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DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Office of the Secretary

Protection of Human Subjects;
Compensating for Research injuries;
Request for Comments on Report of
the President’'s Commission for the
Study of Ethical Problems in Medicine
and Biomedical and Behavioral
Research

AGENCY: Department of Health and
Human Services.

ACTION: Notice of Report for Public
Comment.

SUMMARY: This notice requests public
comment on the Report of the
President’s Commission for the Study of
Ethical Problems in Medicine and
Biomedical and Behavioral Research
entitled “compensating Research
Subjects,” which was issued in June
1982.

DATES: The comment period will close
January24,1983.

ADDRESSES: Please send comments or
requests for additional information to:
Carol Young, Office for Protection from
Research Risks, National Institutes of
Health, 5333 Westbard Avenue, Room
3A18, Bethesda, Md. 20205; telephone
301-496-7163, where all comments
received will be available for inspection
weekdays (Federal holidays excepted)
between the hours of 9:00 a.m. and 4:30
p.m.

SUPPLEMENTARY INFORMATION: On
November 9, 1978, the Public Health
Service Act was amended by Pub. L. 95—
622 to establish the President’s
Commission for the Study of Ethical
Problems in Medicine and Biomedical
and Behavioral Research. Although the
issue of compensating research injuries
was not within the Commission’s
statutory mandate, the Commission
addressed the issue at the request of
former Secretary Patricia Roberts
Harris. Its report entitled
“Compensating Research Injuries” was
issued inJune 1982.

In this report the Commission
recommends that the Secretary of
Health and Human Services design and
conduct, with appropriate consultation
with other governmental bodies which
sponsor or conduct research, a small
scale experiment in which several
institutions would receive Federal
support over three to five years for the
administrative and insurance costs of
providing compensation on a nonfault
basis to injuried research subjects.
Information derived from this
experiment would permit HHS to
determine the need for a full-scale

program, if any, and the best method for
achieving the desired results.

Dated October 7, 1982.
Edward N. Brandt, Jr.,
Assistant Secretary for Health.

Approved: November 5,1982.
Richard S. Schweiker,
Secretary.
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SUMMARY AND CONCLUSIONS

The origin of this study by the
President’s Commission was a
suggestion conveyed by Dr. David

Hamburg, the Vice Chairman of the
Ethics Advisory Board in the
Department of Health, Education and
Welfare (HEW), when he testified at the
Commission’s first meeting in January
1980. Dr. Hamburg explained that the
Board would be unable, prior to its
demise in September 1980, to offer the
Secretary the advice she had requested
concerning the advisability of the
recommendations for a program to
compensate subjects injured in research
that had been submitted to the Secretary
by an HEW Task Force in 1977. Like
virtually all committees and individuals
who had studied the subject, the HEW
Task Force had concluded that people
who are harmed as a result of
participating in research ought to
receive some compensation for their
injuries. The Secretary informed the
Commission that she would be pleased
to have it take up the inquiry and would
provide support for necessary studies.
The more deeply the Commission
looked into the subject, the more
difficult it became to provide a simple
reply to the questions originally posed
by the Secretary. The Commission has
concluded that it would be ethically
desirable to remedy as a matter of
course any harm suffered by subjects as
a direct consequence of the added risks
of participating in research. Yet even if
it is ethically desirable for compensation
to be provided, it does not follow that
the Federal government has an ethical
obligation to establish or to require a
formal compensation program In all
research projects supported or regulated
by the government. For the latter, it is
necessary to demonstrate the existence
of unmet need and to weigh that need
against other needs in the public arena.

The Question at Issue

In this Report the Commission seeks
the answer for the following question:
Are subjects who deserve compensation
for research injuries not receiving it? t In
light of the many earlier examinations of
the subject of research compensation,
the Commission began with the
hypothesis that the answer to this
question was “yes.” If the answer to the
question were in the affirmative, the
Commission understood its further task
to be the design of a compensation plan
that would respond to the needs
uncovered in its study.

It is apparent that the hypothesis that
the Commission set out to test actually

1 In other contexts the term “compensation”
connotes payment for services rendered. In this
Report the term is used solely to indicate payments
made to redress an injury after the fact; payment tor
the time and trouble of participating in research is
termed “remuneration.”
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encompasses issues of both an empirical
and a philosophical nature. Specifically,
the original question reflects several
underlying questions: (1) What does one
mean by “deserve compensation”? (2)
How many such subjects are injured
each year in research, and how
severely? and (3) Which of these
subjects receive no compensation at
present, and why? The Commission has
found itself more able to answer some of
these questions than others. The
question of what ought to be
encompassed within “compensation for
research injuries” and the question of
who deserves such compensation are
fully addressed in this report. In
investigating the empirical issues,
however, the Commission was able to
expand upon the existing knowledge but
unable to find data sufficient to resolve
fully the questions of the extent of
present unjuries and of present redress.
The absence of data on Injuries is not,
needless to say, the same as data on the
absence of injuries.

Alternative Responses to Inconclusive
Data

From this outcome several
conclusions might be drawn. One might
conclude that what is needed is further
data gathering about the existence of
research injuries. Indeed, in its First
Biennial Report on Protecting Human
Subjects, submitted to the President and
Congress in December 1981, the
Commission recommended that
investigators conducting Federally
funded research routinely submit data
on the number of subjects involved in
such research and the number and
extent of injuries suffered, on an annual
basis. From such data, as well as
supplementary inquiries, it ought to be
possible to provide a better answer to
the empirical questions addressed in
this report.

There are, however, reasons to doubt
that this approach will provide sufficient
data. In the absence of a formal
compensation mechanism there is good
reason to doubt that subjects or
investigators will adequately report the
occurrence and extent of injuries
suffered by subjects in research.
Furthermore, it is only through
experience with compensation programs
that two of the most difficult questions
that are always raised in opposition to
such programs can be answered first,
what are the administrative costs of the
programs, including the costs of
distinguishing between injuries
deserving compensation and those
claims that do not deserve to be
compensated (and that, it is assumed,
would not be asserted in the absence of
a compensation program)? Second, do

feasible means exist to differentiate
harm to subjects in therapeutic research
that results from research procedures
from harm that flows from the medical
intervention being tested? 2

Clearly, an experimental trial of one
or more compensation programs is more
likely than simply collecting data in the
absence of such programs to provide the
necessary information for the
formulation of appropriate public policy.
Yet that approach would entail greater
costs, since an experiment to gather the
data would involve the expenditure of
time and money in design and
execution. At a time when the Federal
funds available for biomedical and
behavioral research are not keeping up
with the rate of inflation, there are more
than the usual reasons to question any
suggested expenditures in new areas. It
may well be, therefore, that those with
responsibility for the decision in the
Department of Health and Human
Service (HHS) will conclude that an
experiment of the sort set forth in this
Report is not justified at this time. On
balance, however, the Commission
recommends that such an experiment be
undertaken, because in the absence of
such an investigation of the need for,
and feasibility of, compensation
programs, it believes that policymakers
will be in no better position to answer
the questions addressed by this Report
in five years than they are today.

The Recommended Experiment

The sugggestion of compensation for
research injuries has been a mainstay of
ethical and public-policy discussions of
research with human subjects for many
years. The time has come to detemine
the wisdom of those suggestions. The
failure to resolve the issue not only
exposes subjects of research to a
possible wrong, it exposes the entire
research enterprise to the public
recriminations that could follow from
one or a series of serious,
uncompensated unjuries to subjects. The
importance of biomedical and
behavioral research for this country is
manifested in the many billions of
dollars that such research receives each

2The term “therapeutic research” is used loosely
to describe any experimental or innovative steps
taken as part of an attempt to treat subjects
suffering from disease (in comparison with
“nontherapeutic research,” which employs subjects
not affected by the disease being studied). The
Commission uses the term to mean research to
evaluate practices or procedures that are intended
to provide, or that have some reasonable possibility
of providing, therapeutic, diagnostic or preventive
health benefits to subjects. Such research therefore
involves two parts: (1) the practice or procedure
that is being evaluated and (2) any nonbeneficial
research procedure that is unnecessary for a
subject’s own welfare and is performed solely as an
aid to the research process.

year in an attempt to conquer disease
and to relieve human suffering. The
formal ethical standards and individual
consciences of investigators, as well as
Federal rules and guidelines developed
in the past two decades, have done
much to protect research subjects and to
reduce the risk of injury to them. Some
risk remains nevertheless—risk that
thouigh statistically small may manifest
itself in serious ways for individuals. A
social policy experiment is needed to
see whether Compensation programs
might provide a feasible means further
to reduce the risk of unremedied injury
to subjects and to avoid the occurrence
of events that might needlessly tarnish
the reputation of research.
Accordingly, the Commission
recommends that the Secretary of
Health and Human Services conduct a
small-scale experiment in which several
institutions would receive Federal
support over three to five years for the
administrative and insurance costs of
providing compensation on a nonfault
basis to Injured research subjects. At
different institutions the features of the
compensation plan could be varied (i.e.,
the level of benefits provided; means of
determining causation; whether
nonphysical injuries would be covered,;
whether certain injuries arising in
therapeutic as well as nontherapeutic
research would be covered; etc).
Information derived from such
variations, as well as from the
experience of comparable institutions
without research compensation
programs, should permit HHS to
determine not only the need for a full-
scale program, if any, but also the
format and auspices that appear best
suited to achieve the desired results.

The Format of the Report

The first part of this Report explores
the origin and context of the issue of
compensating for research injuries. The
first chapter introduces such social and
cultural factors as the relationship of
subjects to the research enterprise and
concerns about cost-spreading in a risk-
conscious society. Chapter Two places
the present study into the setting of
research regulation since World War 1I.
During this period, proposals for injured
subjects’ compensation were made in
may contexts but seldom were
accompanied by more than a rough
sketch of the details of a plan of
implementation.

Part Two delves into the several parts
of the basic question: Are injured
subjects who might deserve
compensation not receiving it? Chapter
Three examines the ethical theories—
sometimes competing and sometimes
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complementary—that shed light on the
question of subjects’ deserts. In the case
of injuries to voluntary, informed
subjects, a strong moral claim for
recompense does not emerge. Whether
such ideal subjects actually exist is a
serious ethical issue, and one that
cannot be ignored in policy formulation.
It would, moreover, appear to be
morally preferable, on grounds both of
fairness and of gratitude, not to insist
that subjects waive all claims for
redress as part of consenting to
research, particularly nontherapeutic
research.

Chapter Four analyzes the existing
data on the incidence and severity of
research injuries. While data from
existing programs suggest that nonfault
insurance is an efficient and
inexpensive means of providing
recompense for research injuries, there
also appear to have been few injuries at
the handful of institutions that already
have formal compensation programs.
Why are other injured subjects not
guaranteed recompense? In Chapter
Five, existing legal rights and remedies
are examined. The limitations of
negligence and strict liability as bases
for recovery at law arise from the
restricted nature of the legal duties
owed to subjects, the waiver of rights
implied by consent, and the difficulty of
proving causation. Under nonfault
systems, some although not all of these
barriers to recovery are removed.

Through this examination, the
Commission arrives at a partially
affirmative answer to the question of
whether or not there is an unmet
obligation to injured research subjects.
Available information does not,
however, provide the definitive basis for
a recommendation to undertake a
compensation program, through Federal
sponsorship or under the mandate of
Federal regulations. Instead, in Part
Three of this Report, the Commission
sets forth the issues that could be
resolved through a “social policy
experiment.” Since the request for this
study came from what is now the
Department of Health and Human
Services (HHS), which is the major
Federal sponsor of biomedical and
behavioral research with human beings,
and since the Commission has
previously recommended that the
Department become the lead agency in
overseeing regulations on the protection
of research subjects, the Commission
believes that the experimental
compensation programs should be
conducted under the aegis of HHS.

PART I: HOW DID THIS ISSUE ARISE?

Chapter 1: Introduction to the Social and
Cultural Setting

The power of medicine to cure and to
prevent illnesses has increased
enormously during the present century.
All those having access to medical care
have been the beneficiaries.
Advancements in preventive measures
and therapeutic techniques have
reduced the threat of early death and
crippling disability. The result has been
a significant improvement in the quality
as well as the quantity of life.

An outstanding feature of
contemporary medicine is its
commitment to research and to the
scientific application of research
findings. Exploration and
experimentation distinguish the new,
more effective therapeutics from the old
more than any other factor. Indeed, one
of the modern science’s most visible and
humanly significant contributions is the
progress of medicine in the past half
century. The social benefits of medical
research have been enormous, and its
value is reaffirmed with each successful
act of treatment or prevention.

The ratio of benefits to costs in
medical experimentation has been
remarkably favorable. This has been
true not only of the dollar costs of
laboratories and the like but also of the
human costs sustained as research-
related injuries. At the same time,
however, these human costs must not be
disregarded. New techniques, unless
they are adopted blindly, must be tested,
and testing in turn requires not only
laboratory and animal studies but also
the use with human subjects of
uncertain methods whose range of
effects cannot be predicted precisely in
advance. Risk is thus inherent in
medical research, no matter how
conscientious the investigator and
careful the research. Quite obviously not
all experimental drugs and techniques
prove to be more successful than other
existing treatments; and many
experiments are performed on healthy
volunteers who need no treatment in the
first place. Even when a new treatment
proves to be a relative success, the
initial experiments may reveal that
certain patients cannot benefit or may
be especially susceptible to toxic side
effects.

These untoward results of medical
experimentation occur far less
frequently than do the benefits, but to
those who are affected they can be real
and serious. Research-related injuries
are harms * that occur as a nearly

1 The terms injury and harm have distinct
meaning in the law; the former connotes

unavoidable result of an enterprise
undertaken for social benefit. Those
who receive the benefits—and this
includes nearly all members of society—
recognize a responsibility for collective
support if the research enterprise is to
be successful, as is attested by the
magnitude of funding for biomedical
research from governmental bodies and
charitable contributions. Naturally, that
responsibility would seem to extend to
the human costs of the research
enterprise. The chapters which follow
address the question: What is a fair
system of fulfilling that responsibility?
The issue is approached through
consideration of the need for a program,
the ethical arguments for and against,
and the formulation of possible
proposals and recommendation of a
soclal policy experiment to test out
alternative policies.

The balance of this chapter attempts
to sketch the social and cultural setting
of the problem of research-related
injuries. The cultural ethos colors one’s
appreciation of the facts specifically
relevent to the issue. Furthermore, the
problem of research injuries is not sui
generis. It is but one instance of a much
larger set of issues with which American
society is presently grappling, that of the
risks imposed by technological progress.
For example, large-scale enterprises
such as energy production and mass
immunization, while conducted largely
for the social good, put certain
individuals at special risk. The plight of
those, relatively few in number, who
actually sustain injury is made vivid by
the communications media and presents
the nation with questions of conscience:
Who is responsible for the welfare of
these people? What are they owed, and
by whom? Why were they put at risk,
and should steps by taken to ensure that
there will be no more victims? Our
policy on research injuries will
inevitably reflect the development of
any public consensus on these wider
problems of risk. In turn, the policy on
research injuries could conceivably
influence the course of the larger debate
and raises questions of “horizontal
equity” in redressing injuries of one type
but not of others.

To explore the wider context in which
the problem of compensation of injured
research subjects arises, this chapter

wrongfulness or the occurrence of something for
which a plaintiff can seek redress. Ordinary
discourse does not make so clear a distinction,
however. In this Report, the terms are used
synonymously to mean damage regardless of
wrongfulness, fault, or responsibility. Since, in
common parlance, the concern of the Report is with
injured research subjects, injury will be the term
used in most instances.
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first considers the place of the research
enterprise in society, that of the
volunteer subject, and differing
conceptions of the relationship between
them. The varied, often inchoate, images
of research and its subjects greatly
complicate the task at hand. In the next
section, the Commission examines
another factor that complicates thinking
about compensation—socia attitudes
toward risk and toward spreading the
risks beyond those whom they touch
directly. The chapter concludes by
considering a number of basic social
issues that underlie the debate over
research injury.

Roles and Relationships in Human
Experimentation

The Roleof Biomedical and
Behavioral Research. Since World War
I1, the magnitude of biomedical and
behavoria research in the United States
has increased tremendously, as has the
Federa government’s participation. By
1980, health research had become an $8-
billion-a-year enterprise, with over half
the funding coming from the Federal
government,2 through the National
Ingtitutes of Health and over twenty
other agencies; furthermore, alarge
proportion of the privately sponsored
research on drugs, medical devices,
other consumer products, and pesticides
is conducted pursuant to extensive
Federa regulation, although not
supported by public funds.

The centrality of research in medicine,
particularly in American society in
recent decades, makes it easy to forget
that the role of the professiona clinical,
investigator and the ingtitutionalization
of clinical research are historically
recent, 20th century developments.
Nevertheless, over the past fifty years
and particularly since World War 1,
certain changes are discernible in the
settings and modes of organization of
biomedical and behavioral research. A
progressive shift has occurred from the
type of small, collegial, personaly
directed units such as those depicted in
the 1950s by Means and Fox: to
massive, sprawling institutions which
often dominate the academic
environments they inhabit or which are
conducted under industrial and
governmental control.

Americans generaly share the
benefits of enhanced understanding of
human physiology and advances in
therapy. Similarly, athough

2Nationa Intitutes of Hedlth, Basic Data
Relating to the Nationa Intitutes of Health—1980,
U.S. Government Printing Office, Washington
(1980). Figures1 and 2, Tables1-3.

3], H. Means, Ward 4, Harvard University Press,
Cambridge, Mass. (1958); Renée C. Fox. Experiment
Perilous, The Free Press, Glencoe, I11. (1959).

contributions to the public purse are not
strictly proportionate, it is the citizenry
as awhole that sponsors publicly
supported research. Research, then, is
an enterprise that is collectively
sponsored and responsive to the
collectivegood.

The widespread enthusiasm shown in
recent decades for medical research can
be at least partly explained by one
single fact: al of us are threatened by
disease and disability. The risks of
nature affect everyone, rich or poor,
black or white, male or female (though
some risks are higher for less-
advantaged groups). Research offers the
promise of reducing some of these risks.
Research can also help to reduce some
of the risks imposed by health care
itself, for a significant amount of clinical
research is designed to test the safety
and efficacy of currently accepted
medical practices. For example, two
clinical trials which spawned widely
publicized litigation by injured
subjects—the University of Chicago
study of the use of diethylstilbestrol
(DES) during pregnancy to prevent
miscarriage, and the multi-center
clinical trid with premature infants
examining the relationship of oxygen
therapy to the incidence of blindness
resulting from retrolental fibroplasia—
provided the scientific basis for rgjecting
or modifying those therapies. Were such
research never conducted, these
therapies might till be employed in
genera medical practice. Thus,
acceptance of controlled risks in clinical
research can, and regularly does, result
in knowledge which reduces the “risks
of everyday life,” including thosed risks
associated with standard medica care,
for al members of the society.s

Increased freedom from risks is, then,
one promise of research. But thereis no
easy path toward this goal. Scientists
must test out hypotheses, and they must
sometimes use human beings—meaning
their own bodies or others —as a
laboratory to understand normal
physiology as well as abnormal
conditions, and to fill in important gaps

4 Some of the most important evidence about the

effects of DES come from a controlled experiment at
the University of Chicago in the early 1950s. Three
of the women involved in this experiment are now
suing the university for having put them at the risk.
The university and others will be more careful in
the future, thus increasing the risk that new cancer
sources will go undetected. Meanwhile the fear of
lawsuits in making doctors and hospitals reluctant
to help track down DES daughters, thus increasing
the risks that some of them will get cancer that isn't
caught in time.”—Mu chadl Kindey, Fateand
Iiggbs]uits 182TheNew Republic20,25 [Junel4,

5|n noting these facts, the Commission expresses
no judgments on the ethical or legd questions,
including those of informed consent, raised in
ongoing or recently concluded litigation.

in knowledge about the efficacy and
safety of new medical interventions.
Thus, in it pursuit of preventive,
diagnostic, and therapeutic
interventions which are intended to
reduce the risks caused both by nature
and by human activities, research
imposed other risks. These risks of
research are borne by only atiny
fraction of the number of persons who
face the risks of disease and disability
that research is designed to combat.
More importantly, the manifestation of
these research risks as actua injuries is
not spread evenly over the entire
population; they occur for an
unfortunate few among those we serve
as subjects.

The Roleof the Resear ch Subject.
One' s thinking on the question of the
compensation for research injuries is
directly affected by the way in which
one conceives of the subject’s role. Two
experts on these matters contend that
“[p]art of the difficulties that have
surrounded legal and policy efforts to
deal with the issue of compensating
persons for research-related injuries
reside in our lack of understanding
about the development, social roles and
attributes of clinical research and its
participants.” ©

Research subjects may be popularly
clothed with certain images—for
example, those of hero, of victim, and of
employee or contractor— and each of
these images colors our conclusions
about the character, mora status, and
claims of the research subject. The
appropriateness of providing
compensation for research-related injury
varies with the definition of the subject’s
role. For the hero, the wellsprings of
public gratitude are overflowing:
witness the donation of funds to provide
$800,000 of accident insurance for the
astronauts on the space shuttle. The
claim of the victim is different, but aso
powerful; disclosure of the Tuskegee
abuses resulted, finally, in the provision
of compensation by the Federal
government.” And for an employee or

s Judith P. Swazey and Leonard H. Glantz, A

Social Perspective on Compensation for Injured
Research Qubjects (1981); see Appendix A to this
Report. Mgor portions of this chapter are based
upon this paper, which develops themes which
emerged at a meeting of consultants with severa
members of the Commission’s staff on November 25,
1981. In addition to Dr. Swazey of Medicinein the
Public Interest and Professor Glantz of Boston
University the participants included Commissioner
Renée C. Fox, and Professors Roy Lubove of the
University of Pittsburgh. Barbara Rosenkrantz of
Harvard University, and Stephen Toulmin of the
University of Chicago.

