more recentcal clinic (258, 285, 288, 292, 301, 307, 322).
vaccine cases have turned on the adequacy of theTo succeed on a claim of inadequate warning,
warning given. However, like informed consentthe plaintiff must prove that an adequate warning
cases, the majority of reported cases have been de-the physician would have prevented the injury.
cided in favor of the defendant manufacturer ofThis entails proving that the warning would have
physician (238, 270, 289, 29% This is primari- persuaded the physician not to give the vaccine to
ly because vaccine makers have been exemptelde patient, as well as proving that the injury
from the general duty of manufacturers to providevould not have occurred if the vaccine had not
warnings directly to consumef8. been given (246, 307, 310, 321).

The exception, known as “the learned interme- Physicians and other providers do have aninde-
diary rule,” holds that a manufacturer of prescrippendent obligation to warn patients of vaccine
tion drugs or vaccines need only warn the prerisks as part of their duty to obtain informed con-
scribing physician, not the patient who receivesent to any vaccination, regardless of the
the product (248, 255, 269, 310, 313). Courts havmanufacturer’s action. Aside from patients with
generally limited the manufacturer’s duty to warnimmunosuppression or allergies, however, it is
consumers directly to those circumstances imften impossible to predict whether an individual
which a vaccine is givewithoutthe intervention patient is at risk of experiencing an adverse reac-
of a “learned intermediary,” generally a physiciantion to a vaccine, at least the first time it is given.
who makes a medical judgment that the vaccine iSherefore, it is questionable whether an individu-
appropriate for an individual patient (63, 144). alized medical evaluation would affect a physi-

Thus, a vaccine manufacturer’s duty to warncian’s recommendation about vaccination in most
consumers directly applies only in mass immu-cases, and several cases have been decided against
nization or routine public health programs whereplaintiffs on the ground that the warning did not or
physicians are not making “individualized medi-would not alter the physician’s decision.
cal judgments” (235, 264, 286, 290). It has been The National Childhood Vaccine Injury Act
applied to two vaccinations given in a private phy-barred any cause of action for a manufacturer’s
sician’s office, where the physician testified thatfailure to directly warn a recipient (or a recipient’s
he acted like a public clinic employee, dispensingparent or guardian) about the risks of any child-
vaccine without evaluating individual recipients hood vaccine covered by the compensation pro-
(249, 294). Two of these cases appear to have gigram. It also created a rebuttable presumption that
en rise to the fear in the 1970's and 1980’'s thawvarnings approved by FDA are adequate (42
manufacturers would have to warn all vaccine rel.S.C. 300aa-22(b), (c)). At the same time, the act
cipients directly (235, 290). Recent cases, howrequired the Secretary of Health and Human Ser-
ever, have reiterated that a vaccine manufacturerigces 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 thRestatemeritposes 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 Bsiatementtains this general rule and the exception for prescription drugs.

(5)
70 A few cases have found that a nurse acted as a learned interm@dtatyufghv. Wyeth Laboratories, Inc(292); Walkerv. Merck &
Co.(317) Mazurv. Merck &Co., Inc.,(276)). but others disagree on the grounds that nurses do not ordinarily make medical judgments.



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

parents with information about the benefits andare directed not to patients, but to physicians, who
risks of each childhood vaccine. Earlier, the CDCare presumed competent to understand technical
which buys about half the domestic supply of peinformation and its implications.
diatric vaccines, had prepared “Important In- Afew cases have found specific warnings inad-
formation Sheets” to serve as warnings, and thequate because they failed to apprise physicians of
CDC played a primary role in drafting the materi-the vaccine’s known risks (240, 311). In most
als required by the act. cases, warnings have been found adequate in that
Before the act took effect, most childhood vac-they disclosed all reasonably known risks (238,
cine manufacturers had required the CDC to as270, 273, 288, 299). As with all cases alleging de-
sume responsibility for providing such warningssign defects, the state of scientific knowledge de-
or alternatively to have a learned intermediary distermines whether a risk should be disclosed (225,
pense the vaccine as a contractual condition of th242, 243, 255), and FDA approval of labeling in-
sale of vaccines. One federal court of appeals rdormation is often persuasive evidence of the ade-
cently held that a vaccine maker fulfilled its dutyquacy of a warning (242, 296).
to warn by such a contract with the CDC, regard- Most lawsuits claiming injury from vaccines
less of whether or not the Warning actua”ya”ege several bases for I|ab|||ty, inCIUding defec-
reached the recipient (276). More recently, the Sufive design, inadequate warning, and negligence
preme Court of Nevada reached the opposite cof? manufacture, design, or risk disclosure. Be-
clusion where the vaccine was distributed by £ause, except for manufacturing defects, strict |-
county health district with information sheets pre-ability requires proof similar to that required to
pared by the CDC (219). The court found that th@rove liability for neg_hgence, the specific cause pf
manufacturer cannot be relieved of ultimate re2Ction may be less important than the possibility
sponsibility for an inadequate warning where it°" any liability.” This means that where a vaccine
knew that the contractor used warnings thaEnaker is exempted from liability on one basis
s

omitted risk information the manufacturer had u_ch as _des_i.gn defects), it may be SgpjeCt to
claims of liability on other grounds. Specifically,

provided with the vaccine. the number of claims against vaccine makers ma
Liability based on inadequate warnings has 9 y

been criticized on the ground that it is too difficultnm be effectively reduced unless manufacturers

to describe vaccine risks in terms that patients caﬁre ex_empted not on_Iy fron;sstnct liability but also
understand? The legal doctrine does not require fom liability for negligence:

that patients understand the information included ] ) o

in the warning, although it is obviously better if J Practical Problems with Litigation

they do. Instead, most courts require only that th&ven if the principles of product liability law are
risks be disclosed in ordinary language that is unsensible in theory, there can be practical problems
derstandable by a reasonable lay person (22&ith product liability litigation. The lengthy and
231). Because the learned intermediary rule apsumbersome process of discovery, trial, and
plies in most vaccine cases, however, warningsometimes 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 fo¥ariations in each party’s ability to produce cred-
suit is strict liability or negligence. Determining ible evidence and present its case mean that some
whether a particular injury to an individual was cases that ought to be won are lost and others that
caused by a particular vaccine and whether the rishught to be lost are won. Ideally, dispute resolu-
could have been avoided is a complex, time-contion methods should be designed to minimize both
suming, and expensive process for both sides oftgpes of errors but the ideal is not likely to be
dispute. Even if it is decided that the plaintiff achievable without substantial additional ex-
should be compensated, determining the amoumense.
of damages has become a similarly complex mat- A second type of problem is more difficult to
ter. Although alternative dispute resolution proce-avoid. These are mistakes arising out of the uncer-
dures can be somewhat cheaper and faster th&anty of scientific knowledge that must be used to
courtroom litigation, they do not eliminate the identify and categorize the possible risks and
need to prepare a case. Thus, the very process liénefits of drugs and vaccines. If the essence of a
dispute resolution can discourage both the pursudefective design is the availability of knowledge
and defense of claims, as well as the thoughtfuhdicating an unreasonable danger, at least in light
application of the law. of expected benefits, then information indicating
Studies of tort claims indicate that ten percenthat a drug might produce an adverse reaction is
or less of claims are tried in court (46, 69, 73). Theotential evidence of a design defect or a risk that
rest are withdrawn or settled before trial, withshould have been disclosed. It is, however, only
roughly half resulting in some payment to thepotentialevidence because it is a matter of knowl-
plaintiff, although in lower amounts than averageedgeable interpretation whether and how the risk
trial awards. This means that defendants have tmight materialize, and whether the possibility is
deal with many more claims than wind up in court.sufficiently credible to warrant further investiga-
There is no publicly available data showingtion. A manufacturer might reasonably determine
whether similar figures apply to cases involvingthat the problem was a “fluke.” But in a later law-
vaccines. If court awards influence settlements, asuit, the plaintiff might conclude that the
they are believed to do, then the low proportion ofnanufacturer ignored an important potential risk.
court decisions favoring plaintiffs may suggestin some cases, it is impossible to know whether a
that a lower-than-average proportion of claims arelrug or vaccine caused a particular injury in an in-
settled with payment to a plaintiff in vaccine dividual or even whether it was capable of causing
cased? such aninjury. In those cases, there may be no way
It may not be the number of claims, but the posto know whether a mistake was made, whatever
sibility of an expensive mistake that worries vac-the outcome might be.
cine makers. One kind of mistake is when a jury Ifthe law is not properly applied, then the proc-
makes an error of fact, reaching a verdict that is nass, not the law, stands indicted. But if the law can-
supported by credible evidence. In principle, sucmot be properly applied at all in some circum-
a mistake can be remedied on appeal, althougstances, then it cannot serve its purpose.
additional time and expense can turn even sudJnfortunately, there is no good information to de-
cessful appeals into pyrrhic victories. Some factermine what proportion of cases have been de-
tual mistakes are inevitable in any dispute resolueided correctly or incorrectly, or what proportion
tion system, whether or not it employs litigation.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 knowPOTENTIAL LIABILITY FOR ADVERSE
whether litigation is producing good or bad deci-REACTIONS TO HIV VACCINES

slons. . _ . Vaccines are ordinarily subject to liability for neg-
These types of uncertainties can give rise (§gence manufacturing defects, defects in design,
fears of unwarranted liability on the part of vac-,nq inadequate warnings of risks. However, liabil-

cine makers. They can be compounded by fears qf, s rarely found in specific cases. Why, then, is
high damage awards, including punitive damagesye perception of excessive liability for adverse
Most punitive damages awards are in cases Qf,ctions to vaccines so prevalent?

intentional torts (like assault), unfair business
ractices, or fraud or bad faith in contrati&e- . N I
Eause liability for personal injury is rarely basedD VaC_CIne Susceptibility to Liability
on intentional or fraudulent conduct, but on negli- Claims
gence or strict liability, there should be little occa-Fear of liability may arise from several factors that
sion for punitive damages. distinguish vaccines from pharmaceuticals and
The few studies that have been done have co®ther biologics and that may encourage people to
cluded that punitive damages are rarely awardegursue tort claims. Prophylactic vaccines are tak-
in personal injury actions and, where inappropri€n by healthy people to prevent disease. This
ately awarded, are ordinarily reduced or reversetheans that adverse reactions are more noticeable
on appeal (45, 135, 185). The only known puni-and may be perceived as less tolerable than ad-
tive damage award in a vaccine case was revers&eérse reactions to a drug that a person takes to re-
on appeal and the vaccine maker found immunéeve the symptoms of iliness. Vaccines may also
from liability (270). Punitive damages do not ap-be taken by sufficiently large numbers of people
pear to be a significant factor in product liability to permit the occurrence of a rare side effect that
(104)76 In product liability cases, they are more might not materialize in a smaller grolfwhen
likely to be awarded in cases involving defectivea healthy person who takes a vaccine suffers anill-
automobiles or other consumer products thamess or injury, there may be a natural desire to find
drugs or vaccines. Uncertainty surrounding inapa cause beyond random accident or one’s own be-
propriate damage awards applies to almost aliavior. These factors are likely to encourage at-
types of litigation’’ Whether litigation itself is a tributing the injury to the vaccine, correctly or in-
necessary form of dispute resolution dependsorrectly, especially when there has been no other
upon the feasibility of alternatives. change in the person’s circumstances.

75The 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 ComparyHaslip (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 includelaimsfor 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.
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When adverse reactions are suffered by chiland 5) direct vaccine-induced HIV infection from
dren, the financial consequences can be severe.ilmdequately attenuated or inactivated virus in
cases of serious permanent injury, inability tovaccines made from killed or attenuated HIV. In
work and the need for expensive rehabilitative oaddition, HIV vaccination may result in social
custodial care over a lifetime generate substantiddarms.
costs that may not be covered by private or public
insurance. A lawsuit for substantial damages may g\ Levels of Effectiveness
be the only source of payment for needed service

. . ¥here has been speculation among researchers
This may account for relatively more concern

that some candidate HIV vaccines now in clinical
trials may ultimately prove effective in less than
$alf of the vaccinated populatiéf.If the vacci-

given to adults. Of course, the potential for larg ated population is at risk for HIV infection, as an-

damages also exists with most drugs used by chi icipated, then some proportion may become in-

dren and pregnant womé. fected after taking a vaccine of limited efficacy,

Latent hazards thgt may not havg b_een detecE'ven if the vaccine is not defective. Claims based
able before marketing may matenahze_ ten Ol Jow levels (or lack) of effectiveness have not
twenty. years after a vaccine (or dmg) IS useOIbeen brought against existing vaccines. The likeli-
Thereisa greater chance of o!lscoyenng such ha?1'ood of success of a claim of lack of effectiveness
ards Whe_n vaccines are usedin chl_ldren andyoung: oo Hiv vaccine is speculative, but probably
adults with longer subsequent life spans tha@mall as long as those who take the vaccine are
those expecte_d for O'F"Ef_ adults. e warned of its limited efficacy and advised to take

Thus, even if tort principles make itdifficultfor o0 tions against exposure to HIV infection.
a plalntlff to win a lawsuit, there may be MOT€ " A claim based on defective design would have
claims brough_t with respect to vaccines than W'ﬂ}o demonstrate either that a more effective vaccine
respect to ordinary drugs. was feasible or that the level of efficacy was so low

. . that the vaccine should not have been marketed at

[ Potential Adverse Reactions to HIV all.81 Given the difficulties of finding a vaccine

Vaccines that works at all, and the need for a vaccine to pre-
The risks of HIV vaccines most commonly men-vent any additional HIV infection, neither require-
tioned are: 1) low levels of effectiveness (so thatnent would be easy to meet. The more likely basis
not every vaccine recipient is protected); 2) enfor a claim would be inadequate warning of the
hanced susceptibility to HIV infection (increasedvaccine’s limited effectiveness and the need for
risk of acquiring infection upon exposure); 3)the recipient to take appropriate precautions. Or-
more rapid than normal (enhanced) progression afinarily, a plaintiff would have to prove that any
disease if HIV infection is acquired; 4) the devel-warning to the physician was inadequate and that
opment of cancer many years after vaccinationan 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 suitif 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.
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sician either not to recommend the vaccine or téhe same difficulties as a vaccine with low levels
warn the plaintiff more strongly against risk be-of effectiveness, discussed above. In addition, a
haviors (119). If physicians are properly warnedplaintiff would have to prove that the manufactur-
of a vaccine’s limited effectiveness, the plaintiff er knew or should have known that the vaccine
would have no cause of action against thevas capable of causing the reaction. The strongest
manufacturer. Rather, any claim would be againstase against a manufacturer would be one in
the physician for lack of informed consent. which the vaccine was demonstrated to cause the
In addition, a plaintiff would have to prove that susceptibility in controlled clinical trials. This
he or she failed to take appropriate precautionsuggests that such hypotheses should be studied,
against infectiorsolelybecause of the inadequate at least to attempt to determine whether they are
warning. If the infection were acquired throughrealistic concerns or merely theoretiBaPoten-
sexual contact, the plaintiff would have to provetial liability may provide an incentive to vaccine
that he or she would have abstained from sex gnakers to invest in additional vaccine research,
used barrier protection in most, if not all, relation-which may both clarify the vaccine’s safety profile
ships. If the transmission occurred through intra@nd increase the eventual cost of development. In
venous (IV) drug use, it may be especially hard tdhis respect, however, HIV vaccines do not differ
prove that the plaintiff would have abstained orffom other vaccines or drugs.
used precautions, like sterile needléglterna-
tively, a plaintiff would have to prove that he or pevelopment of Cancer

she would not have taken the vaccine had an adg¢tere has been speculation that, because HIV is a
quate warning been given, and thattaking the  retrovirus, an HIV vaccine might cause cancer
vaccine would have prevented infection. Both almany years after vaccinatiaThe likelihood of
ternatives would entail proving the somewhat im-3 claim for vaccine-induced cancer is also similar
plausible: continuous use of precautions againsb the claims for other potential adverse reactions.
infection or complete avoidance of exposure tat differs primarily in the length of time it may take

HIV infection. for the reaction to be discovered. This means that,
in the absence of feasible studies that could predict

Enhanced Susceptibility to Infection or the risk, if any, of cancer, neither manufacturers

Disease Progression nor vaccine recipients would know whether the

Some researchers have theorized that candidataccine posed any such risk for perhaps two de-
vaccines might have the potential to increase onetades. Although a manufacturer is not liable for
susceptibility to infection with HIV or other or- injuries caused by unforeseeable dangers in its
ganisms (24). Others have speculated that a vaproducts, there may be some question as to wheth-
cine might increase the rate of disease progressiar a manufacturer adequately investigated a sug-
in people who become infected with HIV in spite gested risk. Given the need for an HIV vaccine,
of vaccinatiorf3 Both hypotheses raise the possi-however, it seems unlikely that a manufacturer
bility of a claim for defective design if they are notwould be held responsible for distributing a vac-
investigated, or a claim for inadequate warning ifcine with a risk that could not be verified at the
they are not disclosed. Such a claim would facéime 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 Social Harms

Non-recombinant vaccines that use killed, inacti-HIV vaccines may pose risks of social harm that
vated, or attenuated virus have been reported tare not ordinarily linked with other vaccines or
hold some promise (124). Concern about suclrugs. People who receive HIV vaccines will test
vaccines arises from the possibility, albeit remotepositive on screening tests, making them especial-
that the manufacturing process mightinadvertenty vulnerable to denials of health or life insur-
ly fail to remove or render harmless part of the vi-gnce87? permission to travel abro&8Joss of em-

rus that could actively infect a person, or that ahloyment  or  housin§? segregation in

attenuGated virus could revert to an infectiouspstitutions, or rejection by family and friends (2)
statet®Reports of newborn monkeys that becamegg, 114)90 people institutionalized in prisons or

il after inoculation with a live attenuated Virus yantal health facilities may be segregated or vic-
vaccine to prevent SIV may increase such CONGmized. Other forms of discrimination and

cerns. A person who became infected with |'”Vstigmatization are also possible. The possibilities

e e s 2081 Foman el unesamined
Jury y An HIV vaccine may produce an antibody reac-

turing error. . " L
It is unlikely that a claim for design defect tlon.'Fhat may be dlfflcult_to distinguish fr.om a
lposmve test for HIV infection, so that vaccine re-

would be possible, except in the unlikely event”.” . .
that the manufacturer knew or should have knowﬁ'p'?nts may be rr_nstake_nly believed to be HI\./
ositive. But vaccine recipients (and subjects in

that its manufacturing process could not rendeP2S" . . ,
the virus incapable of infection. Although claims Y2¢Cine clinical trials) may be targeted for dis-
of vaccine manufacturing errors have been rare iffimination on the assumption that they are mem-
the past, the consequences of a batch of vaccif€rs Of 2risk group, regardless of whether they are
accidentally escaping inactivation are sufficientlyShown to have HIV infection. Moreover, most
serious to make this type of vaccine unappealinéUCh harms result from lawful conduct for which
to many vaccine makers. Thus, potential liabilitythe vaccine recipient would have no legal re-
for manufacturing errors may discourage compacourse. Although job loss might violate the Amer-
nies from developing this type of vaccine, andicans with Disabilities Act (42 U.S.C. 12101 et
provide relatively greater incentive to pursue resed.), most other forms of discrimination would
combinant vaccines. At the same time, companiegot, and no law prevents family members, lovers,
may not wish to pursue a type of vaccine thatind friends from abandoning someone stigma-
might produce HIV infection, regardless of expo-tized as at risk for HIV infection.

sure to liability, especially if they believe thatthey  Although such risks should be made clear to
cannot eliminate the risk of manufacturing error.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).