7 James H. Jones, Bad Blood, Free Press, New
York (1981) at 217-19.
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contractor, compensation may be a
matter regarded as a proper subject of
negotiation.

The category into which research
subjects are placed also has a bearing
on the importance and significance
attached to the research subject’'s
informed consent. The consent of a hero
is not an issue; heroism results from
spontaneous action or deliberate
“volunteering.” The notion of victim,
however, has quite different resonances;
the victim is often passive, and formal
consent—if any has even been
obtained—may be viewed as
uninformed or the result of duress.
Consent is most compatible with the
image of research subject as employee
or contractor. Although questions may
arise about the relative freedom and
negotiating power of an employee
compared with those of the person or
firm offering employment, voluntary
agreement of al parties is the essence of
the relationship.

Finaly, the different images of the
research subject connote quite different
views of intent and of moral status. To
the hero is ascribed the intention to
help; his or her intent is seen as beyond
the ordinary call of duty and thus the
appropriate object of praise and respect.
The victim, on the other hand, does not
merit moral esteem but rather is seen as
an object of others' sympathy (and,
perhaps, of guilt). The case of the
employee or contactor tends toward
moral neutrality, with attention being
directed more toward the fairness of the
bargaining process than to any
particular outcome.

Society views of research subjects
appear to be ambivalent and shifting. It
is notable that in the period through the
1940s, the most commonimageinthe
press and in literature was that of the
research subject as hero or as selfless
societal benefactor. Patients who aso
served as subjects, the physician-
investigators who carried on medicine's
long tradition of self-experimentation,
and the normal (healthy) persons who
volunteered to contract malaria, inhae
new nerve gases, be injected with
curare, and so forth, were recognized,
valued and often celebrated for giving of
themselves to advance medica
knowledge and technique. The Walter
Reed Society, composed of some 500
persons who had volunteered for high-
risk experiments, embodied a view of
research subjects as identifiable, often
heroic societal benefactors:s

8 B. Davidson, So He Took the Cobra Venom and
Shat It Into His Arm, Collier’s, 52-55 (Nov. 1, 1952).

Beginning with the revelations at
Nuremberg of barbaric medical
“experiments’ by the Nazis and
increasingly over the following decades,
a second Image—that of the victim—
came to influence the way research
subjects were perceived. Public
revelations about the research projects
associated with the names Tuskegee®
Willowbrook,* and the Brooklyn Jewish
Chronic Disease Hospital ,* focused
renewed public attention on the possible
abuses of the rights and welfare of
subjects in the name of research. The
importance of research, and the
necessity and value of the research
subject, continued to be affirmed. The
horror stories were generaly felt to be
the unusual instances rather than the tip
of an iceberg of “malresearch.”
Nonetheless, new protection for
research subjects were put in place,
designed to ensure that subjects
participated voluntarily and that no
unnecessary risks were imposed—in
short, to prevent future research
subjects from becoming “victims.” 22

The growth of the clinical research
enterprise during the 1960s and 1970s
helped to shape another image of the
research subject, one that seems to have
increasing prominence today. As
research increased in volume, especialy
with the growth of large controlled
clinical trids, the role of the research
subject became more routinized and less
visible. For many in the society,
research subjects became less readily
identifiable, either as heroes or victims.
A few research institutions now hire
people as subjects quite in the manner
of an ordinary job,** complete with
negotiations over salary and benefits,
and coverage under an insurance plan
similar to workers' compensation.
Moreover, a“consent form” is often
viewed as a contract between a subject
and an investigator.

The question of how subjects ought to
be viewed may have no satisfactory
answer, simply because none of the
images sketched here fit al subjects or
fit any subjects uniquely. Indeed, the
difficulty of choosing between these and
other images probably accounts for
some of the difficulty encountered by
this Commission and by other groupsin
deciding whether the prospective

° Tuskegee Syphilis Study Ad Hoc Advi
Pand, Find Report U.S. Depatment of Hedth,
Education, and Wdfare, Washington (1973).

o Jay Katz, with assistance of A.M. Capron and
E.S. Glass Experimentation with Human Beings,
%ll%ell Sage Foundation, New York (1972) a 1007—

u|d. a 9-65; I-(|jymaﬁ v. Jawish Chronic Diseese
Hospital 15N.Y. 2d 317, 206 N.E. 2nd 338 (1965).

2 John A. Robertson, The Law of Inditutiona
Review Boards 26 U.CL.A. Rev. 484 (1978).

3 Sgg, eg, pp. 53-56infra.

subject’s informed consent should be
taken as relieving researchers and their
sponsors of responsibility for the
injuries which may result. The
arguments and programs set forth in this
Report try to take into account the
several images of research subjects and
the probability that there may be some
truth in each.

The Relationship of Subjectstothe
Resear ch Enterprise. The relationship of
the various parties to the research
enterprise may also be viewed in
different ways. For example, the
relationship of investigator to subject
may be assimilated, perhaps
unconscioudly, into the physician-
patient relationship. Indeed, many
Investigators are physicians, and many
subjects are patients—although many
also are not. Physicians, in any case, are
thought to have important obligations to
their patients including, significantly,
“primumnon nocere.” Seenin thislight,
a physician could have violated the
patient-subject’s rights if injury occurred
without the expectation of a sufficient
therapeutic benefit; compensation could
conceivably then be in order simply as a
form of reparation.

These obligations and rights do not
obtain, however, if the investigator is
instead conceived of as one party who
wishes to contract for the services of
another (or the use of that person’s
body). But if the relationship is to be
understood in the latter way, it becomes
essentia to take into account
differences in power between subjects
and research ingtitutions. Research
subjects may be sick or poor and are not
organized into unions or lobby groups.
Subjects tend to be engaged in their
“work” for relatively short periods of
time. They are simply not situated to
form a cohesive constituency to demand
protection on a collective basis, the way
other groups of workers have during the
past century. Research facilities are
usualy large, imposing, and staffed by
professionals of high social status.
Indeed, research subjects at the
National Institutes of Health or military
hosgitals face the power and authority
of the government itself. Because of the
inherent inequality of such relationships,
the various parties to the research
enterprise are not necessarily free and
equal agents involved in a Situation
equivaent to ordinary negotiations for
mutual benefit.

The Relationship of Subjectsto the
Beneficiaries of Research. The relation
of research subject to investigator and
to research ingtitution is not, however,
the only one requiring attention. Also of
importance is the relationship between
subjects and the beneficiaries of
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research. Once again, the significance of
this relationship may be understood in
several very different ways. It has been
suggested, for example, that the use of
human subjects in research be viewed
as an instance of “gift exchange,”
characterized by three norms: to give, to
receive and to repay. On this view, the
subject gives by participating in
research and, especialy, by accepting
the risk of injury; and a socia
disequilibrium results if injury occurs
unless that gift isrepaid in the form of
compensation by the government, acting
as agent of the beneficiaries in society.
A contrasting view, however, would
regard compensation as a means of
limiting the size of the gift bestowed by
the research subject; but this might
violate an obligation of society to
receive the gifts that the volunteer
subject wishes to bestow. That an
obligation to provide at least emergency
medical care for injured subjects if felt
is evident from the fact that such careis
generdly provided.s A feeling of
gratitude toward those who have
bestowed gifts may be part of the
explanation for this ad hoc
compensation.
Risk (and Risk-Spreading) as a Social
Problem

The manifestation of risk in the form
of injury, disability and death is a part
not only of research but also of life
itself. At times we seem to face risk
head on and even welcome the
challenge it represents at other times it
threatens to overwhelm us with its
seemingly uncontrollable
manifestations. The means used to
prevent and to spread risk have
developed piece by piece and are not
wholly consistent; they are evolving
today under increasingly close scrutiny.

At one timein history, injuries could
be clearly divided into two groups, those
caused by a human agency and those
atributed to “fate.” For the former,
redress, could be sought through the law
(criminal as well as tort law), provided
that the person responsible could be
identified, as was usually the case. Far
the latter, the expected response was
uncomplaining acceptance of this
persona working out of the grand
scheme of things—or, perhaps, a search
for the personal fault that might explain
an “act of God.” The world then may
not have been a better place to live, but
it was surely simpler.

Neither the old paradigms of injury
nor the responses they engendered seem
to work well today. In particular, tort

1 M. Mauss, The Gift: Forms and Functions of
Exchanges in Archaic Societies, |. Cunnison (trans.),
The Free Press, Glencoe, I11. (1954).

15 Spe Chapter 3 infra.

litigation is in many ways ill suited to
assigning responsibility for alarge
portion of modern injuries. The
individual nature of tort cases—often
employing ajury—works well when a
determination of persona wrongdoing is
needed, both to assess the amount the
defendant must pay to make the plaintiff
whole and also to declare the
community’s standard of conduct as a
warning to individuals in the future. But
many injuries arise today which do not
seem to have been caused directly by a
single individual numerous separate
actions, some by ingtitutions rather than
individuals, often widely separated in
time and space from the injury, must
coincide for aninjury to occur. The
instrumentdities of harm are like the
boy in the rhyme who “shot an arrow in
the air, it fell to earth [he] knew not
where.” The chain of causation and
responsibility may became so tangled as
to preclude anything other than an
arbitrary assignment of liability on the
parties seen as best able to bear the
costs. Although the growth of nonfault
liability in severa areas (most notably,
for injuries caused by consumer
products) has removed the additional
burden of trying the issue of negligence,
the complex problems of causation still
remain.

The collapse of the second part of the
ancient paradigm of risk—the
uncomplaining acceptance of a divinely
ordained fate—is well illustrated in the
recent litigation over risks of cancer
alegedly imposed by use of DES. Itis
well nigh impossible for an individual
plaintiff in a DES case to prove that her
vaginal cancer resulted biologically from
her mother’ s having been given DES
while the plaintiff was in utero. Instead,
causation is established as a statistica
matter, by showing that it is more
probable than not that the injury came
from the administration of DES.

To women with other forms of cancer,
the compensation of the DES daughters,
rather than seeming a great triumph,
may appear instead a failure of science
and society to establish the cause of
their own grievous harm and to provide
compensation. It does not matter that for
many (perhaps even for most), thereis
no single “cause,” in thelegal sense of
the word as employed in the DES
litigation, but rather a coincidence of
factors from genes to workplace
environment, from health care to
persona habits. What matters is that
redress is available to some, while
others are told that it is just fate. Yet, as
a commentator recently pointed out, itis
nonsensical to rule that cancer is a

matter of fate only insofar as its cause is
unknown., 1

Any attempt to spread some risks has
the danger of seeming unfair for failing
to spread all risks. Risks in the
biomedical sphere have posed specia
problems of late for the existing means
of cogt-allocation. Although partiality is,
thus, always a danger, there may be
reasons for special attention to
providing compensation for research
Iinjuries. While one must take care not to
oversentimentalize the investigator-
subject relationship, one need not reject
ligitimate opportunities to support its
positive, moral attributes. From the
perspective, a compensation program
based on human need rather than fault,
and enlisting subjects rather than as
adversaries in a courtroom battle, takes
on an additional social meaning, a
meaning specially suited to the nature of
the investigator-subject relationship and
their joint venture into the unknown. In
this respect, a program for nonfault
compensation diverges sharply from the
existing medical malpractice framework,
with itsinsidious effects on the doctor-
patient relationship.

The Commission notes that
policymakers in the United States are
not alone in considering this problem. In
Sweden, insurance coverage has been
available since 1975 to provide
compensation to subjects injured as a
result of participation in biomedical
research.” Similarly, accident insurance
has been available at the University of
Leiden (The Netherlands) since 1976 for
medical research projects determined by
the Committee on Medical Ethicsto
warrant such coverage.®In March 1978,
a Royal Commission (the “Pearson
Commission™) reported to the British
Parliament its recommendation that
“any volunteer for medical research or
clinical trials who suffers severe
damage as a result should have a cause
of action, on the basis of strict liahility,
againgt the authority to whom he has
consented to make himself available.”
Finaly, in 1980, a World Health
Organization working group to develop
international guidelines for human
experimentation concluded that “natural
justice demands that every subject

s Michae Kindey, Fate and Lawsuits, 182 The
New Republic20 (June 14, 1980).

7 Harry Bostrom, On the Compensation for
Injured Research Qubjects in Sveden (1980); see
Appendix K to this Report.

s E, L. Noach, Materials Concerning
Compensation of Subjects Injured in Research at
the University of Leiden, The Netherlands (1980); see
Appendix L to this Report.

19 Roya Commission on Civil Liability and
Compensation for Persona Injury, Report, Her
Majesty’s Sationery Office, London (1978), Vol. 1 at
286.
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ﬁarti cipating in medical research should
ave automatic entitlement to
reasonable and expeditious
compensation for any injury sustained
as a result of participation.” 2 Proposed
guidelines reflecting that conclusion are
under consideration by theWorld
Health Organization and the Council for
International Organizations of Medical
Sciences.

Research Injuries and the Larger Social
Context

Concerns about compensating injured
research subjects reflect an ambivalence
in individual and social views regarding
research and risk. On the one hand,
there is a genera understanding and
acceptance in this society that research
is a social good which provides us with
beneficiad knowledge and techniques.
On the other hand, investigations by
Executive and Congressional bodies and
the advent of public regulations for
protection of human subjects manifest
the increasingly widespread concern
about the motives of researchers, the
consequences of research, and the use
of human beings as experimental
objects.

Compensation of injured research
subjects is but one of several
interrelated socia responses to these
tensions. In recent decades, much
emphasis has been placed on the
informed consent of research subjects
and on the regulation, and limitation, of
risks incurred in research.
Compensation provides a third element,
complementing these first two when
injuries occur In even well-designed,
carefully conducted research on
informed and consenting subjects.
(These themes are explored more fully
in the next chapter.)

But just as compensation is only one
facet of the socia, ethical, and lega
concerns about the conduct of reserch
with human subjects, so the concern
with the protection of human subjects,
in turn, has been generated and
responded to in relationship to broader
societal concerns. Human
experimentation has both reflected
these broader concerns and helped to
foster them. This linkage is particularly
evident with respect to three closdly
related aspects of contemporary
American society. First, one finds today
an enhanced concern with victims—red,
imagined, or potential—of all kinds.2

2 John F. Dunne, Proposed International Ethical
Guidelines for Human Experimentation, XIVth
CIOMS Round Table Conference, Session 1
(Medical Ethics and Medica Education), Mexico
City(1980).

21See eg., Marshdl S. Shapo, A Nation of Guniea
Pigs: TheUnknown Risksof Chemical Technology,
Free Press, New Y ork (1979); Proposed Amendments
to Title 28 of the U.S. Code: Hearings on Radiation

Second, there is a new awareness of the
inequality of some groups’ bargaining
power.22 Third, populist doubt and
suspicion about “big” and “powerful”
institutions such as government,
medicine, and science has been renewed
and extended to the authoity and power
vested in “experts’ of al kinds.z

These sociad trends, coupled with a
new assertiveness by members of
groups who have suffered from unequal
and unfair treatment in the past and
who now insist that their rights be
recognized, have forced Americans to
reexamine, and to act upon, their
standards of persond, ingtitutional, and
governmental responsibilities. The
social movements of recent years have
clearly had an impact on thinking about
the rights of research subjects; they
cause one to rethink the treatment of,
and responsibilities toward, members of
this class of persons.

Correlatively, abuses suffered by a
few research subjects have themselves
contributed to this wider social
questioning. The confluence of concerns
with victims, unequal bargaining power,
and powerful ingtitutions is strikingly
illustrated by apprehensions about the
ways researchers and research
agencies, including the Federal
government, can mislead, exploit, or
Injure subjects in the name of patient
welfare, scientific progress, or public
good. To the earlier reports of projects
a Willowbrook and Tuskegee have
recently been added revelations of the
experiments with psychotropic drugs
sponsored by the CIA and the Defense
Department’s biological warfare testing
accidents at the Dugway Proving
Ground.z All have been lightning rods
for attracting attention to problems in
governing research and in testing human
subjects with fairness and due concern.

The research injuries with which this
Report is concerned are not primarily
those that result from unethical
practices on the part of investigators.
Most of the examples receiving current

Compensation (S 1483) Before the Senate
Committee on Labor and Human Resources, 97th
Cong., 1t Sess. (Oct. 27, 1981); Joe Hudson and Burt
Gaaway (eds), ConsderingtheVictim. CharlesC.
Thomas, Springfield, Mass. (1975).

2 Spe Swazey & Glantz, supranote 6 a 10; 15
U.S.C. §57a(h), 1975Magnuson-MossFTC
Improvement Act (expense rembursement to permit
public participation in rulemaking).

=] oren R. Graham, Concerns about Science and
Attempts to Regulate Inquiry 107 Daedalus 1 (1978).

2 Bjomedical and Behavioral Research: Human-
Use Experimentation Programs of the Department
of Defense and Central Intelligence Agency:
Hearingson S 2515 Before the Subcommittee on
Health of the Senate Committee on Labor and
Public Welfare and the Subcommittee on
Administrative Practice and Procedure of the
Senate Judiciary Committee, 94th Congress, 1st
Session(1975).

atention are actualy old experiments,
recently come to light or the subject of
contemporary reexamination.s The
focus of this Report is on harms
resulting from risks of relatively low
frequency and severity, visited on
subjects of well-planned, carefully
conducted, ethical research. It must be
recognized, however, that social
atitudes toward the compensation of
those harmed in ethical research will be
colored by public perception of the
plight of those injured through abuse.
Risk and injury are common to both
kinds of research, and these will likely
be the chief subject of moral concern.
The centrality of risk in the conduct of
research is testified to by the
development of a new lexicon—
necessary risk, acceptable risk, risk
acceptance, danger-of-danger, risk-of-
risk, uncertainty-of-uncertainty—and in
the emergence of a new occupational
category of institutional “risk
managers.”

The Commission’s study of
compensation for research injuries
represents an attempt to explore how
much inequality and risk are required by
the research enterprise, and to examine
the justice of the existing distribution of
risks (to subjects) and benefits (to the
wider society). In the course of this
inquiry, three sets of issues have been
identified; they set the framework for
this Report.

The Basisfor Public Palicy. Existing
data reviewed in Chapter Four suggest
that the number of research injuries, and
particularly of uncared-for injuries, is
not large. Further, the creation of a
compensation system would entail both
economic costs and administrative
burdens. Thus, the creation of a
compensation program is potentially
susceptible to attack on narrow cost-
benefit grounds, particularly when
viewed against other socia programs
and priorities. The ultimate
persuasiveness of this attack cannot,
however, be determined on the basis of
existing data.

On the other hand, commentators
often criticze the inability of our
governmental system to respond to
problems in advance of a crisis or a
catastrophe. Scientific research entails

% Soe, eg., Jones, supranote 7; Robert Gomer,
John W. Powell and Bert V.A. Roling, Japan's
Biological Weapons: 1930-1945, 37Bull. of the
Atmoic Scientists 43 (1981). Thisarticleisbased in
part on documents released under the Freedom of
Information Act which reved that in World Wer 11
the Japanese had used prisoners of war as subjects
of research at biologica warfare experimenta
stations. The records of these experiments had been
turned over to representatives of the United States
in exchange for immunity from war crimes
prosecution.



52888

Federal Register / Vol. 47, No. 226 / Tuesday, November 23, 1982 / Notices

risks, and the laws of probability decree
that such risks will, someday, result in
harms. Here the government has the
opportunity to anticipate, rather than
react to, headlines-in-the-making—
headlines which may breed lasting
public mistrust of science. further, how
the government responds to the problem
of victims of research injuries will both
reflect and help to determine the kind of
society we wish to be, and to become.
Thus, the question looms: Is palicy to be
determined solely by cost-benefit
calculations, or is there room in the
policymaking process for an additional
dimension of social values and
responsibility?

Social Responsibility and I ndividual
Consent. As manifested in judicia
opinions, ethical codes and Federal
regulations, this country has determined
both that informed consent is a
prerequisite to participation in
biomedical and behaviora research and
that research posing unjustifiable or
otherwise unacceptable risks may not go
forward. But what of risks which cannot,
or ought not, be avoided? If competent
individuals knowingly consent to run the
risk of participation in research without
the expectation of compensation in the
event of injury, ought not that atruistic

ift be respected? Or is such a gift more
than society should request or even
accept? Does there come atime when to
rely on “informed consent” is to exploit
the goodness—or the weakness—o
those who deserve society’s respect and
gratitude instead?

AdminigtrativePracticabilityandthe
Plight of the Helpless. A compensation
program which excludes therapeutic
research (or more generally, sick
patients) is markedly simpler and less
costly to administer than a more
comprehensive program. Yet it is
precisely in cases of therapeutic
research involving sick patients that the
subjects may be most in need and that
the quality of consent given is most
likely to diverge from the ideal. Three
options present themselves:

* To exclude such classes of research
or research subjects from coverage
entirely;

 To Experiment with novel methods
of determining causation, extent of
injury, and other factors in a fashion
designed to reconcile need,
“deservingness,” and administrative
feasibility; or

 To abandon the requirement linking
the injury to the research and instead
provide medical care and financial
assistance solely on the basis of human
need.

Is our society prepared to accept the
notion of socia responsibility embodied
in this last option—a notion consistent

with broadened socia responsibility not
merely for research injuries, but for all
the vicissitudes of modem life? If not,
where should the line be drawn?

Fortunately, the Commission was not
charged with resolving these large
questions in the abstract, and it has not
sought to do so. Rather, the Commission
has grappled with these themes as they
apply to the concrete and immediate
issue of compensation for research
injuries. In recognizing that some
questions are, finally, unanswerable, the
Commission also recognizesthat in a
dynamic society, the quest for perfect
and eternal answers may invite
paralysis.

Chapter 2: Historical Perspective

In the history of biomedical ethics,
discussion of compensation for
research-related injuries has taken place
againgt a background of shifting
emphasis on two other mechanisms for
the protection of human subjects:
informed consent and limitation of risks,
In the period immediately following the
Nuremburg trials, concern focused
primarily on the need for voluntary,
informed consent through which
potential subjects could either agree or
decline to accept the risks inherent in a
particular research activity. It was
thought that a research ingtitution could
discharge its obligations to research
subjects primarily by assuring that they
were fully and fairly informed of the
risks involved. Later it became apparent
that informed consent was not aways
sufficient protection; subjects had been
recruited for projects that seemed (at
least to outsiders) to have entailed
unreasonable risks. Therefore,
procedures were adopted by the Federa
governmentrequiring prior review of
research protocols to control or limit the
amount of risk to which subjects might
be exposed.

This chapter describes the
development of arguments for
compensation against a backdrop of the
formal implementation of other
protective mechanisms for informed
consent and risk limitation. The
complexity of the relationships among
these three themes (informed consent,
limitation of risk, and compensation)
and the shifts of emphasis over time
best lend themselves to analysis through
a division of the recent past into two
periods. 1945-1966, and 1966tothe
present.

Reliance on Codes and Consent (1945-1966)

OutsideEncour agement for Self-
Regulation. In the wake of the
Nuremberg triads of Nazi war criminals
after World War 11, concern about
voluntary informed consent was the

central focus of biomedical research
ethics. Because of the horror that
greeted revelations about the abusive
and unethical experiments that had
been performed on unconsenting
prisoners by the Nazi physicians on
trial, the first principa of the Nuremberg
Code dates that “[t]he voluntary
consent of the human subject is
absolutely essential .”

Subsequent codes adopted by
individual countries and medical
associations were derivative of the
Nuremberg judgment. They too placed
primary emphasis on assuring that the
consent of research subjects is truly
voluntary and based upon a full
understanding of the risks involved.?
Disclosure of the risk was deemed of
primary importance; limitation (if any)
on the amount of risk that might be
voluntarily assumed by subjects was
secondary and generally took the form
of exhortations to researchers to satisfy
themselves that the risks of the research
are judtified by the anticipated benefits
(to the subject or to general knowledge)
and not to inflict death or disabling
injury. These limitations derive from
principles five and six of the Nuremberg
Judgment prohibiting experiments
“where there is an a priori reason to
believe that death or disabling injury
will occur” and caution that risk should
never exceed “the humaritarian
importance of the problem to be solved
by the experiment.”

Hence, in the mid-1950s when the first
suggestions for provision of
compensation for injured research
subjects appeared in print, there were
no regulations or review procedures to
limit the risk that might be presented in
research. In fact, Irving Ladimer
reported in 1955 that there had been two
recent deaths associated with
biomedical research: a laboratory
technician, following an overdose of an
experimental drug, and a prisoner,
following an injection of hepatitis virus.:2
Commenting on the general problem of
research-related injuries, Ladimer noted
that “commerical insurance coverage

* United States v. Brandt, 2 Trids of War
Criminals Before the Nuremberg Military Tribunals
[TheMedica Case) 181 (Military Tribund 1, 1947).

2See. eg., Principlesfor Those in Research and
Experimentation adopted by the General Assembly
of the World Medical Association in 1954; Report on
Human Experimentation, Public Heath Council of
the Netherlands (1955); Ethical and Religious
Directives for Catholic Hospitals, adopted by the
Catholic Hospitd Association of the United States
and Canada (1955); Responsihility in Investigations
on HumanSubjects, Medical Research Council,
Great Britain (1963). All are reprinted in Henry K.
Beecher, Resear ch and the I ndividual. Little Brown
and Co., (1970) Appendix A.

3 |rving Ladimer, Law andMedicine: A
Symposium, 3J. Pub.L.467, 473(1955).
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and provision of medical care for
consequences directly related to the
[research] project are methods observed
by responsible organizations.” + No
references or examples were cited,
however.

In an unpublished doctoral thesis,
Ladimer subsequently examined the
liability to which research investigators
were exposed and concluded that “a
doctrine of liability without fault may be
imposed on the theory of a social cost of
medical research, resembling the
concepts supporting programs such as
workmen's compensation.” s He further
observed that in fashioning a remedy for
injured subjects, “public attitude as well
as precedent law will be decisive.” ¢

The idea of providing compensation
for injured research subjects was
proposed more formally in a 1960 article
in the Duke Law Journal, in which
Donald P. Dietrich discussed the
possible application of a nonfault
compensation scheme to subjects of
psiéchological research. 7 Although he
acknowledged that measuring the harm
and establishing the amount of damages
would be more difficult in the case of
psychological injuries, Dietrich claimed
(citing a haf dozen articles on tort
liability for psychic injuries) that the
difficulties of proof would not be
insurmountables

A problem that would come to have
more significance in philosophic debates
on the subject a decade later aso
emerged in Dietrich’s article: the effect
that a subject’s knowing acceptance of
the risk should have on the
experimenter’s responsibility to
compensate for any injuries. Dietrich
pointed out that although a subject may
have known and consented to what the
experimenter intended to do, still, he
may not have fully realized the risks

41d. a 509.

s Irving Ladimer, Legal and Ethical Implications of
Medical Research on Human Beings, unpublished
dissertation submitted to the George Washington
University Schoadl of Law, a 153 (1958) (on filein
the Lav School Library).

s|d. a 154.

7 Dondd P. Dietrich, Legal Implications of
Psychological Ressarch with Human Subjects, 1960
DUKE L. J 265-274.

8 |d. a 273, diting: Smith, Relation of Emotions to
Injury and Dissese Legd Liability for Psychic
Simuli, 30Va. L. Rev 193-252 (1944); McNiece,
Psychic Injury and Tort Ligbility in New York, 24
. John'sL. Rev 1 (1949); Smith, Medical Evidence
in Indugrial Injury Cases with Soecial Reference to
Neuropsychiatirc Claims, in Workmen's

ion Problems, 167 U.S. Depatment of
Labor Bull. 11, 49 (1953); Smith & Bradford,
Medicolegal Aspects of Craniocerébral Injuries, J.
Pub. L. 663 (1954); Worden, Some Neglected Agpects
of Injury, Mental Anguish and the Concept of
Psychic Damege, 3 J. Pub. L. 377 (1954); Report of
the New York State Law Revison Commisson,
Sudy RdatingtoInjuries Resulting from Fright or
Shock, Leg. Doc. No. 65(E) (1936).

involved. “Mere knowledge of the facts
which create the risk of harm is not
enough unless there is a true
appreciation of the nature and extent of
therisk. . . .” ¢ Dietrich’s skepticism
regarding potential subjects’ ability to
appreciate risks foreshadowed adoption
of other protective devices based, in
part, on studies that provided empirical
verification of his concern. ©

After analyzing the possible theories
and probable outcome of a suit for
damages that might be brought by
someone injured as a result of
participating in psychologica research,
Dietrich then described the broad
outlines of a nonfault compensation
scheme. Because his discussion so
closely resembles subsequent
discussions appearing over the next
twenty years, it is worth repesting in its
entirety: =

Within an analytical framework such
as this, then, the first human
experimentation case may be decided,
and a hitherto unaccounted-for element
of the true cost of such experimentation
distributed. Such an extension of the
law, however, will not resolve the
dilemma of society’s needing research
while at the same time requiring due
legal protection for both experimenter
and subject.

The resolution of this dilemma can be
premised upon the recognition that
society is more than the ultimate
beneficiary of research; through
governmental action, society is the
initiator of most research. This condition
aone, it would seem, should justify the
following:

(2) A policy of liability without fault
should be evolved for harm resulting
from psychological experimentation.

(2) Where the government undertakes
or participates in the research program,
it should also assume the burden of
making injured subjects whole, through
treatment and rehabilitation and by the
payment of monetary compensation.

(3) The government should consider
such an underwriting program as would
be required to assume costs to subjects
taking part in private research programs
conducted under modern, controlled
conditions.

Among the effects of such
developments on the whole environment
of psychological experimentation would

° Digfrich, supra note 7, & 272.

v Se eg, Chauncey Sar and Chris Whipple,
Risks of Rk Decisions, 208 Science 1114 (1980);
Vincent T. Covelo and Joshua Menkes, Issues In
Risk Analyss, paper presanted & AAAS medting.
San Franasco (January 1980), to be published in
AAAS Sympogum Volume Risk in the
Technological Society.

u Dietrich, supra note 7, a 273-274, origind
citations omitted.

be compensation of the injured subject
without regard to the doubtful questions
of liability and proof of injury, thereby
encouraging the participation of a
sufficient number of subjects of varying
levels of persondity integration.

Further, there would also be lega
protection for the experimenter who is
part of an approved modern, controlled
research program, thus encouraging
research conducted on high planes. On
the other hand, experimenters not of this
class—those who are not associated
with approved modern, controlled
research programs—would be strictly
liable for any harm which results from
their inducing others to serve as subjects
of their “research.” Admittedly, the
effect may be to discourage to some
extent research which is not specifically
socialy sanctioned.

Finaly, nationd research effort in this
area would become more ordered in the
sense and to the extent that the
essentiality of each research program,
as balanced againgt the program’s total
cost, would be the basis for go-ahead
decisions by agencies having in view the
entire research picture.

It is not surprising that Dietrich,
writing at a time when there were few
other formal controls in research, saw a
compensation program not merely as a
means of redressing injuries but aso of
socia control and resource allocation.

Meanwhile, requirements for informed
consent were added to Federa law as
part of the 1962 Kefauver-Harris
amendments to the Federal Food, Drug
and Cosmetic Act.2 The legidation—
passed following the birth of a number
of severely deformed children to women
who had taken the sedative thaidomide
during pregnancy—was intended to
increase Federal control of drug testing
in general and to require that
prescription drugs be proven effective,
aswell as safe, prior to marketing.2 As
part of the conditions imposed for
testing new drugs, Congress required
that sponsors of such investigations
assure that they would (&) inform any
human beings involved in the tests that
the drugs were being used for
investigational purposes, and (b) obtain
the consent of the subjects or their
representatives (unless it is infeasible to
do so or, according to professional
judgement, contrary to the best interest
of a particular patient/subject). One
apparent result of the Kefauver-Harris
amendments was an increase in the
amount of research with human subjects

76 S, 780, 87th Cong,, 2d Sess; Oct. 10, 1962.
See21 USCS 355.

1 21 U.SC.8 355().

uld,
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conducted in this country and abroad to
provide the data needed to support new
drug applications.

Emphasis on informed consent
culminated in the Declaration of
Helsinki, adopted by the World Medical
Association in 1964. The Declaration
distinguished (as had the Medica
Research Council of Gresgt Britain, a
year earlier) between “clinical research
combined with patient care” and
“nontherapeutic clinical research.” For
the former, the Declaration urged that
informed consent be obtained “if at all
possible, consistent with patient
psychology.” For nontherapeutic
research, consent of the subject was
urged in al cases with the exception
that if the subject was legally
incompetent, consent of a legal guardian
should be procured. The Declaration
also established the basic principle that
the inherent risks of research should be
“in proportion to” the anticipated
benefits to the subject or to others.

Apparent Problems in a Mighty
Enterprise. Between 1945 and 1965, the
annua research expenditures of the
National Institutes of Health had
increased many hundredfold from
$701,800 to $436,600,000:5 This was a
reflection of vast public support of
biomedical and behavioral research in
the aftermath of World War |1 based
upon an appreciation of the benefits to
be derived from scientific progress.

Throughout this period, great attention
was aso paid to the ethical issues
surrounding the conduct of research
with human subjects. In 1960, the Law-
Medicine Ingtitute of Boston University
received a large grant from the Public
Health Service to investigate the lega
and ethical aspects of research with
human subjects.s In 1963, the Ingtitute
published a major anthology on Clinical
Investigation in Medicine: Legal, Ethical
and Moral Aspects. Although major
emphasis continued to be on problems
of informed consent, suggestions for
“group consideration” or prior review of
research began to appear as well.v

Experience during the period 1955-65
moved the discussion from an academic
to a public arena as it became apparent
that some research subjects were truly
being exposed to risk for the benefit of
others. In some cases, the subjects
assumed the risks unknowingly; in other
cases although the subjects may have
consented it was questionable whether

5 Data supplied by Dr. John Sherman, of NIH,
reported by Henry K. Beecher in Ethics and Clinicd
Research, 274 New Eng. J. Med., 1354, 1355 (1966).

 |rving Ladimer and Roger W. Newman (eds),
Clinicd Investigations in Medicine Legd, Ethica
and Mord Aspects, Law-Medicine Research
Indtitute, Boston University (1963) & iv.

7]d. at 209-210.

they should have been asked—or
permitted—to do so. Although such
cases were few, compared to the
amount of clearly acceptable research
being conducted the publicity attending
questionable cases heightened public
awareness and concern.

One of the first incidents to aarm the
general public took place at the Jewish
Chronic Disease Hospital in Brooklyn,
N.Y. Thewidely publicized case
involved two physician-investigators
who injected cultured cancer cellsinto
debilitated, elderly patients under their
care, without informing the patients or
gaining their consent. The research was
funded, in part by the Public Health
Service.8|n 1965, after a series of
hearings and recommendations of the
appropriate grievance committees, the
New Y ork Board on Medical Licensure
and Discipline accepted a determination
of the Medical Grievance Committee
that the two principal investigators had
been “quilty of fraud or deceit in the
practice of medicine and of
unprofessional conduct.” ** Both
physicians were placed on one year's
probation, but the recommended
suspension of their licenses to practice
medicine was stayed.”

In 1966, Dr. Henry K. Beecher of the
Harvard Medical School published a
landmark article in the New England
Journal of Medicine describing a
number of research projects he viewed
as unethical largely because of the risks
to which the subjects had been
exposed.2 Some of the experiments he
described involved withholding
trestment from control groups without
their knowledge or consent. Others,
however, involved the use of medical or
surgical procedures of considerable risk
(cardiac catheterization, liver biopsy)
for research purposes. In one case,
reported Beecher, an investigator had
transplanted a melanoma (cancerous
tumor) from a dying patient to her
mother, athough the tumor was excised
shortly thereafter, the mother died a
little over a year later from diffuse
melanoma that had spread from the
small piece of transplanted tumor.

Beecher’s article drew national
attention both because it appeared in
the prestigious New England Journal
and becauseit was written by a highly
respected physician. Moreover, the
examples were drawn from reports

8 Jy Kaz, with the assgance of A.M. Cgoron
and ES. Glass, Experimentation with Human
Beings, Russdl Sage Foundation, New York (1972)
a 19.

»|d. a 63.

2|d.

2 Henry K. Beecher, Ethics and Clinical
Research, 274 New Eng. J. Med. 1354 (1966).

z|d. a 1359.

published in a leading (unnamed)
biomedica journal .z Noting that
Englishman M. H. Pappworth was then
in the process of assembling over 500
papers based upon unethical
experiments, Beecher concluded that
“unethical or questionably ethical
procedures are not uncommon.” 2 In his
introduction to the article, he had said.»

| believe the type of activitiesto be
mentioned will do great harm to medicine
unless soon corrected. It will certainly be
charged that any mention of these matters
does a disservice to medicine, but not one so
gredt, | believe, as a continuation of the
practices to be cited.

An ethical approach to research with
human beings required, in Beecher's
view, that “the gain anticipated from an
experiment must be commensurate with
the risk involved. An experiment is
ethica or not at its inception.” =z He
concluded that assuring this ethical
approach rests primarily upon two
factors: informed consent of the subject,
and “the presence of an intelligent,
informed, conscientious, compassionate,
responsible investigator.” #

A year later, Pappworth published
Human Guinea Pigs, a detailed
recitation of experiments reported in
reputable journals in which subjects
were exposed to a variety of risky
procedures not intended to benefit
them.= In chapter after chapter, he
described the insertion of catheters and
biopsy needles into important organs of
the body (bladder, kidney, heart, liver)
and resulting meningitis, shock, liver
damage and cardiac arrest. The subjects
of these procedures were newborns,
infants and children (both healthy and
diseased), pregnant women, prisoners,
patients undergoing surgery, the
mentally disabled, the aged, the
criticaly ill, and the dying.

The published articles revealed little
concern on the part of investigators for
their subjects. One reported on a
research project that involved leaving a
catheter in the liver of subjects for
periods ranging from two to nineteen
days:

The authors somewhat surprisingly record
that “There were no serious complications.
Several unexpected findings were
encountered!” They mention, however, that in
three patients the needle accidently pierced
the bowel; intwo instances it punctured a
main artery; another patient had his gall

=|d. a 1355.

2|d.

=|d. a 1354.

=|d. a 1360.

z|d.

= M. H. Pgppworth, Human Guinea Pigs Beacon
Press, Bogton (1967).
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bladder punctured; one patient had syncope
(shock); and three had large haemorrhages.»

Pappworth concluded that “the
voluntary system of safeguarding
patients' rights had failed and new
legidative procedures are absolutely
nec . % He recommended prior
review of all proposed research by
Medical Research Committees and, in
the case of research sanctioned by those
committees, compulsory reporting of: the
purpose of the research, the initial
condition of the subjects, evidence of
free and comprehending consent,
outcome of the experiment (including an
account of any injury or accident),
“mention of all and every complication,
even if considered minor,” and
confirmation that the coroner was
notified in the case of any death
resulting directly or indirectly from the
experiment.3
Prior Review and Limitations on Risk (1966-
Present)

In 1966, the Surgeon Generd of the
United States directed that all research
proposals submitted for financial
support from the Public Health Service
must undergo prior review by an
investigator’s Ingtitutional associates “to
assure an independent determination of
the protection of the rights and welfare
of the individual or individuals involved,
of the appropriateness of the methods
used to secure informed consent, and of
the risks and potential medical benefits
of the investigation.” = Prior review of
research by a medica committee
composed of medica staff had been an
established procedure in the United
States at the Clinical Center of the
Nationa Ingtitutes of Hedth since its
opening in 1953.®

In April, 1971, ancther controversial
research project received major public
attention when the British medical
journal, Lancet, published a sharp
criticism of experiments which involved
injecting hepatitis virus into mentally
retarded children at the Willowbrook
State School in New York.> The
investigators justified their research by
reference to the circumstances of their
subjects:

(1) They were bound to be exposed to
the same strains under the natura
conditions existing in the ingtitutions; (2)
they would be admitted to a specidl,

»|d,. a 70.

»|d. a 200.

ald. a 209-210.

2 Qurgeon Generd, Meno to Heads of
Inditutions Conducting Research with Public
Hedlth Sarvice Grants (February 8, 1966).

= Juat M. Sessoms, Guiding Principles in
Medical Ressarch Involving Humans, National
Inditutes of Hedlth, 32 Hospitals 44 (1958).

% Sephen Goldby, BExperiments at the
Willowbrook Sate Sthool, 1 Lancet 749 (1971).

well-equipped and well-staffed unit
where they would be isolated from
exposure to other infectious diseases
which were prevalent in the institution
. . . (3) they werelikely tohave a
subclinical infection followed by
immunity to the particular hepatitis
virus; and (4) only children with parents
who gave informed consent would be
included. =

The Willowbrook studies had been
extensively criticized by theologian Paul
Ramsey, in 1970, for exposing
institutionalized children to unknown
and unjustified risks. Others now
quickly joined in the debate.s

At the same time that attention was
being focused on the need to limit the
risks to which subjects might be
exposed, some authors continued to
press for a nonfault compensation
program for injured research subjects.
either as a mechanism for controlling
risks or as a matter of societa
obligation.=

Ina1967 article in the Journal of the
American Medical Association, Richard
Bergan proposed that injuries arising
from participation in clinical research be
included in malpractice insurance
coverage already held by sponsoring
institutions.® He viewed such coverage
asthe “ideal solution” to the problem
because the sponsoring organizations
would be able to provide insurance for
physicians working under their auspices
at less cost than if the physicians were
to purchase the insurance individualy;
moreover, paying for such coverageis
an “appropriate cost for the sponsoring
institutionto pay.” «

s Sall Krugmen, BExperiments at the Willowbrook
Sate Shool, 1 Lancet 966, 967 (1971).

»Paul Ramsey, The Patient as Person, Yale
Universty Press New Haven, Conn. (1970) a 47-55.

¥ Proceedings of the Synposum on Ethical |ssues
in Human Experimentation; the Caseof
Willowbrook State Hospital (May 4,1972),

Published by the Urban Hedth Affairs Program,
New Yok Universty Medicd Center.

=The cdl for compensation hed begun again
shortly before the dramatic events of 1966:

[Since the benefits of research redound to
sociely, sodiely shoud accept the responsibility for
assuring tha the invedtigator who proceeds with
care and caution should not be inhibited in his
research because of any inherent hazard. Likewise
the partner-subject—the “dinicd maeid” for the
investigator—should not be placed a disadvantage,
if injury should result direclty from his participation.
The cogt of protection should therefore be
conddered a proper charge to the busness of doing
research, to be assumed by the sponsor, in much the
same way as other adminidrative costs are borne
by government or indudry in production and
sarvice operation.

Irving Ladimer, Clinical Research Insurance
(editorid), 16 J. Chron. Dis,, 1229, 1233 (1963).