89The 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-appearance of adverse reactions. Atthe same time,
rence, and itis unlikely that a claim would be sucHIV vaccines are likely to be given to people at
cessful on such grounds. Manufacturers are not reisk for HIV infection for the foreseeable future.
sponsible for the bigotry of others. ProductSeveral risk groups are also at risk for other dis-
liability is intended to impose responsibility for eases, such as Hepatitis B and other blood-borne
physical injury caused by defective products, noaind sexually transmitted diseases. It may be diffi-
personal insults resulting from discriminatory ac-cult to distinguish some symptoms or illnesses
tions. There does not appear to be any basis fdtom other causes from adverse reactions to vac-
counting social harm as either a manufacturing decination, at least until sufficient years of experi-

fect or a design defect. ence with the vaccine have produced reliable data
It might be possible to claim that an adequatédentifying vaccine-related risks.
warningshouldinclude the risk of social harnds. Uncertainty about the cause of ilinesses follow-

A successful cause of action would require théng vaccination may encourage vaccinees to at-
plaintiff to prove that he or she would not havetribute injuries to the vaccine and seek legal re-
been identified as at risk for HIV infection but for dress against manufacturers. On the other hand,
the vaccination. But, ordinarily it would be the actthe difficulty of demonstrating that the vaccine
of vaccination, not the vaccine itself, that conferscaused the injury is likely to discourage or defeat
any stigma. Moreover, it is unlikely that a vaccineproduct liability claims. In other words, the very
maker would be responsible for specifying sociauncertainty that may increase the likelihood of
risks, since such risks are not necessarily withitawsuits also decreases the probability of plain-
the realm of expertise of vaccine manufacturingtiffs’ success on the claims.

Physicians who administer HIV vaccines may be The characteristics of the populations that use
the more likely target for any claims that a vaccinean HIV vaccine may influence the potential for li-
recipient was not adequately warned about posability. Most people at risk of HIV infection are

sible discrimination. young adults with a relatively long life expectan-
cy. Potential damages for permanent injury aris-
[] Different Uses of Vaccines ing from vaccination could be substantial, al-

though less than those for young children. A
rowing proportion of people at risk, however, are
drug users, many of whom are not working and
ay not be able to claim lost income as damages.

owever, if the majority of people who actually
take an HIV vaccine are middle-class workers,
Shen permanent injury that deprives them of the
ability to work will give rise to potential damages
"Yor lost income, as well as medical expenses. If

HIV vaccines are given to newborns and young

children, the potential damages increase propor-
Preventive HIV Vaccines tionately with life expectancy. Pregnant women
Preventive HIV vaccines have most of the factorsvho are HIV-positive and take a vaccine to pre-
that make vaccines more susceptible to liabilityvent transmission to their children can expect very
claims than drugs. They are intended for use biimited damages because of their preexisting
healthy individuals who may be sensitive to thecondition and shorter life expectancy.

The same principles of liability apply to manufac-
turers of all vaccines, regardless of whether the
are preventive (intended to prevent) or therapeuti
(intended to treat or cure infection or disease), an&
regardless of whether the vaccines are experime
tal (investigational) or approved and licensed. Th
likelihood of adverse reactions and liability
claims occurring may differ, however, dependi
upon the way in which a vaccine is used.

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 potive an experimental vaccine may be and whether
tential liability. If an HIV vaccine’s effectiveness unpredictable adverse reactions may occur. There
is limited over time and requires several doses angre more protections for subjects in clinical trials
booster vaccinations, there are more opportunitiethan for patients in ordinary medical care settings.
per vaccinee for adverse reactions and for injurieBederal regulations governing both federally
following vaccination to be attributed to the vac-funded research with human subjects and research
cine. The costs involved may be balanced to somiatended for submission to the FDA require that
degree by the increased sales generated by a muliubjects’ informed consent be in writing in a doc-
ple dose vaccine. ument approved by an institutional review board

In summary, the potential for liability arising (21 U.S.C. Parts 50 and 56). Regardless of the
from the use of an approved HIV vaccine appearmerits of the document itself, prospective subjects
to be similar to what might be expected from anyare likely to be made aware that they will be part of
new vaccine intended for use by adults. Althougla research experiment and that the vaccine has not
the possible damages from a successful lawsuiteen approved by the FDA. The subject’s consent
may be large in the case of a permanently disabldahs the legal effect of making the subject assume
young adult or child, the probability of a success+esponsibility for any disclosed risks that materi-
ful lawsuit appears to be quite low. Although analize. Since most informed consent documents
HIV vaccine might carry unknown latent risks note that not all risks can be predicted and un-
that portend a DES-like future, that possibility known adverse reactions might occur, there is
probably exists for every new drug and vaccindittle basis for a claim that the subject was not
marketed. HIV vaccines are not unique in this reproperly warned.
spect. Currently, the most likely basis for liability  Historically, there have been no cases of prod-
claims is an inadequate warning of low levels ofuct liability claims involving research, probably
effectiveness or limited protection against HIV in-because there has been a very low incidence of ob-
fection. Yet it would be very difficult for anyone served or reported injury among research subjects
who became HIV positive to prove that his or her27, 118, 20092 Rare adverse reactions may not
infection was caused by either the vaccine or an imaterialize in a small cohort of research subjects
adequate warning of the vaccine’s limited protecand side effects may be reversed or minimized
tion. Physicians are likely to be more vulnerablepromptly where the subjects are being monitored

to such claims than vaccine makers. by research investigators. Design defect claims
are also minimized, if not precluded entirely, by
Investigational HIV Vaccines the fact that the trial is being conducted to find out

The potential for liability for adverse reactions towhether the vaccine works and whether it has dan-
investigational preventive HIV vaccines is lessgerous side effects. Not until such trials are con-
than that for marketed vaccines. The legal groundgluded and a risk is discovered or confirmed is
for liability are the same for both investigational there any significant basis for claiming that the
and approved vaccines. But the nature of invesraccine was defectively designed.
tigational vaccines and clinical trials reduces both It is possible that a vaccine might be too dan-
the likelihood of claims and the probability of suc-gerous to test in human subjects at all. But this
cessful claims in practice. could only be inferred from prior laboratory re-
It is generally understood that the purpose ofearch which should be reviewed by the FDA and
clinical trials is to determine how safe and effec-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).
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as a safeguard against proceeding with unjustifindeed, vaccine trials may gather as much in-
able research and, although imperfect, they ordiformation about such risks as they do about vac-
narily should prevent unreasonably dangerous reeine safety and effectiveness. Thus, the risk of li-
search from going forward. ability again depends upon the clarity with which
The most likely risk of a preventive vaccine the risk of social harm is presented, and the re-
trial is that a research subject may believe that theponsibility for warning prospective research sub-
vaccine is effective to prevent HIV infection, fail jects would lie with the investigators rather than
to take precautions, and become infected. (In the vaccine manufacturers.
blinded, randomized trial, the subjects are not told
whether they have received the investigational herapeutic HIV Vaccines
vaccine or a placebo, although they can find out by herapeutic HIV vaccines that are used to treat
getting tested, even if they are asked not to do sopeople already infected with HIV are comparable
As with marketed vaccines, the subject mighto drugs. The special concerns surrounding the use
claim that he or she was not adequately cautioneaf preventive vaccines do not apply. Patients and
against risk behaviors, but would probably findresearch subjects who take therapeutic vaccines
that especially difficult to prove in a research setimay be willing to accept accompanying risks in
ting. The written informed consent documentorder to receive any benefit the therapeutic vac-
would provide evidence that the information wascine might afford, as they have with drugs like Zi-
given. Such documents have proved sufficient t@lovudine, ddl, ddC, and d4T. Adverse reactions to
defeat claims of lack of informed consent by pathe vaccine may be especially difficult to distin-
tients in medical settings (320). The best solutiorguish from other symptoms related to HIV infec-
to such a problem is to prevent it, by making cleation and opportunistic infections and illnesses.
the uncertainty about the candidate vaccine beforloreover, the potential for damages is quite lim-
a subject agrees to participate in the trial. ited because of the perceived limited life expec-
Another potential, but probably remote, risk istancy of people with AIDS. Perhaps this is why
that use of an early candidate vaccine would prethere have been no reports of fear of liability for
clude a subject from participating in a later inves-adverse reactions to therapeutic vaccines. Even
tigational study of a newer vaccine, perhaps ongompanies that reported fear of liability for their
that proved to be more effective. Again, the mospreventive vaccines actively pursued clinical
likely basis for a claim would be lack of informed trials of their therapeutic candidate vaccines with-
consent, with results similar to those described@ut mentioning liability as a concern.
above. It may be more difficult to explain the na-
ture of this type of risk unless there is some labora-] Conclusion
tory basis for predicting the effectiveness of vacPreventive vaccines may be more susceptible to
cines that have not yet been fully developed. claims of liability than most drugs and biologics,
Finally, subjects who experience some of theprimarily because they are ordinarily used in large
social risks of participating in a vaccine trial maynumbers of healthy people. Their extensive use
claim lack of informed consent to such risks.can permit even rare adverse reactions to material-
Merely volunteering for a vaccine trial can exposeaze and people who expected vaccines to prevent
the subject to discrimination. Research subjectdisease may be less tolerant of such reactions than
may be more vulnerable to social harms than thsick patients. As with drugs, the majority of
recipient of a marketed vaccine, because particelaims have been directed against only a few vac-
pation in a vaccine trial may be discovered moreines. Despite the increased probability of claims,
easily than receipt of a vaccine from a private phythe proportion of reported cases thatimpose liabil-
sician or public clinic. As with physiologic reac- ity on the vaccine maker is very small. There is no
tions, the precise social risks that may befall a vagaublicly available evidence on the number or re-
cine recipient may not be predictable in advancesult of claims that were withdrawn or settled be-
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fore a court decision. Thus, although the probabilto have halted and, although there is no guarantee
ity of claimsof liability may be relatively high, the that it could not recur, there is no reason to assume
probability of actualiability is relatively low. that it will.%4 More important, it is difficult to ar-
The main causes of action against a vaccingue that the principles of product liability are un-
maker are claims of a defectively designed vacfair in theory. Rather, the major concern lies with
cine and an inadequate warning of vaccine riskghe time, expense and uncertainty of the litigation
Plaintiffs have not succeeded on a claim of defeggrocess and the fear that the law will not be applied
tive design, probably because of the improbabilitycorrectly, so that a vaccine maker is mistakenly
of demonstrating that a safer, equally effectiveheld liable where it should not be.
vaccine could have replaced a vaccine approved Since liability itself is so rarely imposed, fear of
by the FDA®3 Few courts have found a vaccine liability may be more accurately described as fear
maker liable for an inadequate warning of risksof having to litigate at all. This is understandable,
More extensive and sophisticated warning statebut not limited to cases involving HIV vaccines.
ments may have improved vaccine makersTherefore, there appears to be little, if any, basis
protection against such claims. In addition, a vacfor claiming that HIV vaccines present a special or
cine maker’s duty to warn is ordinarily limited to increased risk of liability. This does not mean that
the prescribing physician, who bears responsibilan alternative means of allocating responsibility
ity for disclosing vaccine risks to patients. Thus,for injury and compensation is not warranted for
physicians may now be more vulnerable to claimgther reasons. It does mean that any alternative
(of lack of informed consent) than vaccine mak-that is intended to remedy tort litigation’s ineffi-

ers. ciencies would have application beyond HIV vac-
The probability of future claims of adverse gjnes.

reactions to an HIV vaccine is impossible to pre-
dict because it depends upon what, if any, advers
reactions occur and whether they could be plausi- LTERNATIVE COMPENSATION POLICY
bly attributed to the vaccine. The probability of OPTIONS
courts imposing liability in the case of an HIV People who are injured as a result of vaccination
vaccine appears to be about the same or lower thawith an HIV vaccine could receive compensation
in the case of existing vaccines. This is primarilyin a variety of ways. Currently, their only option,
because of the difficulty of demonstrating that arapart from private health and disability insurance,
adverse reaction was caused by the vaccine. Algs likely to be a product liability claim against the
important is the possibility that the most predict-vaccine maker, or a claim of professional negli-
able risk of vaccination is discrimination againstgence (medical malpractice) against the physician
the person vaccinated for which manufacturers arer other health care provider who vaccinated the
not likely to be responsible. individual, if the circumstances support a legal
Fear of liability for adverse reactions to vac-cause of actict®
cines may have been based on a perception in the This section summarizes several major policy
1970s and early 1980s that courts were expandingptions for compensating HIV vaccine-related in-
the grounds for liability. That expansion appeargury—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 f the revised version of tHRestatement of Torlume 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 insureause of action where, itis argued, it should not be
ance systems, and public no-fault compensatiopermitted, such as for an injury caused by a design
programs—and their advantages and disadvamefect. More often, perhaps, the objection is that,
tages’® It also considers several alternative ap-n practice, judges and juries apply the law incor-
proaches to encouraging HIV vaccine develop+ectly, so that a defendant is mistakenly found li-
ment that focus on overcoming financial andable. Of course, judges and juries make mistakes
scientific difficulties. Which option is best de- that operate in favor of, as well as against, defen-
pends upon the goals to be achieved by compensdants. But it is the prospect of mistaken liability,
tion and how alternative approaches affect theot mistaken absence of liability, that most often
achievement of other important goals like prevengives rise to calls for tort reform.

tion of disease, deterrence of injury, and the just Almost all tort reform proposals seek to limit

distribution of resources. the liability of potential defendants. Limitations
on liability, however, are cost control measures,
TORT LIABILITY REFORM not compensation mechanisms. Such limitations

nfire ordinarily intended to decrease the number of

by imposing legal responsibility for compensat—pheor’k““h Iy\{ho _seek hand obtalnf compensation
ing certain specified injuries. It is also justified astroUdh litigation or the amount of compensation

a means of retributive justice or risk deterrencéhey recgive. Such proposals may bejust_ifiable_ i
(51, 59, 210). Whether or not it serves adequatel§'® goalis to save defendants money and if provid-

as a deterrent to risk, it is widely criticized as ei- ngdcorrrl]pen?atlongo those \_/vho WOlIJld hot qudallfy
ther ineffective or inefficient in providing equita- under the reformed system Is not relevant or desir-

ble compensation. The tort system does not prd2P!€- If other goals are important, however, the

vide compensation to all victims of injury. In SPECIfic limitations must be analyzed to see
theory, compensation is allowed only in cases hs(vhetherthere is good reason to restrict compensa-

which a plaintiff can prove another party’s legaltlon t0 @ smaller population.

responsibility for an injury. In practice, many ) . .

people who might have a valid cause of action i Reforms Granting Immunity from Strict

tort do not file a claim or receive compensation, Liability

and others who may not have a legitimate clainBome vaccine manufacturers and legal commen-

may pursue a cause of action and receive contators have argued that manufacturers should not

pensation (69, 74, 109). be held strictly liable for a defectively designed
The most common criticisms are that tort litiga-vaccine. Several jurisdictions have, by court deci-

tion is unreasonably time-consuming and expension, already granted manufacturers immunity

sive and often unpredictable or inconsistent, witfrom strict liability for all vaccines (and drugs)

some plaintiffs seeming to receive undeserve@225, 255, 270, 277). The trend in other jurisdic-

windfalls and others receiving nothing in spite of ations, while not granting complete immunity from

legitimate claim (82, 131). Even those who do notiability, is for courts to reject claims for drug and

support specific tort reform proposals often voicevaccine design defects on a case-by-case basis,

these criticisms (156). generally because the product is not found to be
Others argue that product liability principles defective or the claimed defect was not avoidable

make manufacturers responsible for injuries tha156).

are unavoidable (80, 158, 203). Sometimes the One may draw conflicting conclusions from

objection is that the law itself grants plaintiffs athis trend. One is that the courts that have rejected