» Richad P. Bergen, Insumace Coverage for
Clinicd Investigation, 201 JA.M.A. 305-306 (1967).

“]d.

Several months later, Delford L.
Stickel, M.D., approached the matter
from the perspective of a physician
interested in organ transplanation but
also concerned about normal volunteers
in biomedical research. Writing in Law
and Cont rary Problems, Stickel
adopted and forcefully supported
Bergen’ s suggestions, recommending
that the insurance be of a nonfault
variety and adding two observations: (1)
that the premiums set for the insurance
coverage “would provide useful checks
on overly dangerous research” and (2)
that regulations or legidation
establishing a duty to provide such
insurance might be necessary.*

The arguments in favor of a
compensation mechanism as a means to
control research were elaborated but
ultimately doubted by Yae Law
Professor Guido Calabresi.* Writing is a
specia issue of Daedalusin 1969,
devoted to “Ethical Aspects of
Experimentation with Human Subjects,”
Calabresi examined issues of risk-taking
and methods for protecting human lives
through indirect controls such as those
operating in accident law. His support
for a system of compensation rested on
the perceived need to impose better
controls on the research enterprise.
Calabres argued that having to
compensate for research injuries would
stimulate better analysis of the possible
risks and benefits of a given research
proposal. He saw the indemnification of
injured subjects as a secondary,
although desirable, result.

In the end, however, Cdabres
concluded that he did not believe a
compensation fund would be the best
method of controlling the research
enterprise; instead, he recommended
review committees at the research
ingtitution (with diversity of
membership as subsequently required
by HEW). His discussion of a
compensation fund, he emphasized, was
“primarily to indicate that very little
work has gone into the search for
complex control devices that would
balance present against future lives and
till put no one in the position of clearly
deciding against individua lives. «

Complex control devicesin the form
of local review committees were, even
then, being devel oped by HEW (now
HHS), and were soon to be

“Ddford L. Stickd, Organ Tranglanation in
Medical and Legal Perspectives, 32 Law and
Contemporary Problems579,609n. 32 (1967).

«2Guido Caabres, Reflections on Medical
Bxperimentation in Humans, in Experimentation
With Human Subjects (ed. by Paul Freund), George
Braziller, New York (1970).

«|d. at 3%5.

“|d. a 398-399
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implemented. The development of
DHEW policy for protection of human
subjects and its conversion to Federa
regulation is part of the final phase of
this story.

Strengthening Regulations. The
decade of the 1970s was one of
extraordinary Federal activity in the
review and regulation of research ethics
both in Congress and in the
administrative agencies.

In response to rising concern about
the need to ﬂrotect human subjects, the
public Health Service in 1971 extended
the 1966 Surgeon General’s
memorandum into a formal Ingtitutional
Guide to DHEW Policy on Protection of
Human SQubjects to explain HEW'’ s grant
administration policy. It contained an
important modification of the Surgeon
Generd’s requirement that research
supported by HEW grants and contracts
undergo “peer review” &t the
investigator's institution.s

The committee must be composed of
sufficient members with varying backgrounds
to assure complete and adequate review of
projects. . . No member of an indtitutiona
committee shall be involved in ether the
initid or continuing review of an activity in
which he has a professiond
respongbility * * * The committee should
be able to determine acceptability of the
proposal in terms of ingtitutiona
commitments and regulations, applicable
law, standards of professona conduct and
practice, and community attitudes.

Similar review requirements had
aready been incorporated in FDA
regulations governing investigational
new drug studies.#sThe HEW policy
explicitly required that the risks of any
research project be justified either by
the potential benefits to the subjects or
by the importance of the knowledge to
be gained and cautioned review
committees to “be aert to the possibility
that investigators, program directors, or
contractors may, quite unintentionally,
introduce unnecessary or unacceptable
hazards, or fail to provide adequate
safeguards.” 4 Committeeswere also
advised to determine that proper
precautions would be taken to deal with
emergencies that might develop and, of
course, to assure that the informed
consent of subjects would be obtained
by adequate and appropriate methods.«
The Ingtitutional Guide to DHEW
Policy was issued in December of 1971.
Several months later, Jay Katz's
substantial casebook, Experimentation

4 U.S. Department of Hedth, Education and
Wefare, The Inditutional Guide to DHEW Policy
on Protection of Human Subjects DHEW
Publication No. (NIH)72-102, U.S. Government
Printing Office, Washington (1971) & 4.

% |d,, citing 21 CFR 130.

“7]d, a 5.

«|d, a 5-7.

with Human Beings, was published.® It
presented the most complete collection
of materials on this subject ever
compiled, together with commentary
and provocative questions about the
proper allocation of authority and
responsihility for protecting human
subjects among those who conduct
research, those who fund it, those who
review it, those who run the research
institutions, the Federal government,
professional societies, and the subjects
themselves or ;i n some cases) their
parents or legal guardians.

Coincident with the renewed
regulatory and scholarly interest, an
instance of unethical experimentation
again became front-page news through
articles describing a Public Health
Service study in which black malesin
Tuskegee, Alabama, suffering from
syphilis had—by study design—gone
untreated for forty years.* Although the
study had been initiated in 1932, it had
continued long after penicillin was
demonstrated to be an effective
treatment for the disease. Moreover, a
review committee (composed of
physicians and PHS staff) had reviewed
the project in 1969 and decided that the
study should be continued.s In 1972,
after the research program was revealed
in the national press, the Assistant
Secretary for Health and scientific
Affairs (HEW) established an ad hoc
panel to examine the Tuskegee Syphilis
Study in particular and HEW policies
and procedures for the protection of
human subjects in general.

Thefina report of the advisory panel
contained disturbing conclusions
regarding excessive risk to subjects and
lack of consent, as well as
recommendations for improvement.
Specifically, the panel concluded that
the Tuskegee Syphilis Study was
“ethically unjustified at its inception in
1932" because no provisions were made
for informing the subLects about their
participation or for obtaining their
consent and that “its results are
disproportionately meager compared
with known risks to human subjects
involved.” = The pand further
Concluded that the study should have
been terminated and the pertici ﬁents
treated “especially as of 1953 when
penicillin became generally available’ s

% Jy Kaz, with assigance of A.M. Cagoron and
E. S Glass, Experimentation with Human Beings,
Russdll Sage Foundation, New York (1972).

% Fred Gray, Satement before Subcommittee on
Health, Conmittee on Labor and Public Wdfare,
U.S Snate, March 8, 1973, a 1034.

st Tuskegee Syphilis Sudy Ad Hoc Advisory
Pand, Final Report, U.S. Department of Hedlth,
Education and Welfare, Washington (1973) a 10—
11,

2|d. a 7-8
s1d, a 11.

and finally, that the Public Health
Service should terminate the study
immediately and arrange for the
immediate treatment of surviving
partici pants.s

The panel praised the existing HEW
review committee system but expressed
concern about the dominance of
biomedical professionas in the
regulatory process the vagueness of the
guidelines, “critical loopholes’ in the
consent procedures, insufficient
attention to vulnerable subject
populations, neglect of the requirements
for continuing review, and absence of
effective enforcement procedures.s
Moreover, the panel noted: s

No policy for the compensation of research
subjects harmed as a consequence of their
participation in research has been
formulated, despite the fact that no matter
how careful investigators may be,
unavoidable injury to a few is the price
society must pay for the privilege of engaging
in research which ultimately benefits the
many. Remitting injured subjects to the
uncertainties of the law court is not a
solution.

The panel recommended ?among other
things) the development of a* ‘no fault’
clinical research insurance plan to
assure compensation for subjects
harmed as a result of their participation
in research”

From February through July, 1973, the
Subcommittee on Hesalth of the Senate
Committee on Labor and Public Welfare,
chaired by Senator Edward Kennedy,
held a series of hearings on human
experimentation. Testimony was
received regarding a number of
incidents (including Willowbrook and
Tuskegee) that had heightened public
concern about research with human
subjects. Bernard Barber reported on a
sociological study of biomedical
research ingtitutions which showed that
the ethical sengitivity of principal
investigators was far from adequate and
that prior review of experiments was far
from universal. Dr. Katz repeated the
criticisms and recommendations of the
advisory pand’s report on the Tuskegee
Syphilis Study and raised questions of
administration and authority highlighted
in his casebook. Hiscolleague,
Alexander M. Capron, raised similar
concerns and specifically sugzgeﬂed an
indemnification program for al research
subjects “to cover all consequences of

s4|d. a 18-19.

s |d. at 23.

s |d.

s71d. a 23-24.

¢ Hearings before the Subcommittee on Health of
the Committee on Labor andPublic Welfare, United
Sates Senate, Quality of Health CareHuman
Experimentation, Part 3, March 7-8, 1973 & 1049.
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their participation, including those
arising unforeseeably and without
negligence.” =

As aresult of the hearings, Congress
included provisions on the protection of
human subjects in the National
Research Act, adopted in 1974. The Act
not only directed the Secretary of HEW
to require establishment of Ingtitutional
Review Boards (IRBs) at all grantee
ingtitutions, it also created the National
Commission for the Protection of Human
Subjects of Biomedical and Behaviora
Research. The Commission was charged
with investigating and reporting to the
President, the Congress, and the
Secretary, HEW, on may aspects of
research with human subjects.®

At the same time that Congress was
creating the National Commission, HEW
was in the process of converting its
grants administration policy to formal
regulations governing the conduct of
research with human subjects. Proposed
regulations were published in 19735
and final rules were issued in 1974.¢2 For
the most part, the regulations codified
the policies set forth in the Ingtitutional
Guide. One important change, however,
was in the applicability of the
regulations. Under the old HEW policy,
local committee review was required
only for research involving risk to
human subjects; whether or not the
proposed research presented any risk
was a matter determined by the
principal investigator. Under the new
regulations, all research involving
human subjects had to undergo review
by aloca Institutional Review Board
(IRB), and it was the IRB that
determined whether or not risk was
involved, and what the consent
requirements should be.

Throughout the early 1970s, a number
of other Federal agencies adopted the
HEW policies and procedures for the
protection of human subjects. By 1977, a
review conducted by the staff of the
National Commission revealed that of
the 20 separate Federal entities (other
than HEW) that conduct or support
research with human subjects, 19 had
formal policies or regulations governing
such research. Of those, 17 adopted the
HEW standards and procedures to a
substantial  degree.

» |d. a 849.

© Pub. L. No. 93-348, 838 Sa. 342 (1974). An early
veson of the hill contained a provison that the
Commisson “develop a mechaniam for the
compensation of individuds and their families for
injuries or death proximaidy caused by the
mpaim of such individuels in a biomedica or

ord ressarch program.” (S. 2072, 93rd Cong.,

14 Sess, June 26, 1973).

st 38 Federd Regider 27882 (Oct. 9,1973).

« 39 Federal Register 18914 (May 30, 1974).

@ Nationd Commisson for the Protection of
Humen Subjects, Report and Recommendations:

Continuing Reservations. Despite al
the improvements in regulating the
conduct of research, however, concern
persisted. No matter how well a project
is reviewed, no matter how carefully it
is conducted, a chance always remains
that someone might be injured. If that
should occur, there was still no
mechanism to provide compensation.

Beginningin 1970, the National
Institutes of Health (NIH) submitted a
series of compensation proposals to the
Secretary, HEW.& Each of the three
programs proposed would have
provided compensation (without proof
of negli?ence) for subjectsinjured as a
result of participation in research
activities supported in whole or in part
by Federal funds. All three, however,
failed to gain Departmental backing,
reportedly because of one or more of the
following reasons:

(1) The socia and fiscal implications
of the proposals had not been assessed;

(2) Alternatives to a Federaly
administered O‘program had not been
explored; an

(3) The problem was not adequately
defined. &

The next step was taken by the HEW
Medical Ma practice Commission which
forwarded its report to Secretary Elliot
Richardson in January 1973. Although it
had not been charged with the
responsibility of reviewing human
research, the Malpractice Commission
included in its report recommendation
that “whenever a grant or other funding
is provided by the Federal government
for medical research involving human
subjects, the grant should include a sum
sufficient to provide either insurance or
a sdf-insurance fund in order to provide
compensation to any human subject
who may be injured in the course of the
research.”  The Commission added
that the same should apply to research
that the Federal government itself
conducts and to research conducted in
the private sector.&

In September 1974, prompted by a
request by HEW Secretary Caspar
Weinberger, the Acting Assistant
Secretary for Health (Dr. Theodore
Cooper) suggested seven possible
approaches for further action on the
compensation question. The option
selected by the Secretary was the

Indtitutional Review Boards U.S. Government
Printing Office, Washington (1978) a 93 et seq.

& HEW Secretary’s Task Force on the
Compensation of Injured Research Subjects, Report,
U.S. Depatment of Hedth, Educaion, and Welfare,
Washington (1977) (hereinafter cited as Task Force
Repoat) alll-2

55| |

& Report of the Secretary’s Commisson on
Medical Malpractice, U.S. Department of Hedth,
Educaion, and Wefare (1978) at 79.

& |d.

creation of a Task Force (composed of
HEW staff) to conduct “a detailed study
of whether and how to compensate
subjects injured in the course of
research.” ¢ One of the reasons for
selecting that option was that it had not
yet been determined “whether a
problem exists which is serious enough
to justify the resources needed to
develop a compensation mechanism.e

The Task Force met 24 times over a
period of 18 months, and reviewed: (1) a
series of reports prepared by experts in
law, ethics, and insurance; (2) results of
a telephone survey of adverse effects
reported (by principa investigators) to
have occurred over a three-year period;
(3) an analysis of current Federal
compensation programs, and (4)
responses from the insurance industry to
inquiries posed by the Assistant
Secretary for Health.o

In January 1977, the Task Force
published the following
recommendations:

(1) Human subjects who suffer
physical, psychological, or socia injury
in the course of research conducted or
supported by the PHS should be
compensated if (1) theinjury is
proximately caused by such research,
and (2) the injury on balance exceeds
that reasonably associated with such
illness from which the subject may be
suffering, as well as with treatment
usually associated with such illness at
the time the subject began participation
in the research.

(2) The amount of compensation
should be commensurate with the
“excess’ injury as defined above.

(3) Subjects participating in PHS-
conducted (intramural) research should
be included (and should be informed of
such inclusion) in the definition of
employees withinthe F.E.C.A., and if
injured, should receive such
compensation as provided by the Act.

(4) Subjects participating in PHS-
sponsored (i.e. extramural not PHS
conducted) research should be supplied
assurance of compensation (and should
be informed of such assurance) by the
institution conducting the research. Such
compensation should be equal to that
provided subjects under the F.E.C.A.

(5) A Notice of Intent to Issue
Regulations should be published as a
first step toward implementing
recommendation four above and to
explore the availability of compensatory
assurance.

(6) If the provision of such assurance
should prove to be infeasible these

& Task Force Report, supra note 64, & 111-2.
& |d. Appendix A, a 9.
old all-L
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subjects should be assured protection
under the F.E.C.A. aswould be the
participants of PHS-conducted research
detailed in recommendation three
above.

(7) Research which is PHS-regulated,
but not PHS-supported or PHS-
conducted, should not be included in the
above recommendations. However, we
do recommend that the FDA consider
legidation which would enable them to
require that Compensation mechanisms
be made available to subjects injured in
the course of PHS-regulated research. 7

The Task Force Report was reviewed
by the National Commission for the
Protection of Human Subjects of
Biomedical and Behavioral Research,
which transmitted a general
endorsement of the recommendations to
HEW Secretary Joseph A. Cdifano Jr., 2
inJune1977. TheCommission
subsequently recommended (in its
report on Ingtitutional Review Boards)
that prospective subjects be told
whether treatment or compensation
would be available if harm occurs as
well as whom to contact in such an
event. # That recommendation was
implemented by DHEW in an “Interim
Final Regulation” which took effect
January 2, 1979. #Inissuing the
regulation, the Acting Assistant
Secretary for Health noted that: “[S]ince
the amendment is being adopted prior to
public comment, its scope will be limited
to treatment and compensation for
physical injury and only to those
physical injuries arising from biomedical
or behavioral research.” =

Nevertheless, the research
establishment was uneasy. 7 At least
one major university chalenged the
adoption of a new regulation without
opportunity for public review and
comment as required by the
Administrative Procedures Act. 7 The
Association of American Medical
Colleges (AAMC), responding to what it
caled “great confusion and
congternation within the Nation's
universities, medical schools and
teaching hospitals,” convened an ad hoc
study group to “examine the feasibility
of acquiring appropriate insurance
coverage and to develop positive

nld, a IL-2.

72 |eter from Kenneth J. Ryan, Chairman, to
Joseph A. Cdifano, J. (une 9, 1977).

3 Nationd Commission for the Protection of
Human Subjects, supra note 63, Recommendation
4(f) (iv) ad (v), & 21.

43 Federal Register 51559 (November 3, 1978).

=|d.

s William J. Curran, Compensation for Injured
Ressarch Qubjects Regulation by Informed
Consartt, 301 New Eng. J. Med., 648 (1979).

7 Letter from Egdle A. Fishbein, Generd
Counsd, to Robert Backus (Jenuary 17, 1979).

suggestions regarding the character of a
compensation scheme.”

The AAMC study group concluded
that, although the Task Force had
provided a good conceptual framework,
it had not resolved the practical
problems involved in the devel opment
of a compensation scheme. Therefore,
the group recommended that HEW ask
its Ethics Advisory Board to study the
economic aspects of various possible
systems in hopes that it could “resolve
the issues in a fashion which takes
cognizance of the dynamics of the
private insurance system, the needs of
academic institutions and the nature of
the clinical research enterprise.” »
Findly, the AAMC asked about the
ethical acceptability of a number of
limitations it believed insurance
companies would impose on any
coverage for research-related injuries.

The AAMC letter, addressed to Joseph
A. Califano, Jr., wasreceived at HEW
on June 28, 1979, just afew weeks before
Califano was replaced as Secretary of
HEW by PatriciaR. Harris. In the first
week of October, 1979, Secretary Harris
sent a memorandum to the Chairman of
the Ethics Advisory Board formally
requesting that the Board consider
whether or not there is an ethica
obligation to compensate injured
subjects. If o, the Board was then asked
to consider whether it would be ethical
to impose the limitations that the AAMC
suggested might be necessary. &

Before the Board could formally agree
to consider the compensation question,
word came that the Board would be
terminated at the end of the 1980 fisca
year. Since it was still in the process of
completing two other reports, the
Board's Chairman and Vice Chairman
decided that it would be infeasible to
attempt a study of the compensation
problem in the time remaining, and so
advised the Department. &

Instead, the Ethics Advisory Board
recommended that the President’s
Commission take up the subject. David
Hamburg, Vice Chairman of the Ethics
Advisory Board, conveyed this
recommendation to the Commission at
its first meeting in January 1980 as part
of his report on the history and activities
of the Board. He explained that the
Board had found the compensation issue
important, but would be unable to

7 Leter from John A. Cooper, MD., Presidet,
AAI\I/IdC toébssph A. Cdifano, J., (dune 25, 1979).

9 . a .

@ Memorandum from Pdricia Roberts Harris to
the Chairmen of the Ethics Advisory Board,
(October 4, 1979).

& Memorandum from the Staff Director, Ethics
Advisory Board, to the Under Secretary HEW
regarding resssignment of the Board's duties
(December 21, 1979).

undertake the study in the time
remaining to it. Before adjourning its
first meeting, the Commission voted to
undertake a study of the problems
surrounding compensation for research
injuries.

The Study Undertaken by the President’s
Commission

The Commission undertook an
investigation of the problems relating to
the feasibility of compensating for
research injuries that underlay the
questions posed by Secretary Harris to
the Ethics Advisory Board. Attempts
were made to obtain data from various
sources on the nature and incidence of
research injuries experienced (or likely
to be experienced) in the varied kinds of
research conducted in the United States.
In addition, a series of discussions were
held with officias of the insurance
industry to determine the likelihood that
private insurance of appropriate
coverage would be avallable to research
instiutions. Finally, position papers and
scholarly reports were also solicited on
a number of relevant topics.

In an effort to collect data on the
nature and incidence of research-related
injuries, the Commission requested
detailed descriptions and analyses of
the experience of two research
ingtitutions that have had compensation
programs in effect for a period of years.
Under contract with the Commission,
such reports were prepared by
administrators at the University of
Washington at Seattle and the Quincy
Research Center in Kansas City,
Missouri. A similar report describing the
insurance program covering biomedical
research in Sweden was prepared for
the Commission by the physician
responsible for assigning arisk factor to
each research project (from which
premium rates are established). A
discussion of their findings and
conclusions appear in Chapter Four of
this Report; the papers are reproduced
in the Appendix. The Commission also
sought information on the nature and
frequency of adverse effects
experienced by subjects in research
supported, conducted or otherwise
regulated by various Federal agencies.
Officials of the Nationd Institutes of
Health (NIH) and the Food and Drug
Administration (FDA) testified on this
subject at the Commission’s meeting in
May 1980. Information was solicited by
mall from approximately twenty other
Federal agencies known to conduct or
support research with human subjects.

Because the Swedish insurance
program relies upon a procedure of
assigning a risk factor to each research
project, the Commission also requested
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areview of existing literature on
adverse effects of twenty selected
invasive procedures used in biomedical
research ( eg., liver biopsy, bone biopsy,
urinary bladder catheterization, lumbar
puncture, angiography). The purpose
was to determine the extent to which
the risk presented to human subjects
could reliably be determined in advance
and thus to assess the feasibility of
setting insurance premiums according to
the risk involved in the research projects
conducted at a given ingtitution. The
finding of that study are also discussed
in Chapter Four.