Tort liability functions as a compensation syste

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- analysis adopted by courts that require case-by-
ly and as intended to sort out good products froncase evaluation of strict liability claims.
bad ones, and good products are not being found A second argument for exempting drugs and
defective. Another is that the courts have appliedaccines from strict liability (again, excluding
the law incorrectly, and companies are not beingnanufacturing errors) is that federal regulations
held liable for defective products. Finally, it could provide sufficient incentives to ensure safe and ef-
be argued that if most reported cases are beirfgctive products. One reason for the adoption of
found correctly in favor of the defendant, then li-strict liability was to deter manufacturers from
ability is not needed; drug and vaccine makersnarketing products that are unsafe. Here, the fact
should be granted complete immunity from allthat most, if not all, drugs and vaccines are in-
strict liability, at least for defective design. This tended to prevent or alleviate suffering is not ad-
assumes that tort law has no deterrent effectianced as a reason to dispense with liability. The
While everyone hopes that no drug or vaccinémportance of drugs and vaccines does not explain
could ever be defective, it is probably an unrealiswhy their manufacturers should not be deterred
tic assumption. from marketing unsafe products. Rather, drugs
The argument for exempting all vaccines fromand vaccines differ from ordinary consumer prod-
strict liability is basically an argument that drugsucts because they cannot be marketed without
and vaccines are special or differ from other prodFDA approval based on substantial evidence of
ucts in significant ways that warrant protectingsafety and effectiveness.
their producers from responsibility for injuri@s. Federal regulation is said to serve the deter-
The California Supreme Court, for example, dis-rence function of tort liability, so that liability is
tinguished between drugs and ordinary consumesuperfluous and unnecessarily costly. This is a
products on the grounds that the latter are used firactical argument with considerable basis in fact.
“make work easier or to provide pleasure, whileAlthough FDA approval has not generally been
the ... former... may be necessary to alleviate sufficient to preempt a claim, it has often provided
pain and suffering or to sustain life” (225). Of convincing evidence to reject a claim that a prod-
course, not all drugs have such valuable puruct could have been made safer. Thus, evenifitis
poses?8 and many ordinary consumer productsappropriate to permit strict liability claims against
provide important benefif If drugs and vac- specific drugs or vaccines, few can be successful
cines deserve immunity from strict liability, then where the manufacturer has complied with FDA
they must be distinguished from other products omesting requirements and the product remains ap-
more precise grounds. In the absence of any sughioved. If FDA requirements for approval are di-
distinction, this argument requires exempting notuted or its standards for evaluating the safety and
just drugs and vaccines, but all equally beneficiaéffectiveness of vaccines are reduced in order to
products from strict liability. The alternative is to speed up the availability of an HIV vaccine, the ar-
exempt only those particular drugs and vaccineggument loses some of its force. Expedited review
as well as other products, that confer special bendy the FDA thus may undermine reliance on regu-
fits on humankind. This is the kind of risk-benefit 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 ndypes of caps. One study of reforms and malprac-
explicitly examine whether they might be madetice insurance premiums found that premiums

safer. were reduced most successfully by a cap on total
damages (213). This is consistent with conven-
[J Reforms Limiting Liability tional wisdom that insurers are best able to set pre-

Where liability should not be removed entirely, Mums when they have a fixed ceiling on future
numerous reform proposals are intended to redudgpPenditures. Caps on total damages, however,
the number (frequency) of claims made, the numbave been criticized as disadvantaging the most
ber of claims in which a plaintiff can succeedseverely injured plaintiffs with the largest losses.
(awards), or the amount of compensation payabl®ne study found that an increased proportion of
to a successful plaintiff. Other reforms are in-awards granted the maximum amount after a dam-
tended to expedite the litigation process or mak&de cap was enacted (66).
it more accurate or less expensive. A growing Limitations on the amount of plaintiffs’ attor-
number of studies have begun to evaluate tort rdeys’ fees, usually by placing a ceiling on the per-
forms adopted by the states, primarily those dicentage of an award that can be paid as a contin-
rected to reducing medical malpractice insurancgency fee, are intended to limit claims made by
premiums by reducing malpractice litigation (20,discouraging attorneys from accepting cases, and
185, 186)L%0 In many cases, the generalizability to increase the proportion of the award that the
of research results has been hampered by limit@laintiff can keeg:%! Danzon found such contin-
tions on the data available and variations in studgency fee limits had no effect on the number of
design (193). The studies show that reforms havealpractice claims made or the amount paid per
had somewhat mixed results to date. Few reform@aim (46), while another study found that they in-
have had a significant effect on the price of insurcreased the amount paid per claim (213). Fee lim-
ance, the frequency of claims, or the amount ofts may have little effect where they are about the
awards. same as the prevailing customary percentage of
A limitation or cap on the amount of damagesawards.
that can be awarded to a successful plaintiff has Shortening the statute of limitations (the time
been the most effective type of reform to date. Agvithin which a claim must be filed) to bar claims
might be expected, caps have been found to redusgbmitted long after an injury occurs also pro-
the average amount of awards in successful casdgced mixed results, with several studies finding
in several studies (193). But they have not beeno significant effect (193). Shorter statutes of lim-
found to affect the frequency of claims consistentitations may encourage claims to be filed earlier
ly (46, 213), perhaps because they apply to only €193).
small proportion of claims made. Caps have been Pretrial screening panels are intended to screen
enacted to limit either non-economic damage®ut nonmeritorious claims, expedite settlement,
(pain and suffering) or total damages (includingand reduce the costs of litigation. They have been
incurred medical expenses and lost income).  difficult to evaluate because panel types vary from
Different studies have reached different con-tate to state and voluntary panels are not used fre-
clusions with respect to the effect of differentquently. 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 parpensation more equitable. Studies of product li-
els (213), and decreased payments per claim usiradpility claims have not yet been able to determine
voluntary panels (193). Another study found thawhether the distribution of claims and payments
panels had no effect on the probability that a plaineomports with actual legal responsibility for inju-
tiff would be awarded payment (166). Some mayy (60). Thus, there has been no way to determine
increase costs by adding another layer of procevhether the number of claims and number and
dure. One study found that panels were associatemnount of awards are “correct.” In the absence of
with reduced malpractice insurance premiums foany baseline knowledge of how many claims and
obstetrics/gynecology but not for general surgenawards would be warranted in an error-free sys-
or general practice (213). tem, it is impossible to know whether there are
Collateral source offsets are intended to reduceurrently too many, too few, or about the right
the amount of awards and, indirectly, the numbenumber of claims and awards (153).
of claims, by prohibiting plaintiffs from collecting
payment for insured losses, such as medical ex-] Reforms Favoring Compensation

penses2 Again, study results are mixed, with Four different types of tort reform may address the
two studies finding no significant effect on the fre-goal of equitable compensation. The first is to
quency of claims in the case of mandatory offsetsshange the substantive law governing compensa-
one finding a significant reduction in claim fre- tory damages to make them more consistent
qguency when discretionary offsets were includedacross plaintiffs with similar injuries. This might
and both finding a significant reduction in amountbe accomplished by a schedule of injuries, ranked
of payment in successful cases (46, 213). by severity, loss of function, or other criteria, each
Requiring the losing party to pay the successfulith an assigned dollar value or range of values.
party’s attorneys’ fees and costs also has had littlthe amounts of compensation could be deter-
demonstrable effect on claim frequency, paymentnined by calculating appropriate medical ex-
per claim, or premium prices. This may be ex-penses for each injury and adding expected lost in-
plained by the fact that this type of reform has geneome or expenses for continuing care. It may be
erally been limited to rare cases in which a courtifficult to reach agreement on what values should
finds the claim to be frivolous or fraudulent, andbe used in each category. For example, should lost
few cases have been found to fall into that categancome be calculated by reference to the individu-
ry (193). al's ownincome (which awards more to those with
In summary, tort reforms intended to reducehigher incomes, as is done now), or should the
claims and payments have had spotty success same rate, such as average non-farm wages, be ap-
date. Most types of reform adopted in the past arglied to everyone? How, if at all, should the
unlikely to make a dramatic difference in the fre-amounts be adjusted for inflation or geographic
quency of future claims. Since most such reformarea? Such technical problems should not be mini-
are intended to reduce litigation and the amountized193 In addition, there is the question of the
paid to plaintiffs, without improving the probabil- whether the amount of awards can be set at a level
ity of “correct” results, they do little to make com- 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 Oofficials 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).
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needs of injured people, but still affordable byamong courts to limit defendants’ liability (50).
those who have to pa§4 Some countries in the European Union, however,
If such problems are surmountable, a schedulare moving in the opposite direction from the
would offer some measure of consistency in comUnited States, toward strict liability for product
pensation for the same type of injury. The schedinjuries, in their harmonization of laws effort
ule could be enacted by state legislatures, all75). Some countries may not allow a “state of
though a regulatory agency might be delegatethe art” defense, called developmental risk, but
responsibility for updating the award amounts pewould make companies liable for risks that were
riodically. Alternatively, courts could adopt the not discovered or foreseen. The justification ap-
schedule to guide jury deliberations. pears to be that drugs and vaccines are too impor-
One advantage of scheduling compensation itant to people’s health to permit anything less than
that it makes defendants’ exposure more predicthe most stringent safeguards against product
able, and probably more insurable. Some counseisks. Japan is considering replacing negligence
for vaccine makers have noted that it is not routingvith strict liability for defective products, al-
litigation, but the possibility of one multimillion though opposition has reduced the likelihood of
dollar judgment that makes their employers nerfeform (43).
vous. If potential or maximum awards could be es- Some Northern European countries have pa-
timated on the basis of a schedule, they coultient compensation funds to assist those with ad-
more easily be accounted for in pricing. Of courseyerse reactions to drugs and vaccines (23, 165).
this does not eliminate the need for predicting th®©thers have compensation funds specific to ad-
number of possible claims in the future; but that isrerse reactions to vaccines recommended for chil-
true for all products. dren (112). These countries have alonger tradition
A second type of reform is alternative disputeof government provision of social assistance to
resolution, which is intended to expedite settletheir residents than the United States. Their rela-
ments in litigated cases and reduce expenditureBvely more extensive programs of health and dis-
Although such procedures hold some promise foability insurance leave injured people with fewer
speeding up the resolution of disputes, they do natnreimbursed expenses, so there may be less need
alter the law governing the cases they resolveor other sources of compensation than in the
Their advantage is that they can be used with aldnited States.
most any type of dispute, regardless of how com- A fourth type of reform would encourage more
pensation is calculated. They may also producpeople to bring claims under existing law. Several
more consistent decisions, especially if they arstudies have found that only a small proportion of
inexpensive enough to be used by more potentigleople who are injured as the result of another’s
claimants and defendants. negligence actually file tort claims, and an even
A third type of reform would expand potential smaller proportion (perhaps half of those who file
plaintiffs’ opportunities to recover compensation;claims) eventually recover any compensation (46,
for example, by granting them a cause of action i169, 74). The Harvard Medical Practice Study, for
instances that tort law currently forbids or by easexample, estimated that about 28 percent of all ad-
ing standards of proof for existing causes of acverse events experienced by hospitalized patients
tion. This option would be unattractive to defen-in New York in 1984 were attributable to medical
dants. It is directly contrary to the current trendnegligence (one percent of all patients discharged)

104The 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- uct risks197 Elimination of product liability may
tients, only one patient filed any claim of medicalresult in shifting claims that would have been
malpracticel% Tort reform designed to provide brought against vaccine makers to physicians and
equitable compensation would encourage morelinics that administer vacciné®® Such actions
not fewer claims, as well as more accurate claimeould probably be limited to claims of lack of in-

determination. formed consent, which may be difficult to prove.
Nonetheless, physicians are not likely to welcome
00 Summary becoming a more visible target of complaints.

Tort reforms limiting liability are not likely to
'gmprove compensation for injured persons or
make it more equitable. If the goal is to provide
\ﬁ_ompensation within the tort arena to a larger pro-
portion of people with injuries, then mechanisms

drawing a legal remedy from one class of injure&o increase the number who file c_Iaims are needed.
people (those with adverse reactions to HIV vac- €W reforms have the potential to correct the
cines) while itis preserved for other classes. In thgrost pressing problems of _to_rF I|t|ga_Lt|on—_|ts time
past, when liability has been limited, those injureoand expense, and the possibility of |nconS|st_ent re-
have sometimes been provided an alternativg!!ts: Of course, those problems are not unique to
compensation system, such as workers compen glgatlon mvolvmg vaccines. If tqrt re_form is con-
tion or the National Vaccine Injury CompensationS'dered for vaccine-related injuries, it may have to
Program. Other reforms, such as most of those irP—e considered for all other types of injuries. This

tended to limit medical malpractice liability, have rar:lselsd the question whethler a Ilzcra]derar: tﬁrt I‘ZW
not included any alternative compensation sys§ ou preemp'g state tort law. Although the ad-
tem. vantages and disadvantages of such a change are
As a practical matter, however, even grantin(‘:P_eyo_ncl the scope of this paper, they ShOUId. be stu-
vaccine makers immunity from strict liability for cied iftortreformis thought to be an otherwise de-

design defects may not change the litigation cIi-Slrable option for HIV vaccines.

mate significantly. Such claims are effectively liti-

gated like negligence claims and would not be/OLUNTARY CONTRACTUAL

eliminated without granting vaccine makers im-ARRANGEMENTS

munity from liability for their own negligenc®®  Private companies are free to reduce the time and
Protection against liability, whether in strict li- expense of resolving claims by voluntarily agree-
ability or negligence, for design defects would noting to provide compensation without the necessity
foreclose claims for inadequate warnings of prodef litigation or legislation. The voluntary contract

If the goal of reform is to minimize costs to gov-
ernment and vaccine makers, then tort reform
limiting the liability of vaccine makers would be
the best choice. It does have disadvantages, ho
ever. Most important, it is difficult to justify with-

105patients who filed claims were not necessarily among those that the study identified as negligently injured (109). Itis 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.

107The revisedRestatement of Torts 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 Jefgree to the arrangement before any injury occurs
frey O’Connell and used by some schools with reand where causation is relatively easy to establish.
spect to football injuries, encourages such privatét may be attractive to physicians who administer
agreements (130). A variant has been introducedaccines to their patients and to investigators who
in Congress, but never passed, in the Moore-Gegive investigational vaccines to subjects in clini-
phardt bill (99th Cong., 1st Sess., 1985). Appliectal trials. Physicians and researchers are better
to HIV vaccine use, it would have a vaccine makeable to monitor adverse reactions among people
or administrator contractually agree, at the time ofvho take vaccines, although it may be difficult to
vaccination, to promptly pay the vaccine recipienidentify the cause of many adverse reactions, es-
compensation for medical care and other specifiegecially when the vaccine is investigational.
financial losses in the event of an adverse reaction Vaccine makers have no personal relationship
to the vaccine. Ordinarily, the vaccine maker orto those who take their vaccines. It is doubtful that
physician would agree to make an offer of com-a standard form contract offered by a vaccine mak-
pensation within a specified period of time, per-er prior to vaccination would work as well. Vac-
haps two to six months, following notification of cine recipients may reject the contract as self-serv-
injury. If the recipient agreed to accept the offerjng on the part of the vaccine maker, or they might
he or she would ordinarily waive any right to pur-agree to it on the mistaken assumption that it was
sue a tort claim. If a qualifying offer were refused.required in order to receive the vaccine. The utility
the recipient would forfeit certain tort remedies 0ry¢ the contract depends upon whether vaccine
be entitled to limited damages. _ makers could produce a realistic offer in a limited
The advantage to the injured person is that g, nt of time. Deciding whether to offer com-
reasonable amount of compensation could be prosa s ation requires investigating the merits of a
vided promptly following injury. The vaccine claim that a vaccine caused injury, a complex un-

moiiegt Z?(UIean;rgg Iéiraai?s?:ttizrﬁo?d:?rt gﬁgf’gertaking. This process is similar to that used in
P b ( P P udeciding whether to settle a tort claim. The most

fering and for insured expenses is generally ex-_ |’ .
. . salient obstacle to using the contract approach
cluded) and incur few transaction costs, thereb

improving the predictability and limiting the i\”tthaneWHl\;V?;C'?ﬁWOUId. be the dlzlfﬁlty n
amount of liability expenses. etermining whether the vaccine caused the injury

By itself, the contract approach does not aﬁecfmg’ thererl:ore,_tvvretﬁer an (()jffe: sgou_ld_:o e made.
tort law, and could be used voluntarily with or ome nhospitals have adopted simiiar: com-

without tort reform. It could also be required bypensation programs for injuries resulting from
state or Federal legislation. A contract could be Of[neQ|cal research, alth_ou_gh the_re are few reports of
fered voluntarily by any vaccine maker, or anythelr use. Whether this is attributable to lack of

- 7 o I knowledge of the availability of compensation or
physician or clinic that administers vaccmatlons.Iack of injuries or both is not known. Where the
I.t may be most attr_actwe to companies that pe- rogram is voluntary, compensation is not assured
lieve that they are likely to receive a substantlaF

. o all injured persons. Those institutions and com-
nu_mper of claims that WO.UId be successful unde anies that do adopt a program may have different
eX|_st|ng tort law. Compgnle_s that _expect few suc olicies that produce inconsistent results.
claims probably have little incentive to assume
voluntary burden of compensation, unless the
contract can effectively limit claims to cases inGOVERNMENT-FUNDED INSURANCE
which the company would have legal liability for ARRANGEMENTS
the injury. Government-financed insurance programs could

The contract model may work reasonably wellfund compensation for injuries, with or without
in circumstances in which the payor and payeany change in tort law, in several ways.
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[0 Government-Funded Excess Insurance tures? Such questions are not insoluble. A more