Members of the Commission staff held
a series of discussions with senior
officials of mgjor insurance companies,
brokers and trade associations to solicit
their cooperation in determining the
extent to which private insurance
coverage might be available or,
dternatively, the advisability of
providing for self-insurance through
collective insurance pools. The results of
those discussions were presented by
representatives of the insurance
industry in testimony before the
Commission and are reflected in
Chapter Five and in Appendices P and
Q to this Report.

The Commission requested further
exploration of the ethical arguments for
and against the proposition that the
Federa government has an obligation to
provide compensation for research-
related injuries. Of particular concern
was the extent of the government’s
obligation (if any) to persons whose
participation in research involved
testing a new therapy from which they
expected to benefit. At public hearings,
the Commission heard testimony from
the Association of American Medica
Colleges, the American Society of
Clinica Oncology, the Association of
American Cancer Ingtitutes and others
urging that the Commission not
recommend that compensation be
provided to patients who participate in
research to test new therapeutic
interventions from which the subjects
expected to benefit.

A contrary position was urged by a
representative of the DES Registry who,
in several appearances before the
Commission, described the difficulties of
“DES daughters’ in obtaining and
paying for medica care necessary to
Identify early signs of cancer or other
abnorma conditions associated with
their mothers' ingestion of DES during
pregnancy. Although most of the women
who took DESin the 1940s and 1950s did
so on the advice of their physicians,
several hundred women participated in
research designed to test the
effectiveness of the drug after it was

aready in genera use for the prevention
of miscarriage. Those who were
research subjects believe they or their
daughters should be compensated for
the unanticipated effects of the drug.
Other organizations also urged that
injured subjects receive compensation. &
The Commission noted repeatedly that
its task was not to resolve the merits of
making payments for past injuries but
rather to recommend policy for the
future.

The Commission also requested
reports on legal mechanisms for
compensating for personal injury and
the extent to which such remedies
would be available in the case of
research injuries. In addition, health
policy analysis were asked to prepare a
critical analysis of Federal programs
that currently provide compensation or
health benefits for certain classes of
people( e.g., Federal employees, mine
workers suffering from black lung
disease, persons with end-stage kidney
failure). The latter report examined the
difficulties encountered in administering
such programs and in containing their
cost. Chapter Five contains a review of
these materias.

Finaly, a former Federal Insurance
Administrator and others urged the
Commission to consider carefully
whether available data on nature and
incidence of research injuries justify
implementation of a program that might
well be associated with high
administrative expenses and substantial
induced costs. The Commission’s
concern in this regard is reflected in
Chapter Six.

In summary, the Commission received
testimony from Federal officias, expert
consultants, professiona organizations,
insurance industry officials and
members of the generd public at public
hearings in January, May and September
of 1980 and in January 1981.
Commissioners deliberated during those
meetings as well asin May and
September 1981, whilereviewing
preliminary drafts of this document
Thus, major portions of six Commission
meetings were devoted to reviewing the
materials, discussing the issues, and
developing the recommendations
contained in this Report.

& Sge eg., Testimony of Phyllis Wetherill, on
behdf of the DES Registry, transcript of the 4th
medting of the Presdent's Commission [September
15, 1960)] at 212; Letter from Bennett Stark, founder
Nationd Committee for Victims of Human Research
to Morris B. Abram (January 17, 1980); see Appendix
T to this Report.

PART 11: DO DESERVING SUBJECTS
NOT RECEIVE COMPENSATION?

Chapter 3: The Ethical Basis for
Compensation

Any policy on the possible
compensation of injured research
subjects must take into account many
practical factors: the cost of such a
program, the program’s vulnerability to
abuse, technical difficultiesin
administration, and the political
influence of those who would benefit
and those whose budgets might be
adversdly affected. Behind these
practical concerns, however, loom some
basic ethical questions: Is there a moral
responsibility to compensate research
subjects for medica hills, lost wages,
and other out-of-pocket costs that are a
direct result of injuries sustained in
research conducted or sponsored by the
Federa government? Is the
investigator’s obligation limited to
informing subjects of the risks? Or is the
subject’s consent insufficient to
guarantee that no wrong is done? Is
compensation for injury required as a
matter of justice? If not, might it be
morally important because of beneficial
effects on society, or because it provides
the opportunity to realize an ethical
ideal other than justice?

Persons of good will differ in their
beliefs concerning the moral importance
of compensation of injured research
subjects, and this division of opinion
over the ethical issues explains some of
the lack of consensus as to the need for
and value of a compensation program.
This chapter addresses the logic of the
major distinctly ethical arguments
voiced in favor of, and in opposition to,
compensation for injured research
subjects. The arguments are not
definitive and thus will not overcome all
doubts raised about research injury
compensation. Rather, this exposition is
intended to indicate the range of opinion
reviewed by the Commission and to
provide the reasoning behind the
Commission’ sconclusions.

A Question of Justice

The basic case for a program of
compensation for injured subjects can
be stated briefly; Medica and scientific
experimentation, even if carefully and
cautiously conducted, carries certain
inherent dangers. Experimentation has
its victims, people who would not have
suffered injury and disability were it not
for society’s desire for the fruits of
research. Soceity does not have the
privilege of asking whether this price
should be paid; it is being paid. In the
absence of a program of compensation
of subjects, those who are injured bear
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both the physicia burdens and the
associated financia costs. The question
of justice is why it should be these
persons, rather than others, who are to
be expected to absorb the financial, as
well as the unaviodable human costs of
the societal research enterprise which
benefits everyone.

The argument in favor of
compensating in{' ured subjects proceeds
from a simple rule of thumb for
determining the justice of the
distribution of burdends and benefits in
contexts like that of medical research;
those who receive the benefits should be
those who undertake the risks. In some
medical research, the subjects are
patients who volunteer precisely
because the experiment offers the
greatest chance of cure; prospective
benefits outweigh prospective risks and
distributive justice is not a major
concern. When, however, as is often the
case in research with human subjects,
those who bear the risks are not the
direct beneficiaries of the research, it is
felt that the scales of justice are out of
balance. Institutional Review Boards
and other protective mechanisms have
been designed to ensure that the
balance is thrown off-center as little as
possible, consistent with the goal of
permitting promising research to
continue. Compensation may be
regarded as a means of restoring the
balance after the fact when the
residuum of risk not eliminated by the
protective devices has eventuated in
injury. Like the protective devices,
compensation is a further means of
limiting the burdens borne by individual
subjects in research.

TheArgument from Fairness. The
ethica norm underlying most of the
literature favoring a program of
compensation is that of fairness, a key
element in the concept of justice. One
formulation of a principle of fairness
was provided to the Commission,
following the philosophers Hart and
Rawls:

If thereis a “mutually beneficial scheme of
social cooperation,” then a “person who has
accepted the benefits of the scheme is bound
by aduty of fair play to do his part and not to
take advantage of the free benefits by not
cooperating.” *

Stated as much, this is a principle of
distributive justice: it dictates as
assignment of benefits and burdens that
is held to be just. Thisprinciple is
invoked, for example, by moral and
political theorists to justify the

+ Bernard Boxill, Consent and Compensation,
(1980), Appendix C to this Report a 16 quating John
Rawls, Legal Obligation and the Duty of Fair Play,
in Sdney Hook, ed., Law and Philosophy, New York
Universty Press New York 1964) a 9-10.

extraction of taxes from those who may
never have signed an actual agreement
to contribute to the state’s budget. The
ideais simply that if one benefits while
others take their turns, then one too
must take his or her turn. This notion of
fairness appeals to an idea of
reciprocity in socia relations, is
discussed in Chapter One of this Report.
In the research context, it is the
government, representing the society,
which must “take its turn.” The research
subject has contributed by exposing
himself to risks, and the government
must do its part.

Professor James Childress formulated
for the HEW Task Force arelated
principle which called for compensation
if:

(2) The injured party accepts or is
compelled to accept aposition of risk. . .(2)
The activity is for the benefit of society. . .(3)
Society, through the government or its
agencies, conducts, sponsors, or mandates
the practice in question. 2

If these features are present, then
whether or not the injured party was a
volunteer.

[t]he moral principle of fairness crestes a
societal obligation to this participant, who
can claim as his right nor merely
consideration of damages but compensation
at least for mgjor injuries. The obligation is
voluntarily incurred by the society, through
its establishment, endorsement, or mandate
of the practice in question, and its acceptance
of the individud’s participation, whether it
drafts, encourages, or merely accepts him.
This obligation is based on the relationship
between the parties in question, not on the
fact that society through biomedical research
wrongfully injured the participant (which
would have been a matter of reparative
justice). It reflects the moral principle of
fairness. 3

[Blecause society is both the beneficiary
and the sponsor of research, compensatory
justice (“that form of justice which seeks to
redress injury even when no fault or blame is
associated with the injury”) may come into
play for the redress of injuries suffered by
persons in connection with biomedical or
behaviora research conducted, supported or
regulated by the Federd Government. #
Ancther important precedent is the Veterans Compensation
for Service-Connected Disahility or Desth Program. The
obligetion here is toward those—
who have entered into a specid relaionship
of service to the American society, and who

2 James Childress Compensaing Injured
Research Subjects 1. The Mord Argument, 6
Hadtings Ctr. Rep. 21, 24 (December 1978).

3 |d. (emphagis in the origind; footnote omitted).

4+ HEW Secretary’s Task Force on the
Compensation of Injured Ressarch Subjects Report.
U.S. Depatment of Hedth, Education, and Wdfare
Washington (1977) (hereindfter cited as Task Force
Report) a VI—4.

are, therefore, entitled to specid
compensation in the event of a service-
connected disability. In short, the American
society has recognized a specia obligation to
compensate veterans for injuries sustained in
connection with their service since society is
both sponsor and beneficiary of their
services. s

Further, soldiers—

*** could sustain compensable injury—
even serious injury or death—without anyone
being guilty of negligence or any other tort.
[S]ociety, through its governmental agents,
has intervened in the lives of the injured
individuals, and therefore society may be
said to have an obligation to repair (so far as
possible) injury done to individuas, whether
they are volunteers or draftees, in connection
with their service to society. ¢

The Task Force cautioned that “the
anadlogy * * " isby no means perfect,”
but reported being “impressed by the
obligation on the part of society to
providecompensation. * * * "7

The Task Force's desire to base its
recommendation on an appeal to
fairness has evident appropriateness
and appeal. Though these principles of
fairness do not command universa
assent among contemporary moral or
political theorists, they have received
considerable support in leading theories
of distributive justice. They provide a
moral basis for government mechanisms
necessary for the harmonious
functioning of large and complex
societies, which must proceed in the
absence of an actual contract and which
would be crippled if denied the means
for dealing with the problems of “free
riders’ who would take advantage of
others’ contributions to the public good.

The point of the argument from
fairness, then, is that the potentia
beneficiaries of medica research—
which includes the entire citizenry—
ought not have a “freeride’ at the
expense of injured research subjects. If
the human costs of research are low—
say, a matter of alittle time and
inconvenience—then the allocation of
costs is not a serious ethical issue.
When, however, higher costs are
occasionally imposed, as in the case of
injured subjects, the question “Who
pays?’ becomes important, Research
subjects are aready doing more than
their share, merely by the fact of having
volunteered. Those who are injured bear
the greatest burden of al. According to
this view, certainly, they are the least
appropriate parties to have to bear the
financial costs of injury. Let those costs
be shouldered by the potential
beneficiaries who have contributed

sid. & VI-2-3.
sld. a VI-3.
7Id.
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neither time nor health to the research
effort. The society ought to meet this
expense, through government action if
necessary, in order to compensate the
injured subjects.

TheGift of Security: Consenting
SubjectsasFreeAgents. Thereis,
however, another view which denies
that a failure to compensate injured
research subjects is necessarily an
injustice. This view attempts to rebut
the argument from fairness by stressing
the possibility of informed consent to
the risk of injury. Professor H. Tristram
Engelhardt, who in his essay for the
Task Force argued in favor of
compensation, stated that:

[Flree and informed consent would seem in
most cases equivaent to waiver of any mora
basis for a clam to recover for damages.
Respect for freedom of the individua would
include, so this argument would go, respect
for that individud’s freedom to choose to risk
and suffer the consequences. When a human
subject, who is sufficiently informed and who
is free to choose, chooses in the absence of
coercion to participate in an experiment, it
would appear that the subject has given up
any strict moral claim to compensation for
damages incident to being a subject in an
experiment. &

Similarly, Childress admits that

[tlo show that an injured party voluntarily
assumed a risk is often a defense againgt that
party’s claim for reparative or compensatory
]USIC& 9

The mora principle underlying these
statements is often given in its Latin
formulation: volenti non fit injuria—
there is no injury (for which another
party is responsible) to one who
consents. Its application in the research
context appears straightforward: the
subject is told of the risks; he consents
to joining the experiment even though
those risks are present, and he has not
been promised any compensation. Why,
then, would society be obligated to
compensate in the case of injury?

The Task Force, after much debate,
took a strong stand on this question:

Informed consent in the research setting
functions as a recognition of and a protection
for a person’s integrity and autonomy, but
does not imply a waiver of the right of the
person to compensation in the event of
injury * * * Evenif a subject perfectly
understands a research procedure and agrees
to participate in that procedure, the subject’'s
consent does not, in and of itsdf, include,
explicity or implicity, a waiver of
compensation. [V]olunteers may give

8 H. Trisram Engdharck, J., A Sudy of the
Federal Government's Ethical Obligations to
Provide Compensation for Persons Injured in the
Course of Ther Participation in Research
Supported by Funds Adminigered by the Secretary,
HEW, Task Force Report, supra note 4, Appendix A

a 48.
o Childress, supra note 2 a 24.

informed consent to participation in
biomedica and behaviora research without
thereby surrending the right to be
compénsated should injury occur. ©

But if, as the Task Force stated, one
ought to respect the autonomy of the
potential subject, it is at least initially
difficult to understand why thereis a
moral requirement to compensate a
subject who consents to participation
without the expectation of
compensation in case of injury. If
‘respect for autonomy’ requires the
subject’ s consent to be secured before
using him or her as a research subject
why would that same ‘respect’ not also
require that the subject be permitted to
agree to shoulder the risk of injury
without the possibility of compensation?

The Task Force, it must be recalled,
was speaking of a consent form (and
process) that merely listed the risks and
benefits of procedures, together with a
statement of certain rights of the patient
having nothing to do with compensation.
Perhaps it could be said of that consent
form, and of the process of obtaining
consent which the form records, that the
signing and consenting did not amount
to an assumption of responsibility for
risk. Shortly after the Task Force's
report, however, institutions receiving
Federa funds for research were told to
include an explicit statement on their
policy of providing or not providing
medical care and other compensation. ©
Thus the consent form became
something closer to an explicit
assumption of risk. And the forms could
be made even clearer on this score—for
example, with the addition of a sentence
such as: “Insigning thisform |
knowingly and freely assume all risks
attendant to the nonnegligent conduct of
this experiment and do not expect, and
will not seek to hold othersliable for,
compensation in case of injury not
resulting from negligence.” In this latter
instance, if not at present, it is difficult
to understand a contention that the
subject’s consent did not entail an
assumption of risk.

Thus, there would seem to be an
inconsistency in a position that would
alow asubject of medica research to
volunteer his or her time and confort but
not to assume the risk of possible injury.
When the subject agrees to participate
in an experiment, he or she voluntarily
makes a gift to society of the time and
inconvenience involved in participation,
and agrees to bear any discomfort,
which may be quite substantial. In some
cases, subjects are paid for their time
and trouble, but often they are not. One

0 Task Force Report, supranote4, a VI-5,6.
1 43 Federal Regiger 51559 (November 3, 1978),
now codified a 45 CFR §46.116(3)(6) (1981).

does not think that unless they are paid
a sum proportional to their contribution,
they have been treated unjustly. Indeed,
subjects who are not paid may be
especially admired. Their participation
ir]fthe research is simply accepted as a
gift.

A subject is, moreover, in a position to
give still another gift. Thisisthe gift of
security, the assumption of the risk of
injury without guarantee of
compensation. Some potential subjects
might be willing to give only the gift of
their time and trouble, but others are
willing to give not only that gift but also
the gift of security. Why should it be
considered unjust to accept the second
giftif it is perfectly ethica to accept the
first?

Whereas the Task Force asked
whether volunteers must be
compensated, the “free agent” view asks
whether the government should be
considered unjust if it refuses to accept
volunteers who are unwilling to make
the additional gift of their security. The
government, that view holds, is under no
obligation to accept as research subjects
those who will not or cannot waive all
rights to compensation if injured. As
long as the government’ s needs can be
met by accepting as volunteers only
those who can pledge to forswear
compensation if injured, there is no
injustice done to anyone by failing to
compensate injured subjects. 2

Fairnessvs. Consent. Thesetwo
perspectives on the question of whether
failure to compensate injured subjects of
medical research is unjust thus lead to
quite different conclusions. The
argument from fairness holds it to be
unfair to impose the financial costs of
injury upon those physicdly injured in
the course of atruistic service to the
community as research subjects. The
second perspective stresses the freedom
of citizens to volunteer their security as
well as their convenience. Aslong as
subjects make their choices fregly, no
injustice is done if only those subjects
are accepted who assume responsibility
for the cost of injuries.

Which of these two prespectives
ought to be adopted in the case of
research-related injuries? The
Commission recognizes that each is
worthy of serious consideration, and
further recognizes that the divergence of
views on the matter of compensation of
subjects is but one instance of a

2 This is not to argue that compensation would
violae any right of progpective paients to teke
chances The regulaions governing use of human
ubjects are in repects protective of subjects
regadiess of ther willingness to acoept risks. The
agument here is rather, thet the government is not
being unjust in being unprotective
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divergence in thinking about social
justice generally.

The fairness argument, stated in
isolation, seems particularly convincing.
Itis, intuitively, quite unfitting that
persons aready injured should be
saddled with the attendant costs; and it
is equally unfitting that potential
subjects be asked to agree to assume
those costs as a condition of being
enrolled in research. This view of justice
prevails in many other contexts.
Soldiers and other Federal employees,
for example, are not asked to waive
rights to compensation if injured on the
job, even though it might be possible to
recruit persons for these positions even
were such a waiver required. Indeed,
even private employers are not
permitted to ask employees to waive
coverage under Workmen's
Compensation programs. The question
of what would constitute a just
distribution of burdens and benefits is
decided in these other contexts before it
is asked whether a waiver could be
obtained what matters is less whether
an employee would agree to be denied
compensation than whether this should
even be asked.

When one fails to compensate injured
subjects, though fiscal resources are
avallable, one does not display the
virtue of charity. Indeed, since the need
arises because these sub#' ects have
displayed their concern tor others by
becoming subjects, afailure to
compensate is distinctly uncharitable.
The core question, however, is whether
failure to compensate is not only
uncharitable but unjust. A definitive
answer would, it seems, require the
Commission to choose between the rival
views of justice: one emphasizing the
achievement of an equitable pattern of
distribution of the benefits and costs of
research, the other stressing the
transactions of free agents, whatever the
resulting distribution. On the former
view, the government has a strict
obligation to compensate injured
subjects, and its present failure to do so
congtitutes an injustice. On the latter
view, uncompensated, injured subjects
suffer no injustice so long as they freely
and knowingly assumed responsibility
for these costs before joining the
experiment in which they were injured.
Failure to compensate would then at
most congtitute a deficit in charity or
benevolence.

Several serious reservations about the
consent that is obtained from subjects
make the latter view less convincing to
the Commission. First, the consent
argument’s appeal to the notion of a gift
freely offered would be strongest if the
research subject were offered at the

time he or she agreed to participate the
alternatives of either having or not
having compensation available should
injury result. = If subjects then reject the
promise of compensation, they would
appear to wish to donate both their time
and their security. But in the absence of
such an offer of future compensation,
one cannot conclude that the consent of
subjects who wish to aid research
indicates their desire to make the
additional gift of their security.
Moreover, if injured subjects would
accept compensation were it offered,
then it would appear that they did not
wish to make the gift of their security.
This is not to say that consent could not
be valid without an offer of
compensation, but it does suggest that
an element of capitalizing on subjects
ggg' Jre to help science may sometimes

Many subjects will have an dtruistic
desire to aid research by offering their
time, together with a personal desire not
to put their security at risk. If the
research investigator and the
government can afford to offer

s A contrary-to-fact hypotheticdl might help to
daify this point. Suppose that a private insurance
company were willing to sdl insurance polides to
individuds for individud research projects ad
found a means to do 0 which did not involve large
transaction cods. The policies would compensate
the subjects in case of injury, just as the program
recommended by the Task Force would do. Imagine
that a given subject is firg asked to volunteer for a
medium-risk study, and at the same time asked to
buy his own insurance policy. The terms of the
reques then, are tha the subject donae his time
and trouble, and that in addition he pay out the
(say) additiond $1.50 that the insurance company
charges for insuring him. The researcher accepts no
voluntears who are unwilling to donate the $1.50
dong with the time and trouble One may suppose
further that the ressarcher has no problem in finding
enough people of good will and adeguate pocket
money for the experiment.

The teem of the subject’s agreement in this
hypothetica would be perfectly and obvioudy just,
in the view of thase who congtrue consent as
involving assumption of risk. Perhaps not everyone
would be willing to volunteer for experiments If
they had to buy an individud insurance policy &s a
condition for joining. But if they did, they will not
have been tregted unjustly. Again, if it is mordly

e for them to volunteer ther time and
trouble, it must be mordly aceptable for them to
volunteer the extra $1.50. And if they were insured
by a private insuror, there would be no goparent
need for any government compensation program,
even though the subjects may be injured in an
expaiment designed to bendfit socety generdly
and conducted or sponsored by the government.