If the only problem with relying on tort compensa- sensitive question is whether an excess insurance
tion were its cost, and that cost dissuaded vaccif@©gram would set a precedent for government re-
makers from pursuing vaccine development, theff’Surance of liability expenses for other tort
one alternative would be to shift at least som&!2ims, from medical malpractice to automobile
costs to government by having government asfures.
sume the obligation for liability costs in excess of L )
afixed amount. A state or the Federal governmerit) Government-Funded Disability Benefits
could purchase excess insurance or reinsuranééaccine-related injuries could be compensated
policies or use government funds to pay excesthrough a state or Federal disability insurance pro-
amounts out of general or special revenues. Suajram that covers only adverse reactions to HIV
a program could be adopted whether or not tort livaccines or one that covers many or all injuries.
ability were altered. If government wished toFor example, the Social Security program could
change the number and amount or distribution obe amended to specifically include coverage of in-
its payments, however, it could modify tort law ei-juries resulting from HIV vaccines. A more gener-
ther to increase or decrease the number or amoualtexpansion of disability insurance to cover inju-
of awards to claimants. In the absence of anyies regardless of cause would be more in keeping
change in the way damages awards are calculatedith the purpose of Social Security, however,
it would not affect the possibility of inconsistent which bases eligibility on disability and age and
awards for similar injuries. Although individual already covers AlIDS-related disabilities.
states could adopt a reinsurance or excess insur- The only compensation mechanism that avoids
ance program, consistency could not be achieveserious questions of horizontal justice is a pro-
unless all states adopted a substantially similagram that compensates all injuries regardless of
system. their cause. This is because every program that
The primary disadvantage of creating such grovides compensation only for injuries from one
program for HIV vaccine injuries is that it may be cause requires a justification why those injuries
impossible to predict the amount of excess insurdeserve special compensation when injuries from
ance needed until there have been many years other causes do not. The need for financial assist-
experience with the vaccine. It is unlikely that theance is not a sufficient reason to provide com-
federal (or any state) government would commifpensation to some injured persons but not others
to expenditures with no ceiling. It will also be es-with similar needs. The desire to encourage the
pecially difficult to determine the amount at production of important products by protecting
which liability costs to vaccine makers should bethem from liability is also not a sufficient justifi-
deemed excessive. That question involves contation when the makers of equally important
plex social policy decisions about the degree tgroducts are not similarly protected. The cost and
which government and private industry should benefficiency of the tort system is not a sufficient
responsible for HIV vaccine-related injuries, asreason to replace it with a special compensation
well as the fairness of liability determinations.  program for only some people but not others. Oth-
Other more practical questions would have teer reasons specific to injuries from one cause are
be resolved. For example, should such costs brequired to justify a special compensation system
limited to awards to plaintiffs, or should they alsofor those injuries. Although justifications may ex-
include the costs of defending claims? If defensést, they are often complex and difficult to identi-
costs are included, how would they be verified®y.
Would companies be willing to allow government  Other countries, like Germany, have had gener-
to audit their records? Should government accepl disability insurance programs in place for de-
cost certification as sufficient proof of expendi- cades. The New Zealand Accidental Injury pro-
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gram provides compensation for injuries from A general disability benefits program could ex-
almost all causes (62). The Commission estahlist with or without tort liability. A program that
lished to study accidental injuries concluded thaprovided only compensation, however, could not
limiting the program to injuries from particular purport to serve any deterrence function. If deter-
causes was both illogical and unfair and recomring unsafe products and services continued to be
mended universal coverage as the only defensibkn important social goal, additional mechanisms
approach (1). would be needed, such as regulation of products
In the United States, a federal general disabilityand services, or requiring providers of products
insurance program may be more feasible if futur@nd services to help finance the program in ac-
health care reform achieves universal coverage @ordance with the proportion of injuries attributed
health insurance. Health insurance takes care @b their products.
one significant cost of injuries. The remaining ex-

penses are those needed to replace lost income
pay for living expenses and, in cases of permanerﬁ;t%BLIC COMPENSATION SYSTEMS

disability, rehabilitation or long-term care. TheseFederal and state governments have created sever-

latter expenses can be paid for with disability@l Publicly administered injury compensation pro-
benefits funded by insurance or general revenue§rams. Examples include state workers com-
Establishing such a program would require anPensation programs, Virginia's Birth-Related
swering many of the questions raised for a causdyeurological Injury Compensation Act (Va. Code
based compensation program, such as the seriofdn. 38.2-5001 et seq.), Florida’s Birth-Related
ness of injuries covered, how much and what typ&leurological Injury Compensation Act (Fla. Stat.
of compensation would be available, and whethef66.301 et seq.), the Federal National Vaccine In-
those responsible for certain injuries should coniury Compensation Program (42 U.S.C. 300aa-10
tribute to financing the systeti® The cost of et seq.), the Federal Black Lung Benefits Act (30
such a program may require new government re.S.C. 901 et seq.), and, most recently, the Radi-
enues, although it could be financed in part byation Exposure Compensation Act (42 U.S.C.
taxes on products and services that caused injurg210 et seq.).
The existence of a compensation program may en- Most such compensation programs are limited
courage a larger proportion of injured people tdo specific injuries from specific causes (cause-
seek compensation. Because the costs of disabltased), but provide compensation on a no-fault
ity for the entire national population are relativelybasis. As long as the injury is demonstrated to re-
consistent over time, unlike the costs of injuriessult from the specified cause, compensation can
from specific products, they are likely to be morebe granted without the need to prove negligence or
predictable than the cost of compensating injuriesther traditional legal responsibility for the injury.
caused by new HIV vaccines. Moreover, a general No-fault compensation systems have advan-
disability insurance system would avoid the adtages over tort litigation. The most salient is that a
ministrative expenses of resolving disputes ovelarger proportion of injured people are entitled to
causation. There would be no need for separate adempensation. There are ordinarily no defen-
ministrative programs for injuries from different dants, so that parties that might otherwise be liable
causes, each with its own fixed costs. 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 compensafiéhThe compensation may be inadequate or unfair and
costs of administering the compensation systergenerate dissatisfaction, as seen in some worker
can be less that the total costs of litigation so thateompensation programs. In the absence of reliable
larger proportion of funds go to injured people.estimates of the number of compensable injuries,
Costs are ordinarily spread over a large populatioit is difficult to predict system costs.
or society as a whole, rather than falling on indi- Most important, no cause-based system can
vidual companies or organizations. Compensaavoid disputes over the cause of injuries. Deter-
tion can be funded from different sources tomining causation is often difficult and time-con-
achieve different goals. General tax revenues casuming, especially where the scientific and medi-
be used where the program benefits society. Speal evidence is uncertain or conflicting (1163.
cial taxes on entities that create the risk (such aget no-fault systems are often recommended in or-
employers in workers compensation, or vaccingler to provide needed compensation in circum-
makers in the National Vaccine Injury Compensastances where causation is unclear or controver-
tion Program) can be used to link the benefits andjal. Thus, the same complexities that make
risks of specific products or actions. litigation frustrating and expensive are often nec-

No-fault compensation systems have two mairessarily part of no-fault compensation proceed-
disadvantages. A cause-based system must satisfiys.
the requirements of horizontal justice by justify- Health care reform proposals debated in the
ing different or special treatment for one class 0fi03rd Congress included provisions affecting
people or injuries. The more compensation procompensation and liability for adverse reactions
grams that exist for specific causes, the more diffito H|V vaccines (see box 4-2).
cult it becomes to defend excluding other injuries
from a no-fault system. This can be seeninthe ten- . . .
dency to call for a special compensation prograrﬂp The Nat'oné!' Vaccine Injury
to remedy social problends! Compensation Program

No-fault systems (whether or not cause-based)he National Vaccine Injury Compensation Pro-
may also generate more, rather than less, cost, giram (42 U.S.C. 300aa-10 et seq.) was enacted in
ther in compensation awards or administrative ex1986 as part of the National Childhood Vaccine
penses. Because no-fault systems compensatgury Act in response to concerns that vaccine
more people than would receive compensation (amakers would not continue to produce childhood
even file a claim) in tort law, a system’s cost de-vaccines or to develop new ones if the pressure of
pends upon who is eligible for compensation andiability for adverse reactions were not abated and
the level of compensation awardedPer-capita the need for financial assistance to families whose
compensation at the level of average tort awardshildren suffered permanent injury or death fol-
would generate higher costs. Very low levels oflowing 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.

1111n 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.

112The 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).

113For 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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BOX 4-2: Health Care Reform and HIV Vaccines

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.'
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 °The plan did not detail whether the costs of exper-
imental therapies would be covered under the plan.

HIV vaccine liability would also have been affected by health reform proposals that included provi-
sions reforming medical malpractice liability. Clinton's Health Security Act included provisions reforming
medical malpractice and strict liability 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

'U.S. Congress, Senate, S. 1757, Health Security Act, Sec. 1128 (Washington, DC U S Government Printing Office, 1993).
‘us. 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-
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.

The program, which took effect October 1,
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
school or day care. The program is a*“ no-fault
system because it does not condition igibility for
compensation on any party’s legal liability for the

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

U.S.C. 3008 14(€))
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injury. Claimants (called petitioners) are entitledhas no duty to warn the vaccine recipient. This
to compensation if they demonstrate either thaleaves petitioners with a possible claim that the
the injury is listed in a statutory Vaccine Injury manufacturer’s warning to the prescribing physi-
Table or that the injury was actually caused by &ian was inadequate, but the act provides that the
covered vaccine, and also meet other eligibility rewarning shall be presumed adequate if the vaccine
quirements-1® There is no requirement that the maker complied with all FDA requirements (42
vaccine be shown to have been defective or neglld.S.C. 300aa-22(b)(2)). This represents a nomi-
gently administered or warnings inadequate. Neinal change in the law; however, few cases have
ther vaccine makers nor health care providers af@und FDA-approved labeling to be inadequate.
parties to the proceedings. Although petitioners may prefer the compensa-
The program has been lauded for reducing tortion system to litigation, in effect, they have little
claims against vaccine makers. This is undoubtedalternative. It should not be surprising that there
ly because the act postpones and effectively preare few liability claims against manufacturers for
cludes most lawsuits in two ways. First, it forbidsadverse reactions to the covered vaccines.
tort claims against vaccine makers unless a peti- Parents or guardians of injured child¥effile
tioner has filed a claim with the Program. Only if apetitions for compensation with the United States
petitioner rejects the Program’s decision may h&€ourt of Federal Claims (formerly the United
or she commence a lawsif The likelihood of ~ States Claims Court) in Washington, DC. A spe-
succeeding in court on a claim that has been resial master in the Court’s Office of Special Mas-
jected by the program is probably too small to enters8 reviews the petition and makes two deter-
courage petitioners to proceed. Only if a petitioneminations: whether the petitioner is eligible for
has a very strong claim and believes that a coutompensation and, if so, how much compensation
would award much more than the program woulds to be awarded. The Secretary of Health and Hu-
a lawsuit be worth the effort. man Services is hamed Respondent in the pro-
Second, the act also bars liability on the part ofeedings. The Department’s Division of Vaccine
vaccine manufacturers for failure to issue a directnjury CompensatioH?reviews petitions and of-
warning of risks to the petitioner (42 U.S.C.fers its opinion on whether the injury was in fact
300aa-22(c)). However, most courts have reachethused by a vaccine. Compensation may be de-
the same result by finding that the manufacturenied 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.

119The 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- Like most compensation systems in the United
ry was not the result of the vaccine in questi#h. States, the program is cause-based. Only injuries
There are actually two programs, one for vacor deaths caused or aggravated by a covered vac-
cinations that occurred before October 1, 198&ine are compensable. Congress sought to avoid
(retrospective cases), and another for vaccinatiorigigation-like disputes over causation by provid-
on or after October 1, 1988 (prospective cases)ng a list of medical conditions that are statutorily
All petitions for retrospective cases had to be filegoresumed to be caused by a covered vaccine in a
by January 31, 1991. Compensation for permavaccine Injury Table, shown in table 4-1 (42
nent injury in retrospective cases is limited to unU.S.C. 300aa-15). The table lists conditions, such
reimbursed medical and rehabilitation expenseas anaphylaxis and residual seizure disorder, and
incurred after judgment; past expenses are ndhe time period following vaccination within
covered?l Awards in retrospective cases are paidvhich the injury must have occurred to be pre-
from general revenues appropriated by Congressumptively compensable. However, in the major-
Until 1993, appropriations were $80 million per ity of cases, causation has been disputed.
year; for FY 1993, they were $110 million and are Many disputes, especially those involving the
authorized to continue at that level for future yearspertussis component of DB%° were disagree-
Prospective cases may be filed within threements over whether a child actually experienced a
years after the injury materializ€¥2and have no condition listed in the table 4-1. These included
limit on the amount of compensation payable, exdisputes over whether the medical evidence dem-
cept that compensation for death is fixed abnstrated aninjury covered in the table or whether
$250,000 as in retrospective cases, and non-ectactors unrelated to vaccination caused the injury.
nomic compensatiomay not exceed $250,0883  In addition, there were disagreements about
Awards are paid from a trust fund financed by exwhether a death resulted from a qualifying injury.
cise taxes on sales of the covered vaccid&Ehe  The table did not eliminate difficult, time-con-
fund had approximately $700 million in unallo- suming disputes over eligibility for compensa-
cated, unawarded funds as of March 30, 1994. tion.

120 peterminations 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|n 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|n the case of death, the period is two years after the date of death, but not later than four years after the initial injury.

123Ccompensation 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.

124The 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.

125which, 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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TABLE 4-1: Vaccine Injury Table, National Vaccine Injury Compensation Program

lliness, 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 limit

«Any acute complication or sequela (including death) of an iliness, 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 1PV (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.

1
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Vaccination before

TABLE 4-2: Number of Petitions Filed (as of Sept. 7, 1994), National Vaccine Injury Compensation Program

Vaccination after

Fiscal vear October 1988 October 1988 Total
1988 24 0 24
1989 146 1 147
1990 3,060 31 3,091
1991 839" 19 958
1992 0 91 191
1993 0 37 137
1994 0 95 95
Totals 4,069 574 4,643

‘An additional 26 petitions filed were not accepted as timely filings.

"The 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. ~ Payments totaling
$417.2 million have been made to petitioners in
about two-thirds (67 percent) of the adjudicated
cases.” In fiscal year 1992, many awards could
not be paid on atimely 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. *

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 athird (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).” 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.™ 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

“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.

¥ 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.

“ Awards in the case of death are limited to $250,000. About 12 percent of al petitions filed have involved death. Awards in cases of

permanent injury have ranged from $120 to $4,000,000 (Division of Vaccine Injury Compensation).

A, Ingtitute of Medicine informal survey in 1984 found that the four responding vaccine makers had paid a total of about $2 million for

all liahility 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.
*Asof 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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TABLE 4-3: Results of Adjudicated Claims (as of September 7, 1994),

National Vaccine Injury Compensation Program For Vaccines Before October 1988

Fiscal year Award granted # (%) Claim denied # (%) Claim dismissed # (o) Total
1989 9 (41) 0 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.
Thiswould suggest that the surtax on vaccinesis
set at too high alevel and could be reduced.™

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.

Although the program was not originaly 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 legidation 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. **

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-

"1t 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.

*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.

*Another 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).
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TABLE 4-4: Results of Adjudicated Claims (as of September 7, 1994),
National Vaccine Injury Compensation Program For Vaccinations After October 1988

Fiscal year Award granted # (%) Claim denied # (o) Claim dismissed # (o) Total
1989 0 (o) 0 0 (o) 0
1990 2 (67) o0 (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

vicesis 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
guestion why other vaccines taken primarily by
adults should not be covered.

Beyond the program itself, attention to the larg-
er question of horizonta justice may require ask-
ing why injuries from other causes should not be
covered. If the most anticipated adverse reaction
to an HIV vaccineis 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 specia
compensation, but those who became infected in
other ways would not. Thisistrue 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.

[JState 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, Cdlifornia 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 atask force.
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TABLE 4-5: Awards Paid to Petitioners (as of September 7, 1994),

National Vaccine Injury Compensation Program

For Vaccinations Before October 1988

Fiscal year Number Amount ($millions)
1990 9 $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
ligbility 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; Cdifornia is aso to re-
ceive royalties from such sales after the grant isre-

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 ligbility 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. Statelinical trials of an HIV vaccine from all liability,
utes 1988, ch. 1555 s. 53¢ including liability for negligence, unless the per-
California had already adopted a limited com-son provided false information to the FDA in con-
pensation program for severe adverse reactions tection with an Investigational New Drug ap-
mandatory childhood vaccines in 1977 (Calif.plication, or caused injury by gross negligence or
Health & Safety Code, s. 429.35-.36, 1977;reckless, willful or wanton misconduct. It was en-
(112)). That program, however, provided com-acted after MicroGeneSys said it would not test its
pensation only for medical and institutional carevaccine to prevent maternal-fetal HIV transmis-
up to a maximum of $25,000. California’s Medi- sion in HIV-positive pregnant women. The trial
Cal and other programs for disabled children wer&vas closed when it failed to enroll enough sub-
expected to provide other assistance. Childrejects to permit conclusions about the effect of vac-
with severe injuries requiring extensive medicalcination to be drawn. MicroGeneSys is no longer
care could seek compensation from the fund in adeursuing those trials.
dition to pursuing any tort remedy they might
have against a vaccine manufacturer. The legislafirginia

tion provided immunity from liability for physi- The Virginia Birth-Related Neurological Injury
cians and others who administered the reqUifed:ompensation Act (Va. Code Ann. 38.2-5001 et
vaccines. Perhaps because of its narrow scope, tBgq.) was enacted in 1987 in an attempt to reduce
program has received only a handful of claims. Ithe cost of medical malpractice insurance on the
was created in the aftermath of the swine flu protheory that tort claims against obstetricians for
gram in the hope of encouraging continued vachjrth-related injuries were driving up the price of
cine development and marketing, but it was notnsurance, limiting available coverage, and threat-
considered an adequate model for the later AID@ning the availability of obstetric services. It pro-
Vaccine Victims Compensation Fund or the Na+ects participating physicians from tort liability
tional Vaccine Injury Compensation Program,for medical malpractice for specific, narrowly de-
and has had little, if any, influence on vaccine defined birth-related injuries to newborns, and offers

velopment or compensation policy. compensation in very restricted circumstances.
The Virginia program is limited to severe neu-
Connecticut rological injuries to a newborn that are caused by a

Connecticut adopted a statute protectingohysician who participated in the program and
manufacturers, research institutions and researckhich render the infant “permanently in need of
ers from liability for personal injury resulting assistance imll activities of daily living.” (Va.
from the administration of any HIV vaccine to aCode Ann. s. 38.2-5001 (emphasis addéth).
research subject (Conn. Gen. Stat. ss. 19a-59Given the narrow definition, it should not be sur-
591b) (172). The law exempts those involved inprising that the program had received only ten

1341n 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 tierowndecision. The law does not preclude liability for negligence, gross negligence, or reckless, willful or
wanton misconduct, or for providing false information to the FDA.

135Bjrth-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-199436 although the Virginia medicine, the Office of Technology Assessment

State Medical Society had predicted at least 48peculated that the “subset of injuries is so small

claims per year (118). Of these claims, seven werand the link between these injuries and physician

awarded compensation, two were denied and on@ractices so unclear, removing personal liability

was pending in August 1994/ for the specified birth-related injuries probably
Claims against participating physicians andhas very little impact on defensive medicine and . .

hospitals must be brought to the program exclu- impact on malpractice premiums is unclear”

sively. Physicians are protected against liability(195). No study has documented increased access

for the injuries covered by the program (Va. Coddo obstetrical care, one of the goals of the Virginia

Ann. 38.2-508). The Virginia Worker Compensa-and Florida statutes.

tion Commission makes decisions on claims.

Physicians (primarily obstetricians) and hospital&ELEMENTS OF A NO-FAULT

elect to participate in the program and pay afCOMPENSATION PROGRAM

annual assessment. Assessments on non-partigi no-fault compensation program for HIV vac-
pating physicians have been suspended becausecpfie-related injuries is desirable, it can be
surplus revenues in the compensation fund.  constructed in different ways to suit different pur-
poses. If the choices made are already part of an
Florida ongoing program, HIV vaccine-related injuries
The Florida Birth-Related Neurological Injury Might be added to that program. The following
Compensation Act (Fla. Stat. 766.301 et seq.) waldges summarize key elements of a no-fault com-
modeled after the Virginia program. It has re-Pensation program and how they might be adapted
ceived more claims, presumably because it dei© adverse reactions to HIV vaccines.
fines a compensable injury slightly more broad- o
ly.138 The Neurological Injury Compensation [ Eligibility
Association (NICA) had received 108 claims The first question to be decided is who should be
through fiscal year 199589 Of these claims, 31 eligible for compensation. Should the program be
received an award, 42 were denied as nonconiimited to United States citizens or residents, or
pensable by a judge (of which 4 were on appealghould anyone who receives an HIV vaccine be el-
and 22 were denied by the NICA and pending juigible? In the National Vaccine Injury Compensa-
dicial determination. Total awards, which are paidion Program, people who are employed by the
throughout the child’s lifetime as expenses as inFederal government, such as diplomats and mili-
curred, are estimated to be about $73 million, withary personnel and their dependents, are covered
about $5 million having been paid out. if they receive a U.S.-made vaccine abroad, like
It is not known whether either the Virginia or all individuals who receive a vaccine in the United
the Florida program has had any effect on malStates. Should the program cover foreign citizens
practice claims or insurance rates for obstetriciangesiding in their own countries who receive vac-
in those states. In its recent report on defensiveine 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 Ipid.

138« ‘Bjrth-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 periodin 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 assistancallractivities of daily living.

139 NICA claims office, Tallahassee, FL personal communication, Aug. 8, 1994.
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broader the eligible population, the more expenterms. If the compensation program is to make
sive the program. But if the program is to encourcompensation more equitable, then, arguably,
age HIV vaccine development for overseas use, asven transient injuries should be covered. After
in Africa and Asia, it may wish to include foreign all, the less serious the injury, the less likely it is
vaccinees, although potential liability claims to be compensated in the tort system. If resources
from foreign vaccinees does not appear to threatefar compensation are limited, however, it may be
vaccine development. A different question maynecessary to restrict compensable injuries to those
arise as to what counts as a U.S. vaccine if thgyr which people are unlikely to be able to pay
company that makes it is owned or controlled bthemselves. This could be done by specifying the
a foreign company. _ . ~ particular injuries, by requiring injuries to be per-

It is customary to fix a time within which manent or last more than six months, for example,
claims must be filed (a statute of limitations). Or-y coyering only uninsured or unreimbursed ex-
dinarily, this would be several years after an injurypenses, or by requiring that the injury cost more

manifests itself. If adverse reactions to HIV Vac'?han a minimum amount in medical expenses or

cines are not expected to occur for many years AYost earnings or both. The particular choice might

ter vaccination and if they are difficult to identify, be balanced with the amount of compensation

the first claims might not bg expected for manypayable. More injuries could be compensated if
years after the program begins.

S-S . the amount of compensation per injury were lim-
Programs have often distinguished betweenllni-ted- It should be recognized, however, that if in-
Qured expenses are not covered, those costs re-

compensation to those injured as a result of a mar- . with the health or accident insurer.

keted product. If a compensation programiis to en- The second threshold question is whether to in-

courage research, as well as provide compensa: . : e
: ) : ST Clude HIV infection as a compensable injury. The
tion, it may wish to cover injuries to research

: . ._possibility that vaccine recipients might become
subjects. However, research-related injuries rais T
: . . ) . Infected as a result of vaccination (because of en-
special questions in most of the categories di

cussed below. *hanced susceptibility to infection, limited efficacy

The National Vaccine Injury Compensation pfthevaccme,oramanufacturlng defect) poses an

Program was originally justified because it COV_mmal difficulty. If it is impossible to determine

ered childhood vaccines required by law. An HIVWhet.her a person's HIV mfect!on _resulteq from a
L . : ..._vaccine or from other causes, it might be impracti-

vaccine is not likely to be required for any specific : : : )
cal to include HIV infection as a compensable in-

population, at least not in the near future. If a com: L o
pensation program covers vaccines that are re#—”y' ".] many cases, '.t s likely to be qu[te d'm.CU|t
ommended or voluntary, then it may set a prece-o attribute HIV!nfectlontp lack of vaccine efﬁca—_
dent for expanding the program to cover al®y ra_ther t'han' risk behavior. On thg qther hand, if
recommended or voluntary vaccines. HIV |_nfect|o_n 1S the most common injury among
vaccine recipients, then a compensation program
. that excludes HIV infection will compensate very
[0 Compensable Injuries few people.
The question of what injuries to cover may be the A third question is whether social harms, such
most difficult and the least capable of resolutionas discrimination in housing, employment, insur-
before an HIV vaccine acquires several years ofince, and personal relationships, should count as
experience. Three threshold questions could beompensable injuries. Although compensation
answered sooner, however. The firstis whether alystems have traditionally been limited to cases
injuries should be covered, regardless of seriousavolving physical injury for which someone
ness, or whether there should be a minimum levedould be legally liable, social harms, including

of severity, defined in either physical or financiallawful discrimination, may injure many HIV vac-
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cine recipients. Social harm also serves to distinwhich may be the standard most favorable to
guish HIV vaccines from other vaccines. It may beclaimants. More stringent standards, like clear and
difficult to determine whether discrimination re- convincing evidence, may be too difficult to meet,
sulted from taking an HIV vaccine or from other at least for many years. The standard of beyond a
factors. At the same time, the cost of compensateasonable doubt, ordinarily reserved for criminal
ing lost earnings, housing, insurance, and eveprosecutions and, in some states, for civil commit-
personal relationships, may be no higher thament, seems inappropriate and probably would be
compensating similar losses resulting from Permet very rarely whether one was trying to prove or
manent ph_ygicgl injuries. ~ disprove causation.

Finally, injuries do not always appear in & Tpe type of evidence that should be admissible

single episode. Thus, it will be necessary to deteg, prove or disprove causation may create prob-
mine whether adverse reactions that aggravate @ms. How much weight should be given to the

worsen existing health conditions should be comgyinion of individual treating physicians? Should

pensable. Some adverse reactions result in dea%bidemiological studies be admitted and, if so,

although death may not be immediate. It may bgq\, might they inform individual cases? Should

impossible to determine whether death resulteg,q testimony of the injured person be sufficient to
from another compensable injury until more s, o6 causation or must it be corroborated? What
known about adverse reactions to HIV vaccines,[ype of evidence should be required, permitted

. and excluded to prove causation of social harms?
[J Causation

If a compensation program is limited to injuries . .
that are caused by an HIV vaccine, then causatiow Compensation Benefits
must be determined. In the absence of a list ofhe type and amount of compensation available
compensable injuries (and no complete list will beaffect both the program’s attractiveness to poten-
available immediately) and for injuries that do nottial claimants and its overall cost. If claimants re-
appear on such a list, a procedure for decidin@ain the option to file lawsuits as an alternative to
causation in individual cases is needed. Like toréSing the compensation program, then awards
law, most compensation programs place the bufmay have to be reasonably comparable to those
den of proving causation on the injured person. Agvailable after litigation in order to attract claim-
a practical matter, however, the injured person ignts away from court. Of course, other program
the least likely to be able to find the evidence need€atures, such as expeditious decisions, may offer
ed to prove causation. The same factors that mal&fficient attractions, but they may not be fully op-
a list of compensable injuries impossible may preerational in the early years of a program.
clude proving causation. Some presumptions Compensation may be provided for several
could be used to overcome this difficulty, such agypes of losses. Medical expenses are the most
presuming causation for any injury that cannot b€ommon. These may include hospital and physi-
explained by credible scientific or medical evi- cian expenses, rehabilitative expenses, special
dence as caused by something other than the vagducation, vocational training, behavioral thera-
cine. Alternatively, a reduced amount of com-py, case management, residential and custodial
pensation might be provided in some circum-<care, medical and special equipment, adaptive
stances in which causation cannot be establishedonstruction to refit a home, and travel expenses
The standard of proof, applicable to all require+elated to obtaining care. It is difficult to justify
ments for compensation, affects decision makindijmiting most of these expenses, especially those
about causation in particular. Most programs us@aid out of pocket. Many compensation programs
the preponderance of the evidence standardlo not compensate expenses that are paid for by
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health or accident insuran&® Whether such re- in the same manner as lost earnings. If an injured
imbursed expenses should be compensated dperson who has received compensation for the in-
pends upon who should bear the ultimate loss, thary later dies, a death benefit could be paid or not,
compensation program or the health or accideriepending upon the purpose of the payment.
insurer. If it is appropriate for the health insurerto Compensation for social harms could be lim-
bear the loss, then the program might enroll the inited to actual losses, such as lost earnings, medical
jured person in a health insurance program (if nogxpenses that would have been covered by lost
already enrolled) rather than attempt to estimatgealth insurance (or the amount of a more expen-
and compensate future medical expenses. sive policy, if obtainable), the increased cost of
If any health care reform succeeded in providhousing, and similar expenses. Additional
ing universal health insurance coverage, then amounts to compensate for any damage to one’s
compensation program that did not cover insuredieputation might also be considered, although
expenses would be able to minimize payments ithese could be included in non-economic dam-
this category. It should be noted, however, that n@9€s.
health reform proposal contemplates covering Noneconomic damages are intended to provide
long term care for permanent disabilities, so thagome compensation for the pain and suffering oc-
the compensation program might be expected tgasioned by injury. In tort practice, such com-
do so. pensation is often used to pay attorneys’ fees in
Compensation for lost earnings is intended tecontingency fee arrangements, so that a plaintiff
enable an injured person to pay daily living ex-can at least be reimbursed for out-of-pocket ex-
penses. Lost earnings can be calculated on the begenses (although some fees can exceed the
sis of an individual’s actual losses, which paysamount of noneconomic damages). If attorneys’
high income people more than low wage earnerdees are separately compensated, there may be less
or on the basis of a standard formula independeifinancial need for non-economic damages. But
of actual income. The use of actual losses is corthere may be reasons to compensate for pain and
sistent with tort litigation practice but generally suffering, especially in cases of permanent injury
fails to compensate those who have no earninggnd if the program intends to compete with litiga-
especially women with children who are not in thetion. Programs like the National Vaccine Injury
paid workforce. Standard formulas have beerCompensation Program limit noneconomic dam-
used in the case of young disabled children whages to a maximum amount, presumably to con-
will never be able to work, and could be applied tdrol at least one program cost.
others. Itis also possible to provide fixed-dollar bene-
In the case of death, many compensation sydit payments in lieu of itemized compensation for
tems pay a fixed dollar benefit in lieu of otherlosses and expenses, as does the Radiation Expo-
forms of compensation. The size of the benefit vasure Compensation Act (42 U.S.C. 2210 et seq.)
ries with the nature of the program, although it isand the United Kingdom’s Vaccine Damage Pay-
ordinarily less than the amount payable in the casments Act (Current Law Statutes Anno. 1979,
of permanent injury which is intended to provideCh.17). Fixing awards at a uniform amount ob-
for living expenses. If the benefit were intended toviously simplifies decision making and reduces
replace the earnings that would have supported treministrative costs, but it does not purport to
decedent’s family, however, it might be calculatedcompensate 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] Decisionmaking Authority

attorneys, then the program will have to pay somea compensation program can be organized and
thing toward their attorneys’ fees, z_alt least in theoperated in many different ways. The mostimpor-
case of those who cannot afford to hire an attorneysnt administrative decisions are who has the au-
Attorneys may be seen as necessary by claimanigority to make decisions about claimant eligibil-
who are unfamiliar with the system and unpre-y, and awards, and how it is exercised. In the
pared to prove causation. It may be cheaper tgyministrative agency model, such as Social Se-
grant attorneys’ fees to all claimants than to im-yyity the authority to make decisions is vested
plement an income or means test to determing;ith"an administrative agency. Proceedings are
who can and cannot afford to pay themselves. Thgtien informal and recourse is limited. An inde-
amount payable for attorneys’ fees affects theyendent agency or review board can perform the
willingness of attorneys to_represent claimantsggme functions, as do some worker compensation
The_ amount can b_e _determlned ona Case-by-caésmmissions_ This may be preferred when there
basis by the decisionmaker. Although this re{s 4 reason to avoid linking compensation deci-
quires additional administrative time, there is prejons to a particular government agency.

ced_ent for determining what is reasongble. Alter- Alternatively, decisionmaking authority can be
natively, a fee schedule could be used if one couldyercised by one or more federal or state courts.
be developed that was sufficiently flexible to ac-peqeral courts created under Article 11l of the U.S.
count for variations in the type of cases expecteg ystitution require a “case or controversy” as a

under the program. condition of jurisdiction, so that the decision mak-
ing process may have to have both a claimantand a
[ Mode of Payment respondent or defendant, increasing the likelihood

Traditionally, payments have been made in lumpf creating a litigation-like atmosphere. An Ar-
sums which require predicting future losses andicle | court, like the U.S. Court of Federal Claims
reducing them to a present value. More recentlythat hears National Vaccine Injury Compensation
periodic payments have been used to spread ooases, does not necessarily require an identified
payments, reduce immediate costs, and minimizdefendant; the federal government is identified as
the chance that the recipient will use or invest théhe respondent and is presumed to be the target of a
whole amount unwisely and be left indigent. Anclaim for payment. Special masters, like those
alternative is for the compensation program tovho decide cases in the National Vaccine Injury
purchase an annuity or pension that provides perCompensation Program, could be used to expedite
odic income to cover anticipated expenses. Thidecision making in proceedings that are less for-
approach is generally less expensive than periodimal that court hearings. With respect to HIV vac-
payments because the premiums are often lesine related injuries, the simplest means of creat-
than the total payouts. If annuities are used and thieg a compensation program may be to add HIV
injured person later dies, a decision will have to b&accines to the list of vaccines covered by the Na-
made concerning who—the program or the intional Vaccine Injury Compensation Program.
jured person’s survivors—should be entitled to The degree of discretion granted to decision
any death benefit. As noted above, an alternativanakers can affect the efficiency of the program.
to making payments for medical expenses wouldhe more specific the legislation governing the
be to purchase health or long term care insurangarogram, the less freedom decision makers have.
for the injured person, which would function in Specificity is often used to prevent arbitrariness.
much the same way as annuities, although futurBut it may also require frequent amendments to
premiums would not necessarily be fixed at thehe legislation to adjust to unanticipated problems
time of purchase. or changing conditions. If the administering
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agency has the confidence of those who particimade a required “first resort” that must be used be-
pate in the program, it might be granted the aufore proceeding in tort.
thority to make regulations governing many ad- Many compensation programs have a right of
ministrative procedures in order to reduce thesubrogation that grants to the program any rights
rigidity that detailed legislation can produce.  that a successful claimant might have against a
Many compensation programs specify timethird party who would be legally liable for the
limits for deciding claims in order to promote ex- claimant’s injuries. The program is then entitled to
peditious decisionmaking. Speed and informalitysue the third party for reimbursement of the com-
may be a program’s main advantages over litigapensation paid to the claimant. This both reple-
tion. Realistic time limits depend upon the com-nishes the program’s funds for awards (although
plexity of the decisions to be made. More time ishe cost of litigation may increase other expendi-
required to establish causation where there igures) and shifts the cost of compensation (but not
scientific uncertainty than where there is clear eviadministration) to the responsible party. This is
dence. More time is required to prove what isuseful where it is beneficial to retain the link be-
needed to compensate an individual when comween responsibility for injury and financial loss.
pensation is calculated on the basis of actuaAs a practical matter, however, proving that a third
losses than when it is computed according to @arty is liable is difficult in vaccine cases, and is
schedule. If time limits are imposed, then the protikely to be especially difficult in HIV vaccine

gram should specify the consequences of exceegases, so the opportunities for subrogation may be
ing a time limit, such as automatic payment or defimited.

nial of compensation. Both alternatives can create
incentives to delay dispute resolution and can op- -, .
erate unfairly in )éircur;nstances of unavoidablgD Conditions on Program Operation
delay. When the effects of a new program are uncertain,
Not everyone will agree with the decisions of athe authorizing legislation sometimes limits its
compensation program. Should determinations operiod of operation with a sunset clause. If at the
eligibility and compensation be appealable? Ad€nd of the time period the program is operating
ministrative programs ordinarily have an internalsuccessfully, it may be reauthorized; if not, it may
review mechanism, with appeals possible in agxpire without doing further damage. Continued
least some cases to the courts. The availability aruthorization may be contingent on the occur-
extent of appeals may take into account thé&ence of certain conditions, such as the initial or
amount of compensation permitted by the pro<ontinued marketing of an HIV vaccine or pricing.
gram and whether claimants have the option oFor example, the program might be continued
taking their case to court instead of the compensanly if an acceptable vaccine remains on the mar-

tion program. ket and its price does not exceed a specified
_ _ amount, or only if vaccines are sold to government
[J Relationship to Tort Law at below-market prices for distribution to indigent

A compensation program can be an exclusiv@ersons.

source of compensation or an optional alternative If the costs of the program are not reasonably
to tort litigation. If the program’s major goal is to predictable when it begins operation, the continu-
eliminate tort litigation, then exclusivity may be ation of the program may be made conditional on
preferred. If the program intends to make comihe availability of funds for either administration
pensation more equitable and also retain any de+ compensation or both. A program that risks ter-
terrent effect, then making the program optionaimination, however, may be unable to attract suffi-
may be preferable. The program could still becient support to achieve its goals.
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[ Financing reasons of the difficulty and expense of research

A compensation program may be financed by so? @n unrewarding market, other i_nitiatives will be
ciety as a whole, by those who produce, sell or adiecessary to encourage vaccine development
minister the vaccines that result in injury, or by(loo)- _ o _
those who purchase or benefit from the vaccines. An Institute of Medicine committee, formed to
Compensation may be funded from the same Oﬁtudy ways to foster U.S. mdustry participation in
different sources as administrative expenses. Fiaccine development for the Children's Vaccine
nancing by society generally means govemmed{\ltlatl\_/e, concluded 'Fhat the most significant d_|s-
funding from general tax revenues. The feasibilityncentives to producing new and better vaccines
of such funding may depend upon budget limita{Primarily for use in the developing world were the
tions. If the program wishes to incorporate an eleCoSt of research and clinical trials and the expected
ment of risk deterrence, then it may prefer to havémitations on the price at which vaccines could be
those who produce vaccines fund the programsold (12141
This can be done by levying a tax on each dose of The Committee recommended that the fderal
vaccine sold or distributed or by assessing vaccin@overnment create a National Vaccine Authority
makers according to the awards paid that involvé0 support new vaccine product development
their vaccines. In this way, vaccine makers retai121). This type of initiative could be used to fos-
some financial responsibility for the injuries ter research and development of HIV vaccines. A
caused by their vaccines, but are relieved of thlational Vaccine Authority or similar entity could
burden of litigation. Of course, some or all of theProvide grants to private industry to develop HIV
assessments or taxes will be passed on to vaccit@ccines. It could also reduce the risks and costs to
purchasers as part of the vaccine price. Wher@dustry by establishing product development
government buys significant quantities of the vacrograms, production facilities to make investiga-
cine, government will bear a significant share oftional vaccines for clinical trials, and assistance in
the ultimate cost of the compensation program. complying with FDA regulations. In addition, the
authority might arrange procurement contracts to

[J Supplements to Compensation create a guaranteed market for approved vaccines.
Programs Estimates of the annual operating costs of a Na-

c . deal onlv with tional Vaccine Authority ($55 to $75 million) for
ompe_ns_atl_on programs deal only wit COMPeNy)| vaccines, including HIV vaccines, are about
sating injuries. They do not prevent injuries.

the same as estimates of annual future compensa-

Thus, ifa no-fault. co_rr_\pensation system supplantg,, aards for the National Vaccine Injury Com-
all or part of tort liability, other mechanisms mUStpensation Program (about $60 million).

be in place to prevent or deter avoidable risks. California created a research assistance pro-

gram to provide grants to California vaccine mak-
ALTERNATIVE INCENTIVES FOR HIV ers to test candidate HIV vaccines in clinical

VACCINE DEVELOPMENT trials1421n order to ensure a market, the state also
Compensation programs deal with the conseagreed to purchase a minimum number of doses of
guences of vaccine use after a vaccine is deve&n approved HIV vaccine from a California HIV
oped. By themselves, they cannot guarantee thaaccine maker and to subsidize the price of vac-
any vaccine is developed. Thus, if HIV vaccinescines to guarantee a price of $20 per dose. Estab-
are insufficiently attractive to private industry for 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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TABLE 4-6: Incentives to HIV Vaccine Research and Development

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 licensing 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 avaccine is approved. Nonetheless, such ef-
forts are examples of policy innovations that
might be considered, with appropriate modifica-
tions, at the nationa 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 thisreport, they target specific pointsin
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.