The contrarinessto-fact of this hypothetical
desarves emphads. The Commisson hes
invedigated the posshility of providing subjects
with the chance to purchase individud insurance
palicies a the time of enrollment in research
projects The Commisson's consultants have
reported that such a scheme would be utterly
impractical. Thus, if no compensation program is
undertaken by research inditutions or by the
government, subjects will continue to be uninsured
for log wages, and, for those having inadequate
hedth insurance, for medicd hills resulting from
ressarch  injuries

compensation for injury, but refuse to do
so knowing that they will till obtain
volunteers, they thereby exploit the
altruistic motivation of volunteers: when
a subject gives the willing gift of his or
her time, the unwilling gift of his or her
security is extracted as well. If
exploitation is a form of unfair taking
advantage of another, then the
government or researcher may act
unfairly in asking for volunteers while
refusing them the possibility of
compensation for injury.

In particular cases, there may be no
ground for concern over the moral
sufficiency of consent—for example,
when an intelligent, financially secure,
educated adult agrees to undertake a
small, accurately estimated risk of a
minor harm of known character. But
rules concerning compensation of
subjects will not, as a practical matter,
be able to distinguish these simple cases
from the more difficult ones and the
conditions of less-than-ideal consent are
present often enough that the difficulties
should be taken into account in
formulating policy.

In many experiments, the risks are not
well known. A treatment may be so new
that the pattern of adverse reactions or
side effects has not been established,
nor will it be possible to determine
whether a given subject is at especialy
high risk for these harms. Remote risks
of serious harms are especially likely to
attend experimental procedures.
Consent in such cases is necessarily
somewhat blind, and true appreciation
of risk is doubtful, even for ideally
competent subjects. Further, there is
accumulating evidence that people do
not perform well in calculating the
expected utilities of events with small
probabilities of occurrence.” Events of
different orders of magnitude of
probability may be given the single
rating of “unlikely.” Assigning full
responsihility to the subject for
assumption of remote, but serious, risks
of research thus takes on the air of
exploitation of known weaknesses.

In the case of remote risks, when
subjects agree to participate without
compensation for injury, their gift of
security is a small one because the
substantial harm that might ensue is
discounted for its low probability. For
the unfortunate few subjects for whom
the harm later materializes, however, an
uncompensated injury dramatically
increases the size of their gift to the
research enterprise. While they agreed
at the outset to bear the injury without

4 Amos Tversky and Danid Kahneman, The
Framing of Decison and the Psychology of Choice,
211 Science453(1981).
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compensation should it occur, one may
reasonably conclude that they did not
expect it to occur and did not truly
intend to make this larger gift.s Viewing
the exchange in this light helpsto
account for some lingering sense that
even allowing for the subject’svalid
consent to participate without
compensation for injury, it is unfair for
them to have to bear such a substantial
burden. It may also help explain the
strong obligation felt by many people
(including many researchers) to provide
compensation in order to “repay” this
gift (as noted in the discussion of the gift
relationship in Chapter One), since the
gift is not only large but probably more
than the subjects initially intended to

make.

To these difficulties may be added a
host of standard complaints about the
consent process. Patients who are
subjects are sometimes, despite
recitations of subjects’ rights, in fear of
displeasing their care-givers and hence
in a dependent and unfree relationship.
Patients are often agitated and
distraught because of the very medical
condition that qualifies them for an
experiment. Moreover, a significant
number of subjects, including children,
the severely retarded, and the senile, are
simply incompetent. The propriety of
atruism-by-proxy which may be asked
of these subjects is not established, even
for the small risks permitted by the HHS
regulations.

It can be presumed that under the
current regulatory system, consent to
treatment in most research involving
human subjects meets the standards
upon which society insists for valid
transactions in other contexts, such as
commerce. |ndeed, the knowledge,
competence, and independence of the
contracting parties in society generaly
are seldom scrutinized as closdly as are
those egualities of potential subjects in
biomedical research. Nevertheless, it is
fitting to use a higher moral standard in
the research context. The goals of
human health and well-being that
motivate research ought to be reflected
as well in a higher moral standard than
the caveat emptor of the marketplace.

5 Thus, injuries that arise because of
unanticipated risks would seem to be more
desarving of redress than those thet aise from risks
the subject knew about. One might wish, therefore,
to expaiment with a program in which digihility
depends on the type or risk manifested, but such a
divison would gopear to be too complicated.
Instead, it seems more sengble smply to regad Al
sgrious injurires to be, in some vary red sensg
“unaticipated” by those who suffer them. Like
many cther factors, the issue of unanticipated risks
saves as a reminder of the ethicd problems with
placing too heavy rdiance on the nation of
“voluntary, informed consent” in the sense of a
forced waiver of any daim for recompense for
resgarch  injuries.

Additional Reasons for Compensation

In addition to arguments based upon
justice, there are at least two other
moral grounds for a program of
compensation.

Appropriate Regard for Patient-
Subjects Wdl-Being. Justice is not the
only standard of mordlity. There are
acts, or failures to act, that are surely
wrong even though they violate no one's
rights and are not instances of injustice.
Acts can be mean-spirited, selfish,
cheap, irresponsible, though they
comply with the rules of conduct
required by justice.

Ordinary English does not provide a
precise vacabulary in which to
distinguish these sorts of wrongs, nor
does moral theory itself speak with one
voice—in part because the
classifications are matters of substance
aswell as semantics. Still, itis
worthwhile to make a rough distinction
between considerations of justice and
other, still important, mor
considerations. As regards the ﬁrmt
subject, the most important sucl
consideration would be the distress of
anyone in%ured in the course of research
who was faced with large medical bills
and loss of income due to research-
related disability. Such instances of
need suggest the simplest of al
arguments for a program of
compensation: the serious need of those
few Injured in research can be met
without untoward expense or difficulty
by a program administered through
research Ingtitutions. If, as Henry
Beecher wrote, medical experimentation
must be “ethical inits inception,” 1
then, one may add, it must also be
ethicd in its consequences. A program
of compensation for research-related
injuries would help to ensure that the
consequences of research would be
good ones rather than bad. In this view,
not to adopt such a program would be a
sdlfish and cheap or even irresponsible
disregard of patient-subjects well-being.

Of course, this argument is unduly
simple. The claim advanced is not in
itself sufficient to establish the rightness
of enacting a compensation program,
athough it may lend support to a
decision that rests on a stronger moral
claim. But it depends on showing that a
serious need of injured subjects can be
met without imposing disproportionate
burdens on others. Oneis, after al, not
considered irresponsible for failing to do
something heroic, only for failing to
meet a great need without great cost to
onesdlf.

Public Conceptions of Judtice.
Although the moral sensibilities of the

5 Henry K. Beecher, Ethics and Clinical
Research, 274 New Eng. J Med. 1354, 1360 (1966).

public on this issue are not known, there
are certain indirect indications that lack
of compensation of injured subjects is,
or would be, seen aswrong. A television
documentary on injury subjects, for
example, stressed the lack of
compensation as one of the wrongs
perpetrated. 7 And the government gave
considerable publicity to its efforts to
locate and compensate the victims in
certain widely reported cases of
research-related injury. ¢ Finaly, many
individual researchers provide the
immediate medical care needed by
injured subjects, presumably because
they feel some sort of mora obligation,
even though they are (as a matter of
their “contract” with the subjects) under
no legal obligation to provide such free
treatment.

Thus, whether or not the moral
argument in favor of an obligation to
compensate is compelling, many
members of the public subscribe to it.
Even those who are not themselves
convinced that failing to compensate
injured subjects is a true injustice may
not wish to see their government
involved in an action that has even the
appearance of an injustice.

If, then, research injuries come to
public attention yet remain
uncompensated, public support for
research with human subjects might be
reduced. Failure to redress injuries,
particularly if they are large, could be
taken as evidence that those who direct
the research enterprise do not have as
strong an interest in the well-being of
their research subjects as they do for,
their scientific endeavors. The resulting
erosion of confidence that scientists and
the public share an identity of goals
could result in a climate of opinion
inimical to research and, indeed, to all
risk-taking for public benefit. This result
might satisfy those whose sole agenda is
the protection of subjects from risks, but
it would work to the detriment of society
asawhole.

Research on human subjects, if done
as part of a broad attack on diseasg, is
of necessity risk-laden. The public, if it
is to support this enterprise, must find
the human costs tolerable. It will be
more likely to do so if the costs are
widely shared through a program of
compensation of subjects who are
injured in research. The moral
importance of medical research—a
value worthy of respect and
protection—thus adds weight to a

7 Misson: Mind Control, produced by Paul
Altmeyer, American Broadcasing Company,
January 30, 1979.

s Se, eg., James H. Jones Bad Blood, Free Press
New York (1981) a 217-19.
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conclusion in favor of compensation for
research injuries.

Obligations to Subjects in Therapeutic
Resear ch

A crucial issue is whether
compensation is owed to all subjects
whose medical condition worsens in
some respect in the course of research.
The ethica arguments aready
developed are premised upon some
notion of sacrifice, of giving a benefit to
thewhole. This situation is met most
clearly by subjects in “nontherapeutic
research” who undergo procedures
unconnected with their own condition
(indeed, they are often “normal
volunteers’).

At first sight, “therapeutic research” —
that is, an experiment designed to gain
generalizable knowledge abouta
medical intervention by employing it
under contolled conditions with a group
of patient-subjects—would appear to be
disqualified ethically because
participating subjects may be seeking
benefit for themselves as patients rather
thanbeing solely vessels through which
knowledge can flow to others. This view
would treat therapeutic research asan
example of ordinary (albeit innovative)
therapy for purposes of compensation;
patients who become subjects are seen
as taking no greater risk than they
would otherwise face in dealing with
their illness.

The digtinction between therapeutic
research and innovative therapy is a
narrowone. In innovative therapy, a
physician is smply trying something
new to benefit the patient often because
existing remedies have failed. In
thereapeutic research, a physician-
investigator follows a research protocol
in order to produce generalizable
knowledge through testing out a medical
intervention that, it is hoped, may be of
benefit. This goal creates at least a
potential conflict of interest on the part
of the physician-investigator, over and
above any hazards inherent in the
particular study design. Each patient
whois dso aresearch subject is
exposed to the possibility that the
procedures most conducive to his
recovery will be altered so that the
research program can best be carried
out (for example, that random
assignment will remove the possibility
of access to certain procedures). ** The

© The condderations et forth here do not require
compensation of the subjects who experience
poorer outcomes in randomized trids In cases in
which dl arms had equal chances of therapeutic
success. This will be true even if mogt or dl of the
enrollessin one of the arms do much less well than
those in the other ams, and even if those who do
less well would have done better hed they received
sandard therapy outside of the experiment. The
reason is that the subjects, a the time of entry into

patient could avoid this jeopardy by
seeking the innovative therapy outside
of theresearch context, where thisis
available. Where thepatient instead
decides to become the subject of
therapeutic research, he or she makes a
gift (however dight) of some of his or
her security to the larger society.

Moreover, some therapeutic research
will not offer a patient his or her best
chancefor recovery. Itis, furthermore,
quite common for therapeutic
experiments to involve procedures,
especially tests, that are performed only
for scientific reasons. In dl of these
cases, the medical intervention being
studied may be intended to be
“therapeutic” for the patient-subject, but
compensation for injuries would rest on
the same footing asfor nontherapeutic
research: the patient is making a
contribution to society.

Conclusions

A program of compensating for
research injuries will help to equalize
the burdens of progressin this field that
would otherwise fall very unevenly on
people. Competing conceptions of
Justice lead to contrary conclusions
about whetherjustice requires that such
a program be adopted. Fairness argues
for compensation, but the dternative
argument from the consent of free

ents denies this. Although for both
philosophical and practica reasons, it is
not persuaded by the latter argument,
the Commission does not hold that
compensataion is abasic right (such as
theright to afair tria), to be provided
regardlessof cost, practicality, or other
policy considerations. The arguments for
compensation of injured subjects on
fairness grounds simply do not establish
so strict an obligation.

Several additional considerations add
weight to the arguments for
compensation beyond the notion of
fairness, both in ethical theory and in
the public perception of the
government’s stance. First, the moral
claims of charity and generosity ought
not to be ignored—although the
obligations they create have inherent
limits, for one isnot judged wrongin
failing to be heroic. Second, the frailities

the study, did not take positions of added risk: as
far as could be ascatained, each am wes as likdy
a were the others to tun out to be the best one.
(Wherethe arms of therandomized trial are not of
equal expected therapeutic value, of course, the
arguments in favor of compensating might apply.)
Hence there wouldbe no sacrifice imposed on the
ubjects by the study, nor would there be an act of
dtruiam involved in enrolling, unless there were
added dangers from any incidenta procedures,
added to the patients trestment soldy for research
reasons

of the consent process, especialy with
regard to small risks of serious harm,
weigh heavily as a reason for added
“protection” in the form of after-the-fact
recompense at least for any serious
harmsexperienced by subjects. »

The Commission concludes that
compensation of injured subjects is
appropriate to the research enterprise. A
program to assure compensation is thus
a desirable policy goal for ajust and
compassionate government, both as the
sponsor of most biomedical and
behavioral research and as the means
through which society acts on matters of
common interest, such as the search for
new biomedica discoveries. Whether a
program should be adopted depends on
the need for it (Chapter Four) and the
dternative means (Chapter Five), and
upon whether the program’s transaction
costs. Vulnerability to abuse, or
difficulty of administration would be
disproportionate to the ethical problems
a which the program would be aimed
(Chapter Six). Moreover, afull
evaluation of the ethical arguments for
and against compensation for research
injuriesmust take these practical
considerations into account. Such
practicalities are in themselves ethical
matters because they turn on questions
of the fair allocation of resources, the
potential impact of a program on the
rights of other parties, and horizontal
equity with persons suffering from other
misfortunes.

2 A further benefit of ageneral program of
compensation would beapartial amelioration of
catan hams visted by unethicd ressarch
prectices. The ovewhdming mgority of research
ubjects are recruited under honerable conditions
Research sdientists, while having a ressarch agenda
in addition to any thergpeutic rdationship with a
potentiad  subject, have generally been as solidtous
of paient wdfare as they would be for ther own.
The current review process is in place, however,
because there have been exceptions Only a few
cases have come to light, but there does not exist a
means of monitoring the actual consent process
dosdy enoughto deter a sdientist determined to
bresk the rules Further, sudies of the incidence of
injury have relied heavily on reporting by those who
wouldhave caused theinjuries Thus there is some
cause for concern over injury due to participetion in
research under fraudulent conditions as when
potentid  benefits are exaggerated or risks are
undisdlosed.

There are existing legal remedies for harms
visted upon subjects through deception and fraud.
and it would be convenient for the Commisson to
be able to formulate its recommendations without
having to condder these cases It is ressonable,
however, to ask whether the exiging legd
protection is adeguate, and, if not, t0 suggest
policies which might help to protect subjects A
generd program of compensation of subjects injured
in research would provide a partid remedy for this
problem of injuries to subjects recruited through
deception, and the Commission counts this as a
point in favor of a compensation program.
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Chapter 4: The Nature and Extent of
Research-Related Injuries

In pursuit of an answer to the
underlying question at issue—should
there be a compensation program for
research injuries?—the preceding
chapter established that some subjects
may “deserve’ such compensation if
injured. In this chapter the Commission
turns to the next part of the overall
question and examines how many
subjects are injured and how severely.
Given the extent of Federal involvement
in the research enterprise, surprisingly
little is known about either the
magnitude of the problem of injury to
subjects or the nature of the injuries.
The Commission sponsored two studies
of the incidence of injuries at research
institutions with existing compensation
programs. These studies do not provide
definitive answers at the national leve,
but are suggestive of the nature and
scope of the problem. Taken together
with data from other sources, they
provide a basis for several modest, but
important, conclusions:

(2) the incidence of serious injury and
the absolute numbers of people
serioudly injured are small;

(2) most injuries are trivia in nature
and require no medical intervention;

(3) of those injuries that require
intervention, most are only temporarily
disabling;

(4) most serious injuries and fatalities
associated with research are more likely
to result from underlying disease than
from the research per sg;

(5) patient-subjects in therapeutic
research are more likely than normal
subjects in nontherapeutic research to
suffer injury; and

(6) the existence of compensation
programs does not stimulate excessive
or unmerited claims of injury.

Before examining the data on
research-related injury, it is important to
note that there is no agreed-upon use of
the term “research injury.” No attempt is
made in this chapter to specify the term
definitively. Rather, in reviewing
previous studies, the definitions used in
each will be noted in order to avoid
spurious comparisons. Many quite
disparate definitions have been
employed for various purposes. In
different contexts, “injury” has been
used to denote (or, in some instances,
has merely not been clearly
distinguished from) “adverse effect,”
“clinical event,” “significant medical
event,” “complication,” and
“unanticipated consequence.” *

1In Phese 1 drug trids, for example, it may be
gopropriate and necessary to note dl “events”
induding conseguences of the drugs and
intercurrent illness, but such “events’ are not the

Many studies employ some scale of
seriousness to distinguish among the
consequences of research. Such
distinctions tend to be made along a
dimension of disability (i.e., trividl,
temporarily disabling, permanently
disabling or fatal) or to be
operationdized in terms of the amount
of medical care needed as measured
either by the extent of the intervention
(no treatment, physician intervention,
referral, hospitalizations) or by the
“cost” of that intervention (which may
or may not include lost earnings as well
as medical care costs). 2

The lack of a uniform definition of
injury makesit difficult to compare
reports on the consequences of research.
Keeping this potentially serious
limitation in mind, the Commission
analyzed data from many sourcesin
order to try to determine whether
injuries of any significance (either in
terms of frequency or seriousness) are
occurring in research with human beings
in such away that a general
compensation program for such research
would appear to be needed.
Correlatively, are the injuries that occur
of such an extent that compensation
could be paid without overburdening the
research enterprise?

In would seem that the most relevant
data to answer these questions would
come from ingtitutions with
compensation programs aready in
place. Since no published information
was available from these programs, the
Commission solicited reports from the
University of Washington in Segttle and
the Quincy Research Center in Kansas
City, Missouri. Data from these reports
were compared with existing data from
other sources, including a previously
published longitudinal study of a drug
testing facility in Michigan, and broagd-
based data from multiple ingtitutions.
Longitudinal Institutional Studies

The University of Washington in
Sesattle and the Quincy Research Center
in Kansas City, Missouri, reported their
data regarding numbers of subjects
covered and the kinds of research in

same & ressachrdaed injuries. Furthermore,
some of the terms used to connote injury actudly
precdede injury in time. That is, a “complication”
may, if it is not handled correctly, become an injury
and therefore be only an indirect uence of
the research. Although it is important for informed
consent and IRB dearance to Indicate what are
conddered to be possble [hence anticipeted]
congeguences of the research, and it is important for
sientific purposes to take account of unanticipated
congeguences of research, these are not the same as
ressrchrrdated injuries. For discussons of injury it
is the seriousness of the consequence, nat its
predictability, which is important.

2 Office of Technology Assessment, U.S
Congress, Compensation for Vaccine-Rdated
Injuries(1980).

which they were involved, the nature
and incidence of injury, the number of
claims made (and paid) for medical care
or compensation, and the cost of the
insurance program. Data from the two
programs are not fully comparable
because the University of Washington is
a general research facility while Quincy
is a drug testing facility and because of
different definintions of injury.
Nonetheless the programs are large
enough to generate data that are
suggestive of the extent and nature of
research-related injury and these data
seem to be corroborated by other
reports.

General Research Program: University
of Washington, Seattle. Diana McCann
and John Pettit, of the University of
Washington at Seattle, analyzed records
for theyears 1972-1981 during which an
estimated 356,000 subjects on more than
5300 protocols for biomedical research
were covered by the university’s
compensation program. 2 During that
period, investigators were required to
submit detailed reports to the Human
Subjects Review Office on the subjects
involved in their research and any
adverse effect experienced by those
subjects that were possibly related to
their participation in the research. 4

McCann and Pettit reported that for
the year prior to the establishment of the
insurance program, survey data indicate
adverse effects in 4.6% of the studies (5
out 110) involving 0.07% of the subjects
(10 out of 14,942). None of the subjects
were partialy or permanently disabled
and no deaths were reported.

This exceptionally low rate of injury
could be accurate or may be partly an
artifact of the retrospective survey.
Since the insurance program began, the
university has had two means of
reporting adverse effects internally. An
“Adverse Effect Report” is used when
there is alikelihood of a claim against
the university, while a “ Status Report”
is required on an annual basis for all
adverse effects. The former has been
used and are summarized for nine years;
the latter have been in effect for only
four years. Although the reports provide
details about the nature of the adverse
effects, they are often vague with
respect to the numbers of subjects who
experienced particular adverse effects,

3 Diana McCann and John R. Pettit. A Report on
Adverse Effects Insurance for Human Subjects
(1980); see Appendix H to this Report. The daa
were updated by Ms. McCann in February 1982.

41t is noteworthy that even where a compensation
program exists a& a sngle Inditution, the precise
nunber of ressarch subjects is not known. 1t should
ds0 be noted that subjects participating in
behaviord research have been exduded from the
compensation program since the second year of the
program.
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making it very difficult to calculate
incidence rates. Fortunately, for
purposes of this Report, most of these
Imprecisions appear in reports of effects
that were merely transient and trivial.

A further difficulty ininterpreting the
data reported by McCann and Pettit
arises from the ambiguous use of the
phrase “adverse effect.” Whether an
adverse effect means both “anticipated”
and “unanticipated” consequences or
just unanticipated consequences has not

een resolved by the institution. At
present, current policy allows individual
investigators to report whichever they
prefer. In the adverse effects and status
reports, before, the term is apparently
used in both ways.