[JConclusion

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 vaccinein an
effort to abate the epidemic. Even if society does
not feel an ethical obligation itself, it might con-
clude that compensation is nonethel ess 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, ddl 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 al kinds should be allocated.

CHAPTER 4 REFERENCES

1. Accident Compensation Corporation, Unin-
tentional Injury: New Zealand’'s Accident
Compensation Scheme (Wellington, New
Zealand: Accident Compensation Corpora-
tion, 1988).



10.

11.

12.

13.

Chapter 4 Liability and Compensation for Adverse Reactions to HIV Vaccines | 147

AIDS Action FoundationHIV Preventive
Vaccines: Social, Ethical, and Political Con-
siderations for Domestic Efficacy Trials,
Report of a Working Group Convened by the
AIDS Action Foundation (Washington, DC,
July 1994).

Altman, L.K., “After Setback, First Large
AIDS Vaccine Trials Are Planned,New
York Timesp.C3, Nov. 29, 1994.

American Law Institute, Restatement
(Second) of TortéPhiladelphia, PA: 1977).
American Law InstituteRestatement of the
Law of Torts: Product Liability,Council
Draft 2 (Philadelphia, PA: Sept. 2, 1994).
American Law Institute’s Reporters’ Study
on Enterprise Responsibility for Personal In-
jury, San Diego Law Review80:371-404,
1993.

Anders, G., “Vital Statistics: Disputed Cost
of Creating a Drug,"Wall Street Journal,
p.B1, Nov. 9, 1993.

Annas, G.J., “Scientific Evidence in the
Courtroom: The Death of thErye Rule,”
New England Journal of Medicin830:
1018-21, 1994.

Annas, G.J., and Grodin, M.AThe Nazi

Doctors and the Nuremberg Code: Human20.

Rights in Human ExperimentatioNew
York, NY: Oxford University Press, 1992).
Appelbaum, P.S., et al., “False Hopes and
Best Data: Consentto Research and the Ther-
apeutic Misconception,'Hastings Center
Reportl17:20-24, April 1987.

Armstrong, D., and Allen, S., “Task Force
Hits Radiation Tests at State SchoolBkie
Boston Globepp. 1,15, Apr. 15, 1994,

Arno, P.S., and Feiden, K.LAgainst the
Odds: The Story of AIDS Drug Development,
Politics & Profit (New York, NY: Harper-
Collins, 1992).

Arnold, A.J., “Developing, Testing, and
Marketing an AIDS Vaccine: Legal Con-
cerns for Manufacturers,’'University of
Pennsylvania Law Review39:1077-1121,
1991.

14.

15.

16.

17.

18.

19.

21.

22.

23.

Baier, K. “Moral and Legal Responsibility,”
Medical Innovation and Bad Outcomes:
Legal, Social, and Ethical Responses,
M. Siegler (ed.) (Ann Arbor, MI: Health
Administration Press, 1987).

Baynes, T.E., “Liability for Vaccine Related
Injuries: Public Health Considerations and
Some Reflections on the Swine Flu Experi-
ence,” St. Louis University Law Journal
21:44-75, 1977.

Bergen, R.P., “Insurance Coverage for Clini-
cal Investigation,’Journal of the American
Medical Associatior201:305-306, 1967.
Bixby, L., and Spencer-Molloy, F., “The
Struggle for Money to Fuel a Research
Mission,” The Hartford Courantp. A1, Feb.

8, 1993.

Blum, A., “Halcion Stirs Litigation Storm,”
National Law Journal A1, A23, Apr. 11,
1994.

Boston Consulting Group, Inc., “The Chang-
ing Environment for U.S. Pharmaceuticals:
The Role of Pharmaceutical Companies in a
Systems Approach to Health Care,” mono-
graph sponsored by Pfizer Inc. (Boston, MA:
April 1993).

Bovbjerg, R.R., “Legislation on Medical
Malpractice: Further Developments and a
Preliminary Report Card,University of
California, Davis Law Revie22:499-556,
1989.

Bovbjerg, R.R., “Problems and Solutions in
Medical Malpractice: Comments on Chap-
ters Six and SevenThe Liability Maze: The
Impact of Liability Law on Safety and In-
novation P.W., Huber and Litan R.E.
(eds.)(Washington, DC: The Brookings
Institution, 1991).

Bovbjerg, R.R., et al.,"Valuing Life and
Limb in Tort: Scheduling ‘Pain and Suffer-
ing’,” Northwestern Law Revie83:908-
976, 1989.

Braham, D., “No Fault Compensation Finn-
ish Style,” The Lancet733-36, Sept. 24,
1988.



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

24.

25.

26.

27.

28.

29.

30.

31.

32.

33.

34.

35.

36.

Burke, D.S., “Human HIV Vaccine Trials: 37.

Does Antibody-Dependent Enhancement Pose

a Genuine Risk?Perspectives in Biology 38.

and Medicine35:511-530, 1992.

Burstin, H.R., et al., “Do the Poor Sue More?39.

A Case-Control Study of Malpractice
Claims and Socioeconomic Statudgurnal
of the American Medical Associati@YO0:
1697-1701, 1993.

Calabresi, GThe Cost of Accidents: A Legal 41.

and Economic AnalysifNew Haven, CT:
Yale University Press, 1970).

Cardon, P.V,, et al., “Injuries to Research
Subjects: A Survey of Investigatord\lew

England Journal of Medicin295:650-654, 42.

1976.

Carley, W.M., “Fatal Flaws, Artificial Heart
Valves That Fail Are Linked to Falsified Re-
cords,” Wall Street Journalp. A1, Nov. 7,
1991.

Chase, M., “Multiple Mutating HIV Strains
Stymie Researchers Seeking a Vaccine for
AIDS,” Wall Street Journalp. B1, May 26,
1992.

Chesebro, K., “Galileo’s Retort: Peter Hub-
er's Junk ScholarshipAmerican University
Law Reviewt2:1637-1726, 1993.

Clayton, E.W., “Liability Exposure When
Offspring Are Injured Because of Their Par-
ents’ Participation in Clinical Trials,”
Women and Health Research: Ethical and
Legal Issues of Including Women in Clinical

StudiesA.C. Mastroianni, et al. (eds.) (Wash- 46.

ington, D.C.: National Academy Press, 1994).
Cohen, J., “Is Liability Slowing AIDS Vac-
cines?’Science?56:168-170, 1992.

Cohen, J., “Childhood Vaccines: The R&D
Factor,”Science259:1528-1529, 1993.

Cohen, J., “Jitters Jeopardize AIDS Vaccinel8.

Trials,” Science262:980-981, 1993.

Cohen, J., “AIDS Vaccines: Are Researchers
Racing Toward Success, Or Crawling?”
Science?265:1373-75, 1994.

Cohen, J., “AIDS Vaccines: Will Media Re-
ports KO Upcoming Real-Life Trials?”
Science264:1660, 1994.

40.

43.

44.

45,

47.

49.

Cohen, J., “Bumps on the Vaccine Road,”
Science265:1371-73, 1994.

Cohen, J., “Peer Review Triumphs Over
Lobbying,” Science263:463, 1994.

Cohen, J., “The HIV Vaccine Paradox,”
Science264:1072-74, 1994.

Cohen, J., “U.S. Panel Votes to Delay Real-
World Vaccine Trials,”Science264:1839,
1994,

Cotton, P., “Infants, Science May Lose as Li-
ability Is Blamed for Company Pullout from
HIV Prevention Trial,"Journal of the Ameri-
can Medical Associatior268:1987, 1991-
1992, 1992.

Council for International Organizations of
Medical Sciences,International Ethical
Guidelines for Biomedical Research Involv-
ing Human Subject@Geneva, Switzerland:
World Health Organization, 1993).
Danaher, E.A., “Products Liability Over-
haul: Strict Liability Is Coming to Japan,”
The National Law Journalpp. 25, 28-29,
Feb. 7, 1994.

Daniels, S., and Andrews, L., “The Shadow
of the Law: Jury Decisions in Obstetrics and
Gynecology CasesMedical Liability and
the Delivery of Obstetrical Cardnstitute of
Medicine (Washington, DC: National Acad-
emy Press, 1989).

Daniels, S., and Martin, J., “Myth and Real-
ity in Punitive Damages,Minnesota Law
Review75:1-64, 1990.

Danzon, P.Medical Malpractice: Theory,
Practice, and Public PolicyCambridge,
MA: Harvard University Press, 1985).
Dickinson, S.L.J., “Clinical Trial Reversals
Forcing Biotech Firms to Refine Strategy,”
The Scientis8:1, 6-7, 1994.

DiMasi, J.A., et al., “New Drug Develop-
ment in the United States, 1963-9Clini-

cal Pharmacology and Therapeut&8:471-
86, 1991.

Dungworth, T.,Product Liability and the
Business Sector: Litigation Trends in Feder-
al Courts(Santa Monica, CA: RAND Insti-
tute for Civil Justice, 1987).



50.

51.

52.

53.

54,

55.

56.

57.

58.

59.

60.

61.

Chapter 4  Liability and Compensation for Adverse Reactions to HIV Vaccines | 149

Eisenberg, T., and Henderson, J.A., “Inside52.

the Quiet Revolution in Products Liability,”
UCLA Law Reviev89:731-810, 1992.
Englard, 1., “The System Builders: A Critical

Appraisal of Modern American Tort €bry,”  63.
Journal of Legal Studie®:27-69, 1980.

Epstein, R., “A Theory of Strict Liability,”
Journal of Legal Studie®:151-204, 1973.
Faden, R.R., and Beauchamp, TALHisto-  64.

ry and Theory of Informed Consefiiew
York, NY: Oxford University Press, 1986).
Felsenthal, Edward, “Vaccine Injury Claims,
Wall Street Journalp. B5, Mar. 29, 1994.
Fersko, R.S., and Connolly, M.J., “AIDS Ef-
fort Sparks Patent Concernd\ew Jersey
Law JournalJuly 12, 1993.

Fineberg, H.V., and Nustadt, R.Ehe Epi-
demic That Never Was: Policy Making and
the Swine Flu Scai@ew York, NY: Vintage
Books, 1983).

Fisher, L.M., “Ciba-Geigy Deal with Chiron

Set,”New York Timegp. D1, D6, Nov. 22, 67.

1994.
Flannery, E.F., and Greenberg, S.N., “Liabil-

ity Exposure for Exclusion and Inclusion of 68.

Women as Subjects in Clinical Studies,”
Women and Health Research: Ethical and
Legal Issues of Including Women in Clinical
Studiesyol. 2., Report of the Committee on
the Ethical and Legal Issues Relating to the

Inclusion of Women in Clinical Studies, 69.

Institute of Medicine, A.C. Mastroianni, et
al. (eds.) (Washington, DC: National Acade-
my Press, 1994).

Fletcher, G.P., “Fairness and Utility in Tort
Theory,” Harvard Law Reviev85:537-573,
1972.

Galanter, M., “Reading the Landscape of
Disputes: What We Know and Don’t Know

(and Think We Know) About Our Allegedly 71.

Contentious and Litigious SocietfJCLA
Law Reviewsd1:4-71, 1983.
Garber, S.Product Liability and the Eco-

nomics of Pharmaceuticals and Medical 72

Devices R-4285-ICJ (Santa Monica, CA:
RAND Institute for Civil Justice, 1993).

65.

66.

70.

Gellhorn, W., “Medical Malpractice Litiga-
tion (U.S.) Medical Mishap Compensation
(N.Z.),” Cornell Law Reviewr3:170-211,
1988.

Gilhooley, M., “Learned Intermediaries,
Prescription Drugs, and Patient Informa-
tion,” St. Louis University Law Journal
30: 633-702, 1986.

Grabowski, H.G., and Vernon, J.Mhe
Regulation of Pharmaceuticals: Balancing
the Benefits and Risk@Vashington, DC:
American Enterprise Institute, 1983).
Grodin, M.A., and Glantz, L.H. (edsQhil-
dren as Research Subjects: Science, Ethics
and Law(New York, NY: Oxford University
Press, 1994).

Groufein, W.P., and Kinney, E.D., “Control-
ling Large Malpractice Claims: The Unex-
pected Impact of Damage Cop3gurnal of
Health Politics, Policy and Law6:441-464,
1991.

Hamilton, J., “Biotech: An Industry Crowded
with Players Faces an Ugly Reckoning,”
Business Weedk4-88,90,92, Sept. 24, 1994.
Hansen, R.W., “The Pharmaceutical Devel-
opment Process: Estimates of Development
Costs and Times and the Effects of Proposed
Regulatory Changesl8sues in Pharmaceu-
tical EconomicsR. I. Chien, (ed.) (Lexing-
ton, MA: Lexington Books, 1979).

Harris, D., et alCompensation and Support
for lllness and Injury(New York, NY: Ox-
ford University Press, 1984).

Harvard Medical Practice Studyatients,
Doctors, and Lawyers: Medical Injury, Mal-
practice Litigation, and Patient Compensa-
tion in New YorkThe Report of the Harvard
Medical Malpractice Study to the State of
New York, 1990.

Henderson, J.A., Jr., and Eisenberg, T., “The
Quiet Revolution in Products Liability: An
Empirical Study of Legal ChangelJCLA
Law Reviewd7:479-553, 1990.

Henderson, J.AJr., and Twerski, A.D.,
“Doctrinal Collapse in Product Liability:



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

73.

74.

75.

76.

7.

78.

79.

80.

81.

82.

83.

84.

85.

The Empty Shell of Failure To WarnNlew  86.

York University Law Reviev65:265-327,
1990.
Hensler, D., Vaiana, M., and Kakalik, J.,

Trends in Tort Litigation: The Story Behind 87.

the Statistics(Santa Monica, CA: RAND
Institute for Civil Justice, 1987).
Hensler, D., et al., Compensation for Acci-

dental Injuries in the U.S. (Santa Monica, 88.

CA: RAND Institute for Civil Justice, 1991).
Hilts, P.J., “Agency Faults a U.C.L.A. Study
for Suffering of Mental PatientsRew York  89.
Times,pp. Al, B10, Mar. 10, 1994.

Hogan, N., “Shielded from LiabilityAmer-
ican Bar Association Journab6-59, May
1994.

Hoke, F., “Optimistic Report Predicts Re-
bound for Biotechnology,”The Scientist 91.
8:1,11, Oct. 31, 1994.

Holmes, O.W.The Common LaWBoston,
MA: Little, Brown, 1881 [1963 edition]).
Huber, P.W., “Safety and the Second Best:

90.

92.

The Hazards of Public Risk Management in 93.

the Courts,"Columbia Law RevieW85:277-

337, 1985.

Huber, P.WL.iability: The Legal Revolution
and Its Consequencé@sew York, NY: Basic
Books, Inc., 1988).

Huber, P.W., and Litan, R.E. (edShe Li-

Institute of MedicineExpanding Access to
Investigational Therapies for HIV Infection
and AIDS: Summary of a Confererfééash-
ington, DC: National Academy Pre4£€91).
Institute of Medicine,DPT Vaccine and
Chronic Nervous System Dysfunction: A
New Analysis(Washington, DC: National
Academy Press, 1994).

Jones, J.HBad Blood: The Tuskegee Syphi-
lis Experiment(New York, NY: Free Press,
1981).

Kahneman, D., Slovic, P., and Tversky, A.
(eds.),Judgments Under Uncertainty: Heu-
ristics and Biases(Cambridge, England:
Cambridge University Press, 1982).

Katz, J.Experimentation with Human Be-
ings (New York, NY: Russell Sage, 1972).
Katz, J.The Silent World of Doctor and Pa-
tient(New York, NY: The Free Press, 1984).
Katz, J., “"Human Experimentation and Hu-
man Rights,’St. Louis University Law Jour-
nal 38:7-54, 1993.

Keeton, W.P., “The Meaning of Defect in
Products Liability Law—A Review of Basic
Principles,” Missouri Law Reviewl5:579-
596, 1980.

94. Keeton, W.P., et al. (edsProsser and Keet-

on on the Law of Tortshth Ed. (St. Paul,
MN: West Publishing Co., 1984).

ability Maze: The Impact of Liability Law on  95. The Keystone CenteFinal Report of the

Safety and Innovatign(Washington, DC:
The Brookings Institution, 1991).