The Commission staff reviewd the
descriptive information accompanying
the data for each of the status reports
the incidents listed there as “adverse
effects’ were more numerous than those
reported separately on “adverse effects’
forms. Omitting “trivial” injuries (such
as headache, nausea, dizziness,
soreness and other transitory symptoms
not requiring medical intervention) the
staff calculated that in the first eight
years 144 subjects (or 0.04% of the
estimated total of 356,000) experienced
temporary disability; none were
permanently disabled and two patient-
subjects died. Most of those who
experienced injury were patient-subjects
with existing disease.

Reports on 34 “adverse effects’ of
research (involving 42 subjects) were
filed with the university’s Human
Subjects Officein the first nine and one-
half years of the compensation program,
but only 18 claimsfor compensation
were submitted. The small size of this
figure isprobably due to a combination
of factors. First, although subjects are
told that medical care is available in
case of injury, they are not specifically
informed of the existence of the formal
compensation program; second, claims
are normally initiated by investigators;
and finally, there are informal
mechanisms for handling some injuries.
About the fina point, McCann and Pettit
report:

It is known that somemedical care and
other professona services are provided to
suk()jects who experience both anticipated
and unanticipated adverse effects for which
no clam is made againgt the adverse effects
compensation program. . . . How such care
is financed or accounted for is not reported to
a centrd office, therefore this information is
not available. The following means are likely:

time donated by the hedth professiond;
cogts absorbed by a grant or contract, as

appropriae, eg., the Clinical Research
Center; and reciprocal services provided
within the the professions. s

5sMcCann and Pettit, supra note3, a 27.

It has taken some time for the program
to become well established at the
university, and the rate of claims has
picked up in thelast several years.

In dl cases inwhich aninjury is
found to have been related to the
research procedure, some payment has
been made. Most have been very
modest (from $2 to $249 for expenses);
until recently, the largest payment made
was $1,550. A claim for aninjury that
resulted from contamination of the
equipment used in an experiment has
now been settled for $10,000. Six of the
42 injurieswere reported as “not
related” to the research project; only in
one case did the subject file aclaim,
which is the only claim of the18in
which payment has not been made.

Nontherapeutic and Therapeutic Drug
Teging: Quincy Research Center. A
second report was prepared by John
Arnold, M.D., Director of the Quincy
Research Center in Kansas City,
Missouri, a drug testing facility whose
subjects have been covered by a
workers compensation program since
1975. ¢ Because much of theresearch at
Quincy isperformed to support
applications for new drug licenses,
careful reports are kept of the number of
subjects involved in each protocol, the
duration of their participation in each
research project and all “clinical
events’ (including intercurrent illnesses
such as colds, flu, appendicitis,
drunkenness, toothache, eye surgery,
€etc.).

I%ata reported by Dr. Arnold are from
151 Phase 1 (nontherapeutic) projects
involving 2596norma volunteers, and78
Phase 2—4 (therapeutic) projects
involving 2478 patient volunteers. 7
Simple frequency counts of
undifferentiated “clinical events’ as
well as “significant clinical events with
sequelae” are reported for both study
types and subject categories. Both the
total number of clinical events and the
number of serious events are greater in
Phase 24 studies with patient-subjects
than in Phase 1 studies with normal
volunteers. Patient-subjects are more
likely than normal subjects to withdraw
from protocols because of significant
clinical events and, athough the

6 John D. Arnold, Incidence of Injury During
Clinical Pharmacology Research and
Indenmification of Injured Research Subjects at the
Quincy Research Center (1980); see Appendix| to
this Report.

7Phase 1 dudies. are usad to determine toxic
dosage and pharmacologicd actions of drugs such
& meabolism, absorption and dimination. Phese 2
trids are conducted on a limited number of patients
to evduae sedific disease trestment or prevention.
Phese 3 and 4 dudies involve extensve dinica
trids to asess sy, effectiveness and optimal
dosage leves for treating specific diseases. The
phases proceed sequentidly.

incidence rates are very low, patients
are more likely to be hospitalized (1.43%
vs.0.2%) andtodie (0.24%vs. 0).

It appears that most of the clinically
significant side effects occurred because
of preexisting disease in patient-subjects
rather than as a direct consequence of
the experimental drugs or participation
in research. None of the six deaths and
only seven of the 36 hospitalizations
could conceivably have been research-
related, whereas three of the five
hospitaizations for norma volunteers
could have been as a consequence of the
research. From these data Dr. Arnold
concluded that the conduct of Phase 2
through 4 protocols is “inherently beset
by greater incidences of primary disease
states in outpatient participants’ ¢ for
three reasons. Firgt, the testing of drugs
and devices for “efficacy” requires
preexisting disease states in selected
participants; second, testing under these
protocols involves research
participation of greater than average
duration; and third, the subjects tend to
be of more advanced age.

A second conclusion from the data
from the Quincy Center derives from the
fact that normal volunteers are more
likely than patient volunteers, to be
referred for medical care as a result of
significant clinica events. In addition,
protocol termination and ateration of
protocol designs are morelikely in
Phase 2 studies thanin Phase 34
studies.

The available data on sgnificant clinical
events with participant and protocol sequelae
support the conclusion that the incidence of
drug- and participation-related events is
higher in Phase 1 protocols employing norma
participants by reason of heretofore
undiscovered drug effects that are toxic to a
greater or lesser extent to human subjects. By
employing norma adult male subjects for the
conduct of Phase 1 protocols, the events
were more easly and immediately resolved
via thergpeutic intervention and additional
physician consultation and resulted in a
minimization of the amount of actua risk to
participants and additiona sequelae such as
early termination from protocol and/or
hospitalization. Thus, Phase 2 data indicate
that normd male participants were able to
tolerate the ultimate hazards of early Phase 1
drug testing without serious sequelae, as
evidenced by findings of no desths and few
hospitalizations but increases in participant
referrds for additional medica care and
physician consultations. We believe the same
drug-related complications would have been
fatd or very serious inill outpatients. ©

A third suggestion from Dr. Arnold's
data is that the number of clinical
events is directly proportiona to the
length of exposure. The average number

8 Arnold, supra note 6 a 12.
°ld. a 30.
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of days on protocols was amost twice
as great for patients than for normal
subjects (26 vs. 14 days) and on the
average, patients had 35% more clinical
events per participant. 2 Obvioudly,
existing illness is a confounding variable
in trying to ascertain the relationship
between risk exposure and injury: the
illness itself can worsen over time
thereby leading to its own effects and
rendering the patient-subject more
susceptible to injury. When injury
occurs, it may be difficult to
differentiate whether it is due to the
preexisting illness or to the intervention.

Nonther apeutic Drug Testing:
Michigan Sate Prison. A previously
published study of research injuries was
conducted by Dr. Chris Zarafonetis and
other members of the Protocol Review
Protection Committee for the State of
Michigan Department of Corrections. »
They examined clinically significant
adverse effects in a Phase 1 drug testing
program involving normal prison
volunteers during a twelve-year period
from 1964-1976. Records were reviewed
for 805 protocolsinvolving 29,162
participants over 614,534 subject days.

The authors reported 58 adverse drug
reactions and six additional
“complications’ temporally related to
the drug study, forming atotal of 64
subjects (.2%) who experienced
“significant medical events’ (i.e, “the
associated appearance of objective
clinical signs or laboratory
abnormalities; and sufficient discomfort,
hazard, or potential hazard to require
physical intervention, e.g., to stop test
drug, initiate appropriate therapy, and
follow-up to recovery or other
outcome”). None of the adverse
reactions and only one of the
complications were permanently
disabling; one subject, on placebo, died
of cerebrovascular hemorrhage while
adeep. Thus, a clinicaly significant
medical event occurred once every 9602
days of subject exposure or about once
every 26.3 years of individual subject
participation.

Although the data from the three
institutional studies are quite consistent,
it is important to compare these with
data from a broader base in order to
determine how representative these
particular ingtitutions are of the
research universe.

10McCann and Pettit dso reported longer average
risk duration for petients then for norma volunteers
dthough it was found to be highly variable (3 to 20
times gregter) depending on the particular mix of
ressarch projects in any one yedr.

11 Chnis J. D. Zarafonetis, PhlllpA Riley, Pak W.
Willis, Lawrence H. Power, Judson Werbelow, Leo
Farhat, Wenddl Beckwith and Bemad H. Marks,
Clinically 9gnificant Adverse Effects in a Phase 1
TedingProgram 24 Clin. Pharm. & Ther. 127 (1978).

Broadly Based Sources of Data

Since American society has been
providing extensive governmental
support for research for many years, a
logical source of data to answer
questions about the overall incidence of
injurieswould be the Federal agencies
that conduct, support or regulate
research. Unfortunately, very little
retrospective data is available from
Federa sources.

An alternative method would be to
follow a prospective approach. Rather
than count up the number of injuries
that have occurred in a particular period
in the past, one could estimate the
number that can be expected to occur in
the future. To do this, one would have to
know the total number of human
subjects participating in research, the
portion involved in various types of
research, and the probability and
severity (coIIect|veI termed “risk”) of
injury asociated with each type of
research. Again, the facts needed to
carry out this approach appear to be
lacking.

Government-Reported Incdence of
Harm. The Commission has found that
data on research-related injuries and on
research subjects generaly are
extremely limited in terms of both the
amount of information available and its
generdizability. 2 Despite the very
major role of the government in
research, there is no comprehensive
Federa mechanism for collecting data
oninjuries. In response to direct
inquiries, officials from FDA and NIH
testified that neither agency compiles
such information. In addition, of the
more than twenty other Federa
agencies that conduct or support
research with human subjects, only one
(the National Bureau of Standards) was
able to provide the Commission with
information on either the nature or the
incidence of injuries experienced by
subjects in research conducted under its
auspices. 2 Neither the government as a
whole nor the individual agencies have
data on the number or kind of injuries
sustained by subjects of Federaly
conducted, supported, or regulated
research.

The only Federal attempt to collect
and analyze data on research injuries
was a specia study conducted in 1976
by Philippe Cardon and his associates

2 Se the Commission’'s Biennid Report on
Proctecting Human Subjects, Government Printing
Office, Washington (1981), for findings and
recommendaions on data on research paticipaion
and injuries

s The agency reported two injuries since 1975
one subject who fell while testing emergency eg
from mobile homes and one who dlegedly |n]ured
his back during ressarch to edablish portability
guiddines for the FTC.

for the HEW Secretary’s Task Force on
the Compensation of Injured Research
Subjects.” In a telephone survey,
investigators were asked to report the
number of subjects involved in
therapeutic and in nontherapeutic
studies, the nature and incidence of
injuries “that could be attributed to the
conduct of the experimental regimen,”
and whether those injuries were
experienced by subjects of therapeutic
or nontherapeutic research. Injuries
were classified as. trivial, temporarily
]gis;bling, permanently disabling, and
atal.

Investigators reported on a total of
132,615 subjects. Overal, 3.0% of the
subjects experienced trivial adverse
effects, 0.7% experienced temporarily
disabling injuries, less than 0.1% were
permanently disabled and 0.03% died.
(All of the fatalities occurred in patient-
subjects in therapeutic research.) Of the
more than 39,000 subjects participating
in therapeutic research studies, 10.8%
experienced adverse affects or injuries
most of which were trivia in nature.
Only 2.4% of subjects were temporarily
disabled, less than 0.1% were
permanently disabled and
approximately 0.1% died. Most of the43
fatalities were not clearly related to the
research. Infact, 37 (86%) of the reported
deaths were in cancer chemotherapy
trials. In the other categories as well,
many of the “injured” were cancer
patients who experienced familiar side
effects of standard treatment. The
incidence of injury for subjects
participating in nontherapeutic research
was even lower. Of 93,399 subjects, onl
8.8% experienced injuries, most of whic
weretrivial. Thirty-seven people (0.1%)
were temporarily disabled, one person
was permanently disabled and there
were no fatdities. The authors correctly
point out: “the data are a gross
summation of the many interactions and
perceptions of patients and subjects,
principa investigators and probably
others involved in the conduct of their
research, the authors of the
questionnaire and the telephone
interviewers. Other approaches and
assumptions might give different
results.”

Furthermore, it is likely that in a
retrospective telephone interview there
will be some underreporting of injuries
because of incomplete records, problems
of recall, and unwillingness to disclose

“ Philippe V. Cardon, F. William Dommd, J. and
Robet R. Trumble, Injuries to Research Subjects A
Survey of Investigators, 295 New Eng. J. Med. 650
(1976) (report prepared for the HEW Secretary's

Tesk Force on the Compensation of Injured
Research  Subjects).
51d. at 653.
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such information. How large a bias this
introduces into the datais not known.
These data are not, however,
inconsistent with those reported by
McCann and Pettit for the University of
Washington.

Progpective Approach. An dternative
method for determining the incidence
and seriousness of research injuries
would be to look forward rather than
backward. Each research project entails
certain steps or procedures. Some of
those carry known risks. If one added to
those risks an appropriate factor for the
risks of any new and untested
procedures—and for the risk, if any, of
the particular and perhaps novel use of
the known procedures in combination—
it should be theoretically possible to
project a risk for each type of research.
When multiplied by the number of
subjects in each research activity, the
result would be an estimate of the
injuries expected. Again, unfortunately,
neither basic data on numbers of
subjects nor the more sophisticated
numbers needed for risk estimates are
available.

Number of subjects. Very little
information is available about the
numbers of people serving as research
subjects at any given timewho are at
risk of injury. Neither the funding
agencies nor the recipient ingtitutions
are required to collect such information.
Thus, athough it is known, for example,
that the Public Health Service (PHS)
supports approximately 80% of the
Federally funded biomedical research
that is conducted throughout the
country, the number of subjects involved
in such studiesis not known. Thisis
also true of other Federal agencies
supporting research.

In the 1977 HEW Task Force Report it
was estimated that approximately
600,000 subjects are involved annual ly
in PHS-supported clinicd trids (i.e.,
controlled studies of new therapies).
Such trias are only a part of the
research supported by the Public Health
Service; alarge amount of research
involves studies of basic physiology,
normal growth and development, and a
variety of other inquiries utilizing
normal volunteers.

Other partia estimates include the
Food and Drug Administration’s figure
of 375,000 subjects per year participating
in research designed to test new drugs

18 HEW Secretary’s Task Force on the
Compensation of Injured Research Subjects, Report,
U.S. Department of Hedlth, Education and Welfare,
Washington (1977) atV111-2.

and medical devices; thisfigureis
expected to increase as a result of the
recent promulgation of regulations
governing the testing of medical
devices. v

It seems unlikely that a firm estimate
of the number of subjects at risk for
injury at a given time could be prepared
from figures currently available; any
such conclusions would be based on too
many levels of approximations,
extrapolations and assumptions to be
reliable. Thus, without either the
numerator or the denominator with
which to determine the incidence of
research-related injuries, neither the
absolute magnitude of the problem nor
the size of the universe from which it
emanates can be known with certainty.

ubject characteristics. Although the
PHS and FDA have not provided direct
assessments of the characteristics of
subjects and of the projects in which
they are involved, some data were
collected by the University of
Michigan's Survey Research Center in
the study of IRBsit performed for the
National Commission for the Protection
of Human Subjectsin 1975. 8 These data
provide the best available description of
the characteristics of subjects
participating in biomedical and
behavioral research. Principal
investigators were asked to estimate the
age, sex, racia and income distributions
of their experimental subjects. Projects
were then weighted, based on the
number of subjects, to produce overall
estimates of demographic
characteristics of research subjects.

TABLE 1. DEMOGRAPHIC CHARACTERISTICS OF
BIOMEDICAL AND BEHAVIORAL RESEARCH
SUBJECTS

Percent

51.0
48.0

71.2
20.7

7.1
11.7

315

77 |nformation provided by personal
communication with John C. Petricciani, M.D.,
Director, Bioresearch Monitoring Program, FDA
(1980).

8 Robert A. Cooke and Arnold S. Tannenbaum, A
Qurvey of Inditutional Review Boards and
Research Involving Human Subjects.

TABLE 1. DEMOGRAPHIC CHARACTERISTICS OF
BIOMEDICAL AND BEHAVIORAL RESEARCH
SusJecTs—Continued

Percent

19-40 years... 42.0
41-64 year: 20.8
65 +years....... 7.4

Additional figures on subjects
characteristics are divided according to
percent of projects rather than percent
of subjects. Figure 1 shows the subjects
participating in therapeutic and
nontherapeutic research and their
source (by percent of project). Note that
both patients and nonpatients are
involved in therapeutic as well as
nontherapeutic research. This apparent
inconsistency is easily explained. Firgt,
research in preventive medicine is
usually conducted on normal volunteers
yet is considered therapeutic (e.g.,
vaccines, controlled diet to prevent
heart disease, flouride in toothpaste to
prevent cavities). On the other hand,
some studies are undertaken to
understand a disease process; athough
the subjects must necessarily be
patients suffering from the disease, since
the research provides them with no
treatment, these studies are considered
nontherapeutic.

Note— Appendix to Report and
Recommendations: Indtitutiona Review
Boards, National Commission for the
Protection of Human Subjects, U.S.
Government Printing Office, Washington
(1978).

These data do not indicate the
numbers of subjects involved in each
kind of project. Although one might
assume that the number of subjects in
therapeutic and nontherapeutic
research, for example, are equd, » the
actua data on this question are
fragmentary and contradictory. Cardon
found in hisreview of 132.615 subjects
in 538 projects supported by NIH and
ADAMHA that the subjectsin
nontherapeutic research outnumbered
those in therapeutic research by more
than two to one. 2 Arnold in his
examination of more than 5000 subjects
participating in pharmacology research
found they were evenly divided between
therapeutic and nontherapeutic. =
Generdizations to the universe of
research subjects cannot be made from

either study.

12 Cooke and Tannenbaum, supra note 18, assume
that since the proportions of therapeutic and
nontherapeutic protocols are approximately equa
0 are the numbers of subjects each kind of
study.

2 Cardon, etal. supranote 14.
2 Arnold, supranote6.
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Figure 1. Subjects Participating In Research
(By Percent of Projects)

Source: Survey Research Center, 1977, Table XV.4
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Totals may add up to more than 100% since respondents could check
more than one kind of subject.

Although the proportion of subjects likely) to provide some therapevttic,
participating in therapeutic and diagnostic or prophylactic benefit for the
nontherapeutic research is not known, subjects. 2 The remaining studies were
the relative proportions of types of nontherapeutic in that they were not

studies are known, as shown in Figure 2. likely to provide a health benefit to the
The Survey Research Center found inits ~ Participants, but rather were expected to

survey of IRBs that 46 percent of the benefit society at large (in the form of
projects reviewed by IRBs were new knowledge) or to benefit other
therapeutic research, designed (or persons suffering from, or at risk of,

certain disorders.

Figure 2. Disgtribution of Therapeutic/Nontherapeutic Projects
(By Type of Ingtitution)
Source: Survey Research Center, 1977, Table XV.4
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NOTE: Therapeutic research is that designed (or highly likely) to provide
participating subjects with a diagnostic, preventive or therapeutic
benefit.

Nontherapeutic research, while providing no anticipated benefit to
subjects, is expected to provide benefits to society generally or to
future patients.

2 Cooke and Tannenbaum, supra note 18.
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That same study found that 65 percent
of projects involved biomedical
interventions such as clinical
evaluations of bodily tissues or fluids,
administration of drugs or other agents
and use of diagnostic and/or therapeutic
devices. Only 7 percent of the studies
involved “behavioral interventions”
which were defined to include
educational intervention, modification
of an organization or service ddivery
system, social psychological therapy
and behavior modification. The
remaining 28 percent of the projects
were other kinds of behavioral studies
principally involving interviews and
questionnaires, psychological and
educational testing and behavioral
observation.

Risks of research. Clearly, not all
research carries potential risks of
physical injury. In fact, subsequent
analysis of the Survey Research
Center’s data revealed that the four
most prevalent research procedures are
non-invasive: use of data from existing

records (53.8% of subjects), obtaining a
medica history (50.1%), self-
administered questionnaires (45.3%),

and interviews (37%).2

Figure 3 shows the percent of all
research subject exposed to the four
invasive procedures most frequently
used in research. It is important to note
that the mgjority of subjects would have
undergone each of these procedures as a
routine part of their treatment or
diagnosis even if they had not been
participants in research. Furthermore,
although the procedures are labelled
“invasive,” many carry no risk of
physical injury. Cooke's examination of
research procedures suggests that most
subjects participating in Federally
sponsored or regulated research are
exposed to no discernible risk. The
remainder of subjects may be submitting
to procedures involving somerisk of
physical harm, but in most cases
apparently would have undergone those
procedures anyway for diagnostic or
therapeutic purposes.

Figure 3. Percent of All Subjects Exposed to Four Invasive
Procedures Most Frequently Used In Research
Source: Robert A. Cooke, Survey Research Center, 1980, Tables 1-5
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In a study prepared for the
Commission, Drs. Mary Harvey and
Robert Levine evaluated the literature
on risk of injury associated with twenty
invasive procedures used in human
experimentation and also evaluated the
reliability of the risk estimates
themselves.  Risk of injury was defined
as “the probability of injury occurring
when a specific procedure is performed
repeatedly under similar circumstances

= Robet A. Cooke, Some Notes on the Subjects of

Biomadical and Behavioral Ressarch (1980); see
Appendix D to this Report.

* ok x

[ITnjury occurs as a result of one
or more complications associated with
the performance of an invasive medical
or surgical procedure.”