Institute of Mediciné/accine Supply and In-
novation(Washington, DC: National Acade-
my Press, 1985).

Institute of MedicinelMedical Liability and
the Delivery of Obstetrical Car@NVashing-
ton, DC: National Academy Press, 1989).
Institute of MedicineDeveloping New Con-
traceptives: Obstacles and Opportunities,
Report of the Committee on Contraceptive

Keystone AIDS Vaccine Liability Project
(Keystone, CO: The Keystone Cenf390).

96. The Keystone Center, “Final Report of the

Keystone AIDS Vaccine Liability Project,”
Vaccine9:703-709, 1991.

97. Kitch, E.W., “The Vaccine Dilemmalgsues

in Science and Technolod{(2):108-121,
1986.

98. Koff, W.C., and Hoth, D.F., “Development

and Testing of AIDS Vaccines,Science
241:426-42, 1988.

Development (Washington, DC: National 99. Koff, W.C., and Six, H.R. (edsVaccine Re-

Academy Press, 1990).

Institute of MedicineAdverse Effects of Per-
tussis and Rubella Vaccing®Vashington,
DC: National Academy Press, 1991).

search and Developmengslew York, NY:
Marcel Dekker, Inc., 1992).



Chapter 4  Liability and Compensation for Adverse Reactions to HIV Vaccines | 151

100. Koff, W.C., “The Next Steps Toward a Glob- ous, Acute, Neurologic lliness in Early
al AIDS Vaccine,”Science266:1335-1337, Childhood,” Developmental Medicine &
1994. Child Neurology35 (suppl. no. 68):1-118,

101. Kong, D., “1,800 Tested in Radiation Ex- 1993.
periments,” The Boston Globepp.8, 22, 112. Mariner, W.K., “Compensation Programs

Feb. 20, 1994. for Vaccine-Related Injury Abroad: A Com-

102. Kramer, P.l.istening to Proza¢New York, parative Analysis,St. Louis University Law
NY: Viking, 1992). Journal 31:599-654, 1987.

103. Ladimer, I., “Clinical Research Insurance,”113. Mariner, W.K., “Informed Consent in the
Journal of Chronic Diseasel$:1229, 1233, Post-Modern Era,’Law & Social Inquiry
1963. 13:385-406, 1988.

104. Landes, W.M., and Posner, R.Ahe Eco- 114. Mariner, W.K., “The Ethical Conduct of
nomic Structure of Tort LawCambridge, Clinical Trials of HIV Vaccines,Evaluation
MA: Harvard University Press, 1987). Reviewl14:538-564, 1990.

105. Lasagna, L., “The Chilling Effect of Product 115. Mariner, W.K., “The National Vaccine Injury
Liability on New Drug Development,The Compensation Program,Health Affairs

Liability Maze: The Impact of Liability Law 11:255-265, 1992.
on Safety and Innovatiptduber, PW., and 116. Mariner, W.K., “Compensation for Research
Litan, R.E. (eds.) (Washington, DC: The Injuries,”Women and Health Research: Eth-

Brookings Institution, 1991). ical and Legal Issues of Including Women in
106. Letvin, N.L., “Vaccines Against Human Im- Clinical Studiesyol. 2., Report of the Com-
munodeficiency Virus—Progress and Pros- mittee on the Ethical and Legal Issues Relat-
pects,”New England Journal of Medicine ing to the Inclusion of Women in Clinical
329:1400-1405, 1993. Studies, Institute of Medicine, A.C. Mas-
107. Levine, C., “Women and HIV Research: The troianni, et al., (eds.) (Washington, DC: Na-
Barriers to Equity,” Evaluation Review tional Academy Press, 1994).
14:447-463, 1990. 117. Mariner, W.K., and Gallo, R.C., “Getting to
108. Levine, C., “Women as Research Subjects:  Market: The Scientific and Legal Climate for
New Priorities, New QuestionsEmerging Developing an AIDS Vaccinellaw, Medi-

Issues in Biomedical Policy: An Annual Re- cine & Health Carel5:17-26, 1987.

view,vol. 2., Blank, R.H., and Bonnicksen, 118. Mastroianni, A.C., Faden, R., Federman, D.

A.L. (eds.) (New York, NY: Columbia Uni- (eds.) Women and Health Research: Ethical

versity Press, 1993). and Legal Issues of Including Women in
109. Localio, A.R., et al., “Relationship Between Clinical Studies2 vols., Report of the Com-

Malpractice Claims and Adverse Events Due mittee on the Ethical and Legal Issues Relat-

to Negligence: Results of the Harvard Medi- ing to the Inclusion of Women in Clinical
cal Practice Study Ill,New England Jour- Studies, Institute of Medicine (Washington,
nal of Medicine325:245-251, 1991. D.C.: National Academy Press, 1994).

110. Lurie, P., et al., “Ethical, Behavioral, and S0-119. McKenna, R.M., “The Impact of Product Li-
cial Aspects of HIV Vaccine Trials in Devel- ability Law on the Development of a Vaccine
oping Countries,'Journal of the American Against the AIDS Virus,University of Chi-
Medical Associatior271:295, 1994. cago Law Review5:943-64, 1988.

111. Madge, N., et al., “The National Childhood120. Miller, D.L., et al., “Pertussis Immunization
Encephalophathy Study: A 10-Year Follow- and Serious Acute Neurological lliness in

up. A Report of the Medical, Social, Behav- Children,” British  Medical Journal
ioral and Educational Outcomes After Seri- 307:1171-1176, 1993.



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

121. Mitchell, V.S., Philipose, N., and Sanford,
J.P. (eds.)The Children’s Vaccine Initiative:

Net Economic LossesNorthwestern Uni-
versity Law Review7:589-632, 1982.

Achieving the Vision, Report of the Commit-131. O’Connell, J., and Kelly, C.BThe Blame

tee on the Children’s Vaccine Initiative, Insti-
tute of MedicindWashington, DC: National
Academy Press, 1993).

122. National Institute of Allergy and Infectious
Diseases, “AIDS Vaccines Contracts Pave
Way for Large National and International

Game: Injuries, Insurance, and Injustice
(New York, NY: Basic Books, 1988).

132. Page, J., “Generic Product Risks’: The Case

Against Comment k and for Strict Product
Liability,” New York University Law Review
58:853-891, 1983.

Studies,"News from NIAIDQOct. 10, 1993a. 133. Palca, J., “Testing Target Date Looms, But

123. National Institute of Allergy and Infectious
Diseases Blue Ribbon Panel on Vaccine Re-

Will the Vaccines Be Ready?'Science
257:1472-1473, 1992.

searchsSummaryBethesda, MD: March 26, 134. Peterson, M.Civil Juries in the 1980's:

1993b).

124. National Institute of Allergy and Infectious
Diseases, “Chimpanzee Vaccine Model Pro-
tects Against HIV-1 Infection,” NIAID
News,Aug. 9, 1994a.

125. National Institute of Allergy and Infectious
Diseases, “HIV Trials Continue But Without
Expansion,NIAID AIDS Agendd.,6, Sum-
mer 1994b.

126. National Institute of Allergy and Infectious
DiseasesConference on Advances in AIDS
Vaccine Development—Seventh  Annual
Meeting of the National Cooperative Vac-
cine Development Group for AldBethes-
da, MD: 1994c).

Trends in Jury Trials and Verdicts in Califor-
nia and Cook County, IllinoigSanta Moni-
ca, CA: The RAND Corporation, 1987).

135. Peterson, M., Sarma, S., and Shanley, M.,

Punitive Damages: Empirical Findings
(Santa Monica, CA: RAND Institute for Civ-
il Justice, 1987).

136. Pharmaceutical Manufacturers Association,

American Medical AssociatiomBrief of the
Pharmaceutical Manufacturers Association
and the American Medical Association, as
Amici Curiae in Support of Petitionein
Pacific Mutual Life Insurance Compary
Haslip, Supreme Court of the United States,
May 31, 1990.

127. National Commission for the Protection of137. pharmaceutical Manufacturers Association,

Human Subjects of Biomedical and Behav-
ioral Researchlhe Belmont Report: Ethical
Principles and Guidelines for the Protection
of Human Subjects of Resear@lVashing-
ton, DC: U.S. Government Printing Office,
1978).

128. Naude, A., “Two Worlds: Sales of Adult

Statistical Fact Book(Washington, DC:
Pharmaceutical Manufacturers Association,
1991).

138. Philipson, T.J., and Posner, R.Rrjvate

Choices and Public Health: The AIDS Epi-
demic in an Economic Perspectiy€am-
bridge, MA: Harvard University Presk)93).

and Pediatric Vaccines, Pharmaceuticals,139_ Physicians GenR(Smithtown, NY: Data

Chemical Marketing ReporteP45:SR28,
March 7, 1994.

129. Neustadt, R.E., and Fineberg, H.Vhe
Swine Flu Affair: Decision-Making on a
Slippery Diseas@Nashington, DC: Dept. of
Health, Education, and Welfare, 1978).

130. O’'Connell, J., “Offers That Can't Be Re-
fused: Foreclosure of Personal Injury Claims
by Defendants’ Prompt Tender of Claimants’

Pharmaceutica Inc., 1994).

140. Presidential Commission on the Human Im-

munodeficiency Virus EpidemicReport,
(Washington, D.C.: The Whitdouse, 1988).

141. President's Commission for the Study of

Ethical Problems in Medicine and Biomedi-
cal and Behavioral Resear@pmpensating
for Research Injuries: The Ethical and Legal



Chapter 4  Liability and Compensation for Adverse Reactions to HIV Vaccines | 153

Implications of Programs to Redress Injured 154. Sanders, J., “The Bendectin Litigation: A

Subijectsyol. 1 (Washington, DC: U.S. Gov- Case Study in the Life Cycle of Mass Torts,”
ernment Printing Office, 1982). Hastings Law Journa#3:301-418, 1992.

142. Prosser, W.L., and Keeton, Prpsser and 155. Schwartz, G.T., “The Character of Early
Keeton On The Law of Tor(St. Paul, MN: American Tort Law,”UCLA Law Review
West Publication Co., 1984). 36:641-718, 1989.

143. Reuter, PThe Economic Consequences ofl56. Schwartz, G.T., “The Beginning and the Pos-
Expanded Corporate LiabilitfRAND Insti- sible End of the Rise of Modern American
tute for Civil Justice, 1988). Tort Law,” Georgia Law Review26:601-

144. Rheingold, P.D., “Products Liability - The 702, 1992.
Ethical Drug Manufacturer’s LiabilityRut-  157. Schwartz, T.M., “Products Liability Law and
gers Law Review8:947-1018, 1964. Pharmaceuticals: New Developments and
145. Rheingold, P.D., “The MER/29 Story-An Divergent Trends,Food Drug & Cosmetic
Instance of Successful Mass Disaster Litiga-  Journal43:33-53, 1988.
tion,” California Law Reviews6:116-148, 158. Schwartz, V., “The Post-Sale Duty to Warn:
1968. Two Unfortunate Forks in the Road to a Rea-
146. Rheingold, P.D., “The Expanding Liability sonable Doctrine New York University Law
of the Drug Manufacturer to the Consumer,” Review58:892-904, 1983.
Food Drug & Cosmetic Law Journal 159. Schwartz, V.E. “Unavoidably Unsafe Prod-

40:135-44, 1985. ucts: Clarifying the Meaning and Policy Be-
147. Robbins, A., and Freeman, P., “Obstacles to  hind Comment K,"Washington & Lee Law
Developing Vaccines for the Third World,” Review42:1139-1148, 1985.

Scientific Americarpp. 126-133, Nov. 1988. 160. Scott, J., “Liability Protection Needed for
148. Rosenberg, R., “Progress on AIDS Vaccine  Vaccines Studies, Experts Salygds Angeles

Boosted, The Boston Globp. 47, Sept. 15, Times p. A3, July 17, 1992,

1992. 161. Shavell, S.Economic Analysis of Accident
149. Rosenfeld, “The Strict Products Liability Law (Cambridge, MA: Harvard University

Crisis and Beyond: Is There Hope for an Press, 1987).

AIDS Vaccine,”Jurimetrics31:187, 1991 162. Shaw, Jr., D.C., Vice-President for Medical
150. Rosenthal, E., “Debate Fails to Explain Vac- Affairs, Wyeth Laboratories, “Statement,”

cine Costs,'New York Timep. A8, Mar. 15, Vaccine Injury Compensatiomearing be-
1993. fore Subcommittee on Health and the Envi-

151. Russell, C., “AIDS Work Is Stern Test of Op- ronment, Committee on Energy and Com-
timism,” Washington Posp. Al, April 29, merce, House of Representatives, U.S.
1984. Congress, December 19, 1984.

152. Rustad, MDemystifying Punitive Damages 163. Shuck, P.H. (ed.Jort Law and the Public
in Products Liability Cases: A Survey of a Interest (New York, NY: W.W. Norton,
Quarter Century of Trial Verdict@Vashing- 1991).
ton, DC: Rosco Pound Foundation, 1991). 164. Shulman, S.R., “The Broader Message of
153. Saks, M., “Do We Really Know Anything Accutane,” American Journal of Public
About the Behavior of the Tort Litigation Health 79:1565-68, 1989.
System—And Why Not?,”University of 165. Shulman, S.R., and Lasagna, L. (eds.),
Pennsylvania Law Review40:1147-1292 Trends in Product Liability Law and No-
(1992). Fault Compensation for Drug-Induced Inju-



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

ries (Boston: The Center for the Study of
Drug Development, Tufts University, 1990).

nisms for Victims, Consumers, and Business
(New York, NY: Quorum Books, 1989).

166. Sloan, F.A., Mergenhagen, P.M., and Bovb477. Sunstein, C.R.The Partial Constitution

jerg, R.R., “Effects of Tort Reform on the
Value of Closed Medical Malpractice
Claims: A Microanalysis,” Journal of
Health Policy, Politics and Law4:663-89,
1989.

167. Slovic, P., “Perception of Risk3cience
236:280-285, 1987.

168. Smith, H. William, Ill, “Vaccinating AIDS

(Cambridge, MA: Harvard University Press,
1993).

178. Swazey, J., “Prescription Drug Safety and

Product Liability,” The Liability Maze: The
Impact of Liability Law on Safety and In-
novation Huber, P.W., and Litan, R.E. (eds.)
(Washington, DC: The Brookings Institu-
tion, 1991).

Vaccine Manufacturers Against Product Li- 179. Swazey, J., and Glantz, L.H., “A Social Per-

ability,” Case Western Reserve Law Review
42(1):207-254, 1992

169. Spencer-Molloy, F., “Pregnant Women to be
Vaccinated in Pediatric AIDS Trial in State,”
The Hartford Couranp. Al, December 19,
1992.

170. Stark, F.H., “The National AIDS Vaccine
Development and Compensation Act of
1992, H.R. 5893,” Discussion Draft, August,
1992.

171. Stein, R.E., “The Development of an HIV
Vaccine: Legal and Policy Aspects,” in Koff,
W.C., Six, H.R. (eds.Vaccine Research and
Developmentsyol. 1, 1992.

spective on Compensation for Injured Re-
search Subjects,Compensating for Re-

search Injuries: The Ethical and Legal

Implications of Programs to Redress Injured
Subjects,President's Commission for the
Study of Ethical Problems in Medicine and
Biomedical and Behavioral Research, vol. 2
(Washington, DC: U.S. Government Print-
ing Office, 1982).

180. Swine Flu Act (National Swine Flu Immu-

nization Program), Pub. L. 94-380, 90 Stat.
113, 1976, codified at 42 U.S.C. 247b(j)-(1);
repealed by Pub. L. 95-626, sec.202, 92 Stat.
3574, 1978.

172. Stein, R.E., “Insurance and Liability Issues181. Tancredi, L.R., and Bovbjerg, R.R., “Re-

in AIDS Vaccine DevelopmentAIDS Re-
search and Human Retroviruse® (suppl.
1), 1993.

173. Stein, R.E., “Selected Issues of AIDS Vac-
cine Liability,” contractor report prepared for

thinking Responsibility for Patient Injury:
Accelerated-Compensation Events: A Mal-
practice and Quality Reform Ripe for a Test,”
Law & Contemporary Problents4:147-78,
1991.

the Office of Technology Assessment, U.S.182. Taragin, M.1., et al., “The Influence of Stan-

Congress, Washington, DC, 1994.
174. Stratton, K.R., Howe, C.J., and Johnston,
R.B.,Jr. (eds.)Adverse Events Associated

dard of Care and Severity of Injury on the
Resolution of Malpractice ClaimsAnnals
of Internal Medicinel17:780-84, 1992.

with Childhood Vaccines: Evidence Bearing 183. Tuskegee Syphilis Study Ad Hoc Advisory

on Causality (Washington, DC: National
Academy Press, 1994).
175. Sturmer, U., Koepke, J.E., and Reischel, B.,

Panel,Final Report(Washington, DC: U.S.
Dept. of Health, Education and Welfare,
1973).

New EEC Product Liability: The U.S. in 184. U.S. Congress, General Accounting Office,

Comparison (Cologne: Gerling-Konsern
Allgemeine Versicherungs-AG, 1988).

176. Sugarman, S.DDQoing Away with Personal
Injury Law: New Compensation Mecha-

Medical Malpractice: 6 State Case Studies
Show Claims and Costs Still Rise Despite
Reforms, GAO/HRD-87-21 (Washington,
DC, December 1986).



Chapter 4  Liability and Compensation for Adverse Reactions to HIV Vaccines | 155

185. U.S. Congress, General Accounting Office 193. U.S. Congress, Office of Technology As-

Product Liability: Extent of “Litigation Ex- sessmentmpact of Legal Reforms on Medi-
plosion” in Federal Courts Questioned cal Malpractice Costs, OTA-BP-H-119
(Washington, DC, January 1988). (Washington, DC: U.S. Government Print-

186. U.S. Congress General Accounting Office, ing Office, October 1993a).
Product Liability: Verdicts and Case Resolu- 194. U.S. Congress, Office of Technology As-

tion i_n Five States, GAO/HRD-88-99 sessment, Pharmaceutical R&D: Costs,
_(Washllngton, DC, U.S. Government Print- Risks and Reward§TA-H-522 (Washing-
ing Office, September 1989). ton DC: U.S. Government Printing Office,

187. U.S. Congress, General Accounting Office, February 1993b).

Medical Malpractice: Maine's Use of Prac- 195. U.S. Congress, Office of Technology As-
tice Guidelines to Reduce Cost§AO/ sessmentDefensive Medicine and Medical
HRD-94-8 (Washington, DC, Octob#993). Malpractice,OTA-H-602 (Washington, DC:
188. U.S. Congress, General Accounting Office,  U.S. Government Printing Office, July 1994).
Human Experimentation: An Overview on 196. U.S. Congress, Senate, S. 1#3&alth Se-
Cold War Era ProgramsTestimony Before curity Act (Washington, DC: U.S. Govern-
the Legislation and National Security Sub- ment Printing Office, 1993.
committee, Committee on Government Op-197. U.S. Congress, Senate, S.4%merican
erations, House of Representatives, U.S.  Health Security Act of 1993Washington,
Congress, Sept. 28, 1994, GAO/T-NSIAD- DC: U.S. Govamment Printing Office]993).
94-266 (Washington, DC: U.S. Government198. U.S. Department of Health and Human Ser-
Printing Office, 1994). vices, Office of Inspector Generdlhe Na-
189. U.S. Congress, House of Representatives, tional Vaccine Injury Compensation Pro-
Committee on Energy and Commerce, Sub-  gram: A Program RevieWVashington, DC:
committee on Health and the Environment, ~ DHHS, 1992).
Vaccine Injury Compensationhearing, 199.U.S. Department of Health and Human Ser-
Dec.19, 1984, Serial No. (Washington, DC: vices, Public Health Service, National Insti-
U.S. Government Printing Office, 1984). tutes of Health, Division of Vaccine Injury
190. U.S. Congress, House of Representatives, Compensation, “National Vaccine Injury
Committee on Energy and Commerce, Sub- ~ Compensation Program Monthly Status Re-
committee on Energy Conservation and  POrt-September 7, 1994,” (Washington, DC:

Power, American Nuclear Guinea Pigs: DHHS, 1994). _

Three Decades of Radiation Experiments orf00- U-S. Department of Health, Education, and
U.S. Citizens,Report, (Washington, DC: Welfare, HEW Secretary’s Task Force on the
U.S. Government Printing Office, 1986). Compensation of Injured Research Subjects,

191. U.S. Congress, Office of Technology As-  Report(Washington, DC: DHEW, January

sessment,Compensation for Vaccine-Re- 1977). .
lated Injuries—Technical Memorandum, 201'\/3'?; Delg_)_agq_wen;qf_Heil)th, Efcilucatlo_n, and
OTA-TM-H-6 (Washington, DC: U.S. Gov- elfare Liability Arising Out of Immuniza-

ernment Printing Office, November 1980). ?\?vgszirggtrgrsﬁ Cflgaggvsp&r;;iggglgress

192. U.S. Congress, Office of Technology As—202_ U.S. Department of Statéuman Immuno-

sessment, AIDS-Related Series: #5, “How - . .
. deficiency Virus (HIV) Testing Requirements
Has Federal Research on AIDS/HIV Disease . . . i
for Entry into Foreign Countrie/ashing-

Contributed to Other Fields?” Staff Paper, ’
NTIS#PBO0-253774 (Washington, DC:  'onDC:November, 1993).
U.S. Government Printing Office, 1990).



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

203. Viscusi, W.K.Reforming Products Liability Court Cases
(Cambridge, MA: Harvard University Press, 214.Abbottv. American Cyanamid Co844 F.2d
1991). 1108 (4th Cir.), cert. denied, 488 U.S. 908
204. Wade, J.W., “An Evaluation of the 'Insur- (1988).
ance Crisis’ and Existing Tort Lawtlous-  215.Abbottv. Secretary,V 1992 Cl. Ct. LEXIS
ton Law Reviev4:81-96, 1987. 473 (1992), rev'd on other grounds, 27 Fed.
205. Wade, J.W., “On the Effectin Product Liabil- Cl. 792 (1993).
ity of Knowledge Unavailable Prior to Mar- 216.Adamsv. G.D. Searle & C0.576 So.2d 728
keting,” New York University Law Review (Fla. Dist. Ct. App.), review denied, 589

58:734-764, 1983. So.2d 290 (Fla. 1991).

206. Wade, J.W., “On the Nature of Strict Liabil- 217.Albala v. City of New York445 N.Y.S. 2d
ity for Products,”Mississippi Law Journal, 108 (1981).
44:825-851, 1973. 218.Allen v. G.D. Searle & Co.,708 F. Supp.

207. Walker, M.C., and Fast, P.E., “Clinical Trials 1142 (D. Or. 1989).
of Candidate AIDS Vaccines,’/AIDS 8 219.Allisonv. Merck & Company, Inc110 Nev.
(Supp.1): S213-S236, 1994. 762; 878 P.2d 948; 1994 Nev. LEXIS 112
208. Wiggins, S.N., “The Pharmaceutical Re-220.Anderson v. Owens-Corning Fiberglass
search and Development Decision Process,” Corp.,53 Cal.3d 987, 810 P.2d 549 (1991).
Drugs and Health: Economic Issues & 221.Ayersv. Johnson & Johnson Baby Products

Policy ObjectivesHelms, Robert B. (ed.) Co.,117 Wash.2d 747,818 P.2d 1337 (1991).
(Washington, DC: American Enterprise 222.Berkovitzv. United States486 U.S. 531
Institute, 1981). (1988).

209. Williams, D., Vice-President & General 223.Beshadav. Johns-Manville Products Corp.,
Manager, Connaught Laboratories, Inc., 90 N.J. 191, 447 A.2d 539 (1982).
“Statement,”Vaccine Injury Compensation, 224.Brochuv. Ortho Pharmaceutical Corp642
hearing before Subcommittee on Health and  F.2d 652 (1st Cir. 1981).
the Environment, Committee on Energy and225.Brown v. Superior Court,44 Cal.3d 1049,
Commerce, House of Representatives, U.S. 245 Cal. Rptr. 412, 751 P.2d 470 (1988).
Congress, December 19, 1984. 226.Canterburyv. Spence464 F.2d 772 (D.C.

210. Williams, G., “The Aims of the Law of Tort,” Cir. 1972).

Current Legal Problemd:137-176, 1951.  227.Carlenstopev. Merck, 819 F.2d 33-37 (2nd

211. Willig, “The Comment k Character: A Con- Cir. 1987).
ceptual Barrier to Strict LiabilityMercer  228.Carmenv. Eli Lilly & Co., 32 N.E.2d 729

Law Review29:545-581, 1978. (Ind. App. 1941).
212. Zoon, K.C., and Beatrice, M.®lew Direc- 229.Castrignanov. E.R. Squibb & Sons, In&46
tions for FDA's Center for Biologics Evalua- A.2d 755 (R.l. 1988); district court verdict

tion and Research (CBER). New Drug Ap- aff’d, 900 F.2d 455 (1st Cir. 1990).
provals in 1992Washington, DC: Pharma- 230.Chan Tse Mingv. Cordis Corp.,704 Fed.
ceutical Manufacturers Association, 1993). Supp. 217-220 (S.D. Fl. 1989).

213. Zuckerman, S., Bovbjerg, R.R., and Sloan231.Cobbsv. Grant,8 Cal. 3d 229, 104 Cal. Rptr.
F., “Effects of Tort Reforms and Other Fac- 505, 502 P.2d 1 (1972).
tors on Medical Malpractice Insurance Pre-232.Collinsv. Eli Lilly Co., 116 Wis.2d 166, 342
miums,” Inquiry 27:167-182, 1990. N.w.2d 37, cert. denied, 469 U.S. 826 (1984).



Chapter 4  Liability and Compensation for Adverse Reactions to HIV Vaccines | 157

233.Corrigan v. Bjork Shiley Corp. 182 Calif.
Appellate Reports 166-183 (1986).

234.Daubert v. Merrell Dow Pharmaceuticals,
113 S.Ct. 2786 (1993).

235.Davisv. Wyeth Laboratories399 F.2d 121
(9th Cir. 1968).

236.DeMelov. Lederle Laboratories801 F.2d
1058 (8th Cir. 1986).

237.Dowling v. Hyland Therapeutics,767 F.
Supp 57 (S.D.N.Y. 1991)

238.Dunn v. Lederle Laboratories,121 Mich.
App. 73, 328 N.W.2d 576 (1983).

239.Escolav. Coca Cola Bottling Co. of Fresno,

24 Cal.2d 453, 150 P.2d 436 (1944) (Traynor,

J., dissenting).

240.Ezaguiv. Dow Chemical Corp.598 F.2d
727 (2d Cir. 1979).

241.Falk v. Keene Corp.113 Wash.2d 645, 782
P.2d 974 (1989).

242 .Feldmanv. Lederle Laboratories97 N.J.

252.Grant v. Parke-Davis & Co.544 F.2d 521
(7th Cir. 1976).

253.Greenmarv. Yuba Power Products, Inc69
Cal. 2d 67, 377 P.2d 897 (1963).

254.Griffin v. United States500 F.2d 1949 (3d
Cir. 1974).

255.Grundbergv. Upjohn Co.813 P.2d 89 (Utah
1991).

256.Haddad v. Richardson-Merrell, Inc.588
Fed. Supp. 1158-1164 (N.D. Ohio 1984).

257.Hahn v. Richter, 427 Pa. Super. 130, 628
A.2d 860 (1993).

258.Hill v. Searle Laboratories884 F.2d 1064

(8th Cir. 1989).

259.Hillsborough County. Automated Medical
Laboratories 471 U.S. 707 (1985).

260.Hockettv. United States7/30 F.2d 709 (11th
Cir. 1984).

261.Hodsonv. A.H. Robins Co., Inc528 Fed.
Supp. 809-824 (E.D. Va. 1981).

429, 479 A.2d 374 (N.J. 1984) (Feldman I),262.Hopkinsv. Dow Corning Corporation1994

rev'd after remand, 561 A.2d 288 (N.J. Su-

U.S. App. LEXIS 23097 (9th Cir. 1994).

per. Ct. App. Div. 1989), rev'd, 125 N.J. 117, 263.Hunt v. Hoffman-LaRoche, Inc.785 F.

592 A.2d 1176 (N.J. 1991) (Feldman II),

cert. denied, 112 S.Ct. 3027 (1992).

243.Finn v. G.D. Searle & Co0.35 Cal. 3d 691;
677 P.2d 1147; 200 Cal. Rptr. 870 (1984).

244.Flood v. Wyeth Laboratoriesl83 Cal. App.
3d 1272, 288 Cal. Rptr. 700 (1986).

245.Fraley v. American Cyanamids89 F. Supp.
826 (D. Col. 1984).

246.Garsidev. Osco Drug, Inc.764 F.Supp. 208
(D. Mass. 1991).

247.Gassmaw. United StatedNo. 79-314-ORL-
CIV-06, Slip opinion (M.D. Fla. June 27,
1984).

248.Gastonv. Hunter, 588 P.2d 326 (Ariz. Ct.
App. 1978).

249.Givensv. Lederle,556 F.2d 1341 (5th Cir.
1977).

250.Gottsdankerv. Cutter Laboratories, 182
Cal. App. 2d 602, 6 Cal. Rptr. 320 (1960).

251.Graham v. Wyeth Laboratories906 F.2d

Supp. 547 (D. Md. 1992).

264.Hurley v. Lederle Labs863 F.2d 1173 (5th
Cir. 1988).

265.Hymanv. Jewish Chronic Disease Hospital,
15 N.Y.2d 317, 206 N.E.2d 338 (1965).

266. In re Sabin Oral Polio Vaccine Products Li-
ability Litigation, 743 F.Supp. 410 (D.Md.
1990).

267. In re Tetracycline Cases, 747 F. Supp. 543
(W.D. Mo. 1989).

268. In re Union Carbide Corporation, 634 F.
Supp. 842-867 (S.D.N.Y. 1986), affirmed
and modified, 809 F.2d 195-206 (2nd Cir.
1987), cert denied, 484 U.S. 871 (1987).

269. Incollingo v. Ewing, 444 Pa. 299, 282 A.2d
206 (1971).

270.Johnsonv. American Cyanamid239 Kan.
279, 718 P.2d 1318 (1986).

271.Jonesv. Lederle Laboratories785 F.Supp.
1123 (S.D.N.Y. 1992).

1399 (10th Cir. 1990), cert. denied, 498 U.S272.Keanev. Lederle Laboratories1994 U.S.

981 (1990).

Dist. LEXIS 4305 (1994).



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

273.Kearl v. Lederle Laboratories,172 Cal. 293.Salgov. Leland Stanford Jr. Universitg17
App. 3d 827, 218 Cal. Rptr. 453 (1985). P.2d 170 (Cal. Ct. App. 1957).
274.King v. Collagen Corp.983 F.2d 1130 (5th 294.Samuelsv. American Cyanamid Co0130
Cir. 1993), cert. denied, 114 S.Ct. 84 (1993). Misc.2d 175, 495 N.Y.S.2d 1006 (1985).
275.Larsenv. Pacesetter Systems, In837 P.2d 295.Sandel. State, 126 S.C.1, 119 S.E. 776, ap-
1273 (Haw. 1992). peal dismissed, 269 U.S. 532 (1922).
276.Mazurv. Merck & Co., Inc.742 F. Supp. 239 296.Savinav. Sterling Drug, Inc.247 Kan. 105,
(E.D. Pa. 1990) (Mazur l), 767 F. Supp. 697, 795 P.2d 915 (1990).
aff’'d, 964 F.2d 1348 (3d Cir. 1992) (Mazur 297.Schackilv. Lederle Laboratories]116 N.J.

). 155, 561, A.2d 511 (1989).
277.McKeev. Moore, 648 P.2d 21 (Okla. 1982). 298.Schaferv. American Cyanimid Co0.1994
278.Mitchell v. lolab Corp., 700 F. Supp. 877 U.S. App. LEXIS 5477 (1st Cir. 1994).

(E.D. La. 1988). 299.Schindlerv. Lederle Laboratoriesy25 F.2d
279.Moorev. Kimberly-Clark,867 F.2d 243 (5th 1036 (6th Cir. 1984).

Cir. 1989). 300.Sennv. Merrill-Dow Pharmaceuticals, Inc.
280.Morris v. Parke-Davis & Co.667 F.Supp. 850 F.2d 611 (9th Cir. 1988).

1332 (C.D. Cal. 1987). 301.Shanks. Upjohn Co.835 P.2d 1189 (Alaska
281.Natansorv. Kline, 186 Kan. 393, opinion on 1992).

denial of motion for rehearing, 187 Kan. 186302.Sheffieldv. Eli Lilly & Co., No. A013100,

(1960). Cal. Ct. App. 1st Dist. 1983 .
282.0resmarv. Searle & Co.321 F. Supp. 449 303.Singerv. Sterling Drug, Inc.461 F.2d 288

(R.1. 1971). (7th Cir. 1972).
283.Pacific Mutual Life Insurance Compary  304.Slaterv. Optical Radiation Corp.961 F.2d

Haslip, 499 U.S. 1 (1991). 1330 (7th Cir.), cert. denied, 113 S.Ct. 327
284.Parke-Davis & Co.v. Stromsodt411 F.2d (1992).

1390 (8th Cir. 1969). 305.Spencew. United States569 F. Supp. 325
285.Peasev. American Cyanamid Co.J95 F. (W.D. Mo. 1983).

Supp. 755 (D. Md. 1992). 306.Stampsv. Collagen Corp.,1993 U.S.App.
286.Petty v. United States740 F.2d 1428 (8th LEXIS 2745 (1st Cir. 1993), cert. denied,

Cir. 1984). 114 S.Ct. 86 (1993).

287.Piper Aircraft Co.,v. Reyno,454 U.S. 235 307.Stanbackv. Parke, Davis & Co.657 F.2d
(1981), rev'g 630 F.2d 149 (3rd Cir. 1980) 642 (4th Cir. 1981).
rev’g 479 F. Supp. 727 (M.D. Pa. 1979).  308.Suleskyv. United Statesp45 F. Supp. 426
288.Plummerv. Lederle Laboratories819 F.2d (S.D. W. Va. 1982).
349 (2d Cir.) cert. denied, 484 U.S. 898309.Taggartv. Richards Medical Company, Inc.,
(1987). 677 F. Supp. 1102 (Col. 1988).
289.Pollard v. Ashby,793 S.W.2d 394 (Mo. Ct. 310.Thomass. Hoffman La-Roche, Inc949 F.2d
App. 1990). 806 (5th Cir. 1992).
290.Reyess. Wyeth Laboratories498 F.2d 1264 311.Tinnerholmv. Parke-Davis & Co.411 F.2d
(5th Cir.), cert. denied, 419 U.S. 1096 (1974). 48 (2d Cir. 1969).
291.Robertsv. Patel, 620 F. Supp. 323 (N.D. lll. 312.Toner v. Lederle Laboratories112 Idaho
1985). 328, 732 P.2d 297 (1987).
292.Rohrburghv. Wyeth Laboratories, Inc719  313.Tracey v. Merrell Dow Pharmaceuticals,
F. Supp. 470 (N.D.W. Va. 1989), aff'd, 916 Inc. 569 N.E.2d 875 (Ohio 1991).
F.2d 970 (4th Cir. 1990).



Chapter 4  Liability and Compensation for Adverse Reactions to HIV Vaccines | 159

314.Tremainev. H.K. Mulford Co.,317 Pa. 97, 319.Whitev. Wyeth Laboratories}0 Ohio St. 3d
176 A.2d 212 (1935). 390, 533 N.E.2d 748 (1988).
315.Unthank v. United States,732 F.2d 1517 320.Whitlockv. Duke University,637 F. Supp.

(10th Cir. 1984). 1463 (M.D.N.C. 1986), aff'd, 829 F.2d 1340

316.Vincentv. Thompson79 Misc.2d 1029, 361 (4th Cir. 1987).
N.Y.S.2d 282 (1974), rev'd in part, 50 App. 321.Williamsv. Lederle,591 F. Supp. 381 (S.D.
Div. 211, 377 N.VY.S.2d 118 (1975). Ohio 1984).

317.Walkerv. Merck & Co.,648 F. Supp. 931 322.Wyeth Labs, Incv. Fortenberry,530 So.2d
(M.D.Ga. 1986), aff'd without opinion, 831 688 (Miss. 1988).
F.2d 1069 (11th Cir. 1987).

318.Westv. G.D. Searle & C0.305 Ark. 33, 806
S.W.2d 608 (1991).