Most published reports of research
projects in which these procedures were
used either did not discuss
complications and injuries at al, or did
so only in descriptive terms. Reports

“Mary Harvey and Robert J Leving Risk of
Injury Assodiated with Twenty Invasve Procedures
Usad in Human BExperimentation and Assessment of
Reiahility of Risk Etimates (1980) see Appendix E
to this Report.
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that did exist were incomplete and
inconsistent thereby making it
impossible to establish meaningful
estimates of research risks. An attempt
to extrapolate from the clinical literature
to the research literature revealed
further difficulties. Not surprisingly,
retrospective reports of injury tended to
be lower than prospective reports for
the same procedures because of
underreporting, low response rates, and
insufficient data in existing medical
records. Prospective studies tended to
give a wide range of estimates.

Finaly, the circumstances under
which procedures are performed affect
the amount of risk involved. The skill of
the investigators, familiarity with the
procedures, equipment availability,
Institutional policies and the existing
disease dtate of the patients are just
some of the variables which influence
the occurrence not only of the initial
complications, but also their subsequent
resolution.

For example, it has been suggested
that at least some procedures requiring
sophisticated technology are best
performed in hospitals that do many
such procedures each year. =
Conversdly, at least one study has
raised the question “whether access to
the latest obstetrical savvy and gear
may lead to overmuch intervention,
possibly boosting the risk as well asthe
cost of having a baby.”  Thus athough
some procedures are inherently more
dangerous than others, how much more
depends on circumstances. Hence,
injury can only be predicted in terms of
estimated ranges of probable events.

Conclusions

It is evident from the preceding
discussion that full data do not exist
with which to answer the questions
posed initially. One has neither broad-
based retrospective data on overall
incidence of injury nor adequate data
with which to calculate the extent of
expected injury in the research universe
because none of the components is
known with precision. Federal agencies
do not know how many subjects there
are nor how they are distributed across
the different kinds of research
endeavors.

What studies there are do show that

= Harold S, Luft, John P. Bunker and Alain C.
Enthoven, Should Operations be Regiondized?, 301
New Eng.J Med. 1364 (1979).

% Small Hospitals Found Better for Norma
Birth)a 232 Medica World News 25 (December 7,
1981).

most research involves minimal or no
risk of physical harm. Yetitis also
apparent that risk is a composite of
many factors, such that for those
procedures which do entail risk its
magnitude cannot be specified.

Although the evidence consistently
suggests that the incidence of serious
injury is small nonetheless, it is clear
that at least some subjects sustain
injuries as a result of their participation
in Federaly funded or regulated
research. For them, as for those who
invite them to undertake risks on beha f
of society, the question of compensation
isrea and of immediate importance.
Furthermore, the studies of the Quincy
and University of Washington programs
demonstrated that compensation was
paid at those institutions without
overburdening the research enterprise.
Finaly, itislikely that only when there
are functioning compensation
programs—even on alimited, pilot
basis—will the lack of data be
remedied.

Chapter 5: Existing Remedies and Their
Limitations

Although injuriesin the course of IRB-
approved biomedica or behaviora
research appear to be neither frequent
nor severe, they do occur. When
subjects are injured, what remedies are
currently available to them? Do existing
judicia or administrative remedies
assure adequate compensation?

The Commission has found that to a
certain degree, some of the claimsby
injured subjects can be and are being
met outside any formal legal structure.
Many investigators and research
institutions apparently provide
emergency and short-term medical care
to subjects injured in research. * Such are
is provided, often without charge to the
subjects (or their health care insurers),
as a matter of professiona and
ingtitutional responsibility. For subjects
with minor, short-lived injuries (who
constitute a large proportion of injured
subjects), the provision of free, on-the-
spot medical care dispenses with any
need for forma “compensation” for
research injuries.

This informal means of resolution is,
however, neither universal nor
comprehensive. On occasion, research
injuries could have severe consequences

t Tedimony of Edward Holmes, M.D., on behdf of
the Assodidion of American Medicd Colleges,
transcript of 4th meeting of the Presdent’s
Commission (September 15, 1980) a 169-74.
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for the subject’s physical well-being and
ability to earn alivelihood or perform
family responsihilities; further, they
could require continuing medical care or
supervision over an extended period. In
such circumstances, the injured subject
may not be able to count on the largess
of the research institution. Moreover, the
research institution and investigator
may find that the financial demands
exceed the capacity of their research
budgets or the discretionary funds
available to them.

This chapter examines severa issues
which arise when serious injuries do
occur: What factors currently govern the
ability of injured research subjects to
secure medical care and financial
redress for injuries sustained as a result
of participation in research? To what
degree are these factors, particularly as
reflected in the legal rights of injured
subjects, in accordance with the ethica
claims of the subject and the mora
obligations and responsibilities of the
investigator and the wider society?
What changes are necessary to give
legal effect to the underlying ethica
clams??

2 These issues are addressed at leest in pat, by a
growing | literature on compensation of injured
research subjects Many of the semind early
treatments are discussed in Chapter Two of this
Report, induding artidles by Ladimer, Dierich,
Bergen, Stickd, and Cdabres. Other aticdles
noteworthy indude Bernard R. Adams and Marilyn
SheaSlonum, Toward a Theory of Control of
Medica BExperimentation with Human Subjects
The Role of Compensation, 25 Case W. Res L. Rev.
604 (1975); Nancy E. Cahill, Compensation of
Sibjects Injured in BExperimental Medicine
Programs The Ethical and Legal Condderations, 1
J. Legal Med. 110 (1979); Ciba Foundation Study
Group, Medical Research: Civil Liability and
Compenation for Personal Injury: A Discusson
Paper The Ciba Foundation, London (1980); Patricia

J. Cooper, Compensation for Humen Research
Sibjects Reform Ahead of Its Time?, 2 J. Legal Med.
1 (1980); Benard M. Dickens, Contraciual Aspects
of Human Medical BExperimentation, 25 U. of
TorontoL . J.406 (Fal 1975); J. B. Harmon,
Compensation of Research Qubjects for Adverse
Effects, in U.S. Depatment of Hedth, Education
and Wedfare, ssues in Research with Human
Subjets, DHEW Publication No. 80-1858, U.S.
Government Printing Office, Wad1ngt0n (1980)
Seymour Pary, Compensation of Research Sl
for Adverse Effects, in Issues in Research W|th
Human Subjects John A. Robertson, Conmpensating
Injured Research Subjects II. The Law, 6 Hadlings
Ctr. Rep. 29 (1976); Arthur@Slversten
Compensating Those Injured Through
Bxperimentation, 33 Fed. Bar J. 322 (1974).

See a0 the discussons of com ion for
research injuries in Charles Fried, Medical
Experimentation: Personal Integrity and Social
Palicy, American Elsevier Publishing Co., Inc., New
York (1974) a 13-43,165-72; George J. Annas,
Leonard H. Glantz and Barbara F. Kaiz,
Compensation for Harmt An additional Protection
for Human Subjects, in Informed Consent to Human
Experimentation: The Subject’s Dilemma, Balinger
Publishing Co., Cambridge, Mass. (1977) & 257-277.

Two additiond bodies of legd literature address
quedtions Smilar to those arising in the research
context. For pionesring discussions of nonfault

Negligence

Customarily, redress for personal
injuries is provided in the legal system
by the law of torts. For a subject to
receive compensation through the courts
for a research-related injury, the subject
would have to establish legal liability
for the injury on the part of one or more
named defendants—typically, the
investigator or the research institution.
At present, such legal liability must be
predicated on a showing of negligence. 3

insurance for adverse effects resulting from
sandard medicd practice, see Clak C. Havighurst
and Laurence R. Tancredi, “ Medical Adversity
Insurance’ —A No-Fault Approach to Medical
Malpractice and Quality Assurance, 51 Milbank
Memorial Fund Q. 125 (1973); Robert E. Keeton,
Compensation for Medical Accidents, 121 U. Pa. L.
Rev.590(1973).

Artldes discussing  compensation for injuries
assodiated with vaoaine or immunizetion programs
|ndude Marc A. Franklin and Joseph E. Mais, .,
Tort Law and Mass Immunization Programs
Lessonsfrom the Palio and Flu Episodes, 65 Calif. L.
Rev. 754 (1977); Irving Ladimer, Legal and
Regulatory Perspectives in Mass Inmunization
Programs, 643 | nsuranceL aw Jour nal 459 (1976);
Ledie C. Ohta, Immunization Injuries Proposed

ory Mechanists—An Analyss, 11
Conm. L. Rev. 147 (1978); Bonnie L. Sher,
Apportioning Liahility in Mass Innoculations: A
Comparison of Two Views and a Look at the Future,
6N.Y.U. Rev. of Law and Social Change 231 (1977).
For comprehensive recent discussions of
compensation issues in broeder contexts, see Hi P.
Bernzweig, By Acdident not Design: The Casefor
Comprehenave Injury Repar ations, Praeger
Publishers New York (1981); Jeffrey O Connell,
EndingInsult tolnjury: No-Fault Insurancefor
Products and Services, Univ. of lllinois Press,
Urbana, 1ll. (1975).

3 Cases based s0ldly on “md-research” have not
been repoﬂed Vlrtudly dl decisons reaulting in
the avard of damages to injured research subjects
appear 1o be based, in whole or part, upon proof
thet injuries resulted from partiapation in ressarch
to which the plaintiff (or individuds authorized to
act on his or her behdf) did not grant legdly
effective informed consent. Such cases might be
litigated on the basis of negligence or, in some
junsdictions, on the legd theories of tregpass or
bettery. Alexander M. Capron, Informed Consent in
Catagtrophic Dissase Ressarch and Treatment, 123
U. Pa.L.Rev.340,403-423 (1974).

Thus far, there has been only a single reported
appellate dedision in a North American jurisdiction
sudaning a damege award for a research injury.
Haushka v. Universty of Saskatchewan, 52
W.W.R. 608 (Sask. Ct. App. 1965) (upholdlngjury
verdict of $22,500 based on lack of adequat
informed consent). In a second casg, declded & this
Report was in prepardion, a New York jury
avarded $2.9 million in damages to an individua
blinded by retrolentd fibroplasa The jury found
thet fallowing his premature birth, the plantiff hed
been enrdlled in a randomized dinicd trid of
oxygen thergoy without the consent of his parents
The jury awarded dameges on the basis of both
mapractice and lack of informed consent. Burton v.
New York Hospitd. An apped is now pending.

Informed consent issues have dso been raisad in
ongoing litigation growing out of ressarch on DES
conducted a the Univeraty of Chicago in the early
1950s. Mink v. University of Chicago, 460 F. Supp.
713 (N.D. 1ll. 1978). The first humen use of an
a’tificid heart, while perhaps not condituting

“research with human subjects’ in the technica
sense of that term, dso resulted in litigation over
theaja:;vayofmformedconsent in tha cae,

That is, unless the plaintif-subject can
prove the defendent was “at fault,” he
or she cannot legally recover for the
injuries.

Requirementsfor, and Obgtaclesto,
Recovery. The traditional formulafor
the elements necessary to State a cause
of action for negligence includes:

(a) A duty or obligation, recognized by
the law, that a person conform to a
certain standard of conduct (“due care”)
for the protection of others against
unreasonable risks.

(b) A failure to conform to the
standard required.

(c) A reasonably close causal
connection between the conduct and the
resulting injury (“proximate cause”).

(d) Actual loss or damage resulting to
the interests of another.

The standard of “due care” in human
research conducted by a professionaly
qualified investigator would be that
established by his or her peers. Thus, in
order to prevail in alawsuit against an
investigator (or the research institution
for which the investigator works and
which is legally responsible for the
investigator’s acts), a subject must prove
that the investigator departed from
those standards (i.e., was “negligent”)
and as a result caused the subject’s
injury. Needless to say, it is often
difficult to establish a “standard” of
care for interventions that are (or
contain components that are) by
definition innovations from existing
standards. (The accepted norms for
researchers, including consultation with
peers and proper institutional approval
of protocols, would provide some
standards for judging the due care of a
researcher on procedural matters.) In
addition, the injured subject would
probably be barred from recovery if
negligent conduct on his own part
contributed to the injury or if he
“assumed the risk” of injury in
consenting to participate in the research.

The obstacles in the way of recovery
posed for any plaintiff by the
requirements of tort law loom especially
large in the research context. Some—
though not all—of these specia
difficulties arise because it is often hard

plantiff's chalenge was reected by the courts
Karp v. Cooley, 493 F.2d 408 (5th Cir. 1974). Thus,
when subjects are enrolled in ressarch protocols
without proper consent, and their participation
results in injury, the injured subjects may seek rdlief
in the courts on the bass of lack of informed
consent. The remainder of this chepter places
primary emphasis on means of redress avalable to
injured subjects who would not be in a postion to
complain tha their informed consent was totaly

+William L. Prosser, Handbook of the Law of
Torts, (4th ed)) Wes Publishing Co., &. Paul, Minn.
(1971) & § 30, p. 143.
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to prove negligence in the setting of
advanced scientific research. Of course,
research scientists, like biomedical and
behavioral scientists in standard
practice (and like all other human
beings), are not immune from simple
carelessness. The lack of due care in
such instances may be palpable and
easy to prove. The very ethos of
scientific investigation, however,
requires that research be conducted
precisaly, and the available data an
incidence of research injuries (and the
virtual absence of court decisions
awarding damages for negligently
conducted research) suggest that errors
careless enough to result in serious
injury are very rare in biomedical and
behavioral research.

Considerable more subtle questions
may be posed in particular cases
regarding the decision to move from
animal experimentation to research with
human subjects, the design of the
research protocol, and technical aspects
of the actual conduct of the protocal.
Scientific judgments must be made at
many points along the way. When are
such judgments negligent? Under
traditiona tort principles, the burden is
on the injured subject to prove, by
expert testimony, the “standard of care”
owed by the investigator (and any
reviewing bodies) to the research
subjects. Marshalling such expert
evidence may be an exceedingly
difficult undertaking for the research
subject. In addition to the highly
technica nature of the issues involved,
the subject may encounter difficultiesin
finding other investigators willing to
testify on his behalf—a phenomenon
parallel to the so-called “conspiracy of
silence” in medical malpractice
litigation. s

The difficulties of establishing
negligence in the research setting are
further complicated by the lega
requirement of “foreseeability.” As
stated by the late Dean William Prosser:

Negligence. . . isconduct which falls
below the standard established by law for
the protection of others against unreasonable
risk. It necessarily involves a foreseeable
risk. . . . If the defendant could not
reasonably foresee any injury as theresult of
his act, or if his conduct was reasonable in
the light of what he could anticipate, there is
no negligence, and no liability. ¢

S¢, eg., Mdvin M. Bdli, An Ancient Therapy
8|II Applied: The Slent Medical Treatment, 1
Villanova L. Rev. 260 (1956); Richard M. Markus,
Congpiracy of Slence, 14 Clev-Mar. L. Rev. 520
(1965); Note. Overcoming the Conspiracy of Slence
Satutory and Common Law Innovations, 45 Minn.
L.Rev.1019(1961).

6 Prosser, supra note 4, a 843, p. 250.

The application of this legal
requirement of foreseeability to
particular factua situations is often
controversial, and legal scholars
disagree even as to the guiding
principles. Given the very nature of
scientific research as a venture into the
unknown, the foreseeability doctrine
introduces an unpredictable and
confounding factor into any litigation
concerning the conduct of research.
Research is often carried out precisely
because the range of consequences of a
particular intervention and the
probability of each outcome are
unknown. The research is conducted in
order to find out more about them. In
these circumstances, what are the
“foreseeable” risks, and what are the
steps reasonably required to protect
against them? Can that be known prior
to carrying out the research? The
intrinsic difficulty of such questions
suggests the magnitude of the burden
placed on an injured subject who, in
order to prevail, must establish the
appropriate standard of care and prove
it to have been breached in his or her
particular case.

A further set of obstacles to recovery,
legally characterized as “ defenses,”
focuses on the conduct of the injured
subject in agreeing to participate in the
research and in complying with the
requirements of the research protocol. A
subject whose unreasonable behavior
contributes to his or her injury may be
barred from recovery enti rel?/
grounds of contributory negilgence or be
limited to a reduced damage award
under the newer doctrine of comparative
negligence. An injured subject may also
be required to overcome the claim that
he or she assumed the risk of injury in
agreeing to participate in the research.

The “assumption of risk” label has
been loosely used by courts and
commentators to describe a variety of
circumstances in which an individual
confronts a known danger, isinjured,
and is then denied recovery by the
courts. As noted by Prosser, the doctrine
“has been a subject of much controversy
and has been surrounded by much
confusion . . .” 7Expressing aview
congistent with much recent scholarship,
Professors John Fleming and Stephen
Sugarman argue that in many situations
in which the law imposes the entire loss
on the victim rather than permitting
recovery, the result is “perhaps best
explained, not on the ground of
“assumption of risk’ but rather because
the defendant was not negligent. Often
in these cases the injurer has offered to
provide a benefit to the victim which
can practically only come with arisk

71d. & § 68. p. 439,

attached; and the well-warned victim
has quite reasonably chosen to confront
therisk” s

Applying this analysis to the situation
of the injured research subject,
Professors Fleming and Sugarman find it
“unnecessary to use the doctrine
“assumption of risk’ to explain why well
warned research subjects whose
misfortuneit is to suffer from a carefully
run experiment will fail to recover
damages in a suit based on
negligence.” ¢ Insuch circumstances,
there has simply been no negligence,
and hence no basis for a recovery.

A closely related question is whether
a subject waives his legal rightsto
recovery in granting informed consent to
participation in research, particularly
since, in compliancewith45 C.F.R.
§46.116(3)(6), subjectsparticipatingin
research involving more than minimal
risk must be provided “an explanation
as to whether any compensation and an
explanation as to whether any medical
treatments are available if injury occurs
" """ The answer to this question is
clear. Federal regulations explicitly
preclude “any exculpatory language
through which the subject ™ * * ismade
to waive or appear to waive any of the
subject’slegd rights, or releases or
appears to release the investigator, the
sponsor, the institution or its agents
from liahility for negligence.” *Even in
the absence of such explicit regulatory
language, the courts disfavor
exculpatory clauses in medical
contexts, * and there are substantial
policy arguments supporting this
position. =

Other difficulties encountered by
injured research subjects seeking relief
in the courts are common to all tort
litigation. Foremost among these is the
problem of causation. Proof of causation

8 John G. Heming and Sephen D. mean,

Pergpectives on Acdident Victins
(198(()1) see Appendix Fto th|s Report.
°ld. a 23,

©v45CFR. §46.116 (1981).

1Se eg. Tunkl v. R of the Universty of
Cdifornia, 32 Cd. Rptr. 33, 383 P. 2d 441 (1963).

2 S, eg, Comment, Legal Implications of
Psychalogical Research with Human Subjects 1960
Duke L. J. 265, 272. “Although the subject may have
known what the experimenter intended to do and
may have heen willing to have this done to him.
dill, the subject may not have fully redized the
risks involved. Mere knowledge of the facts which
cregte the risk of harm is not enough unless there is
a true gpprediation of the nature and extent of the
risks only then is the subject’s assent given under
dircumstances which make it legaly effective. The
important point here, however, is that, in
asoartaining whether the subject truly
the risk of harm involved, |t IS ineviteble
condderations of policy, depending on the result
desred, will conscioudy or unconscioudy influence
the court’s decison.” See also Annes e al., supra
note 2, a 257-58, and Heming and Sugarman, supra
note 8, a 22-24.

eciated
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may be particularly difficult in the
research setting, requiring sophisticated
analysis of often subtle statistical
variaions in risks and outcomes. In
negligence and other tort litgation, the
burden is on the injured party both to
come forward with evidence suggesting
causation and ultimately to persuade the
trier of fact that his or her injury was
“proximately caused” by the
defendant’s breach of a standard of
care, 13

A plaintiff claiming negligence must
also surmount hurdles posed in some
situations and in some jurisdictions by
doctrines of charitable immunity (when
the research is conducted by a
charitable institution) and sovereign
immunity (when the research is
conducted or, perhaps, supported by a
governmental agency), and by statutes
of limitations which, in some
jurisdictions, effectively preclude
recoveries for certain latent injuries.
With the exception of the latent injury
problem (which is discussed in the
Appendix to this Report +4), these
doctrines are not peculiar to the
research context and do not require
detailed discussion here.

Critque of Negligence asa Remedial
M echanism. Quite apart from the
considerable difficulties of prevailing in
a negligence action, a more fundamental
guestion remains. as a matter of moral
responsibility and public policy, ought
proof of negligence to be required as a
prerequisite to recovery for research
Injuries? This question lies near the
heart of the Commission’s discussion of
ethical issues in Chapter Three; a few
points are reiterated here to contrast the
ethical arguments with the current state
of the law.

First, and most obvious, the
negligence system is structured to
preclude recovery for injuries not
resulting from negligent conduct. Itis
widely recognized that “despite the
exercise of the highest degree of care
and skill by the medical investigator
concerned, death or a persona injury
which was quite unforeseen and Indeed
quite unforeseeable might be suffered” s
by research subject. In many settings,
the obstacles to recovery may be—
indeed, probably are—quite appropriate.
There ought, after al, to be good
reasons for the legal system to shift the
costs of an activity from A to B. The
difficulties in the way of such a shifting
of costs smply reflect the protections

3Sge pp. 138-139 infra.

1 Sge pp. 140-141 infra; see also Appendix S to
this Report.

5 Royd commisson on Civil Liability and
Compensation for Persond Injury, Report, Her
Maedy's Sationery Office, London (1978), Val. 1 &
§ 1339 (herediter cited as Royd Commisson).

©Miched Kind

established by society against the
misapplication of this legal power. But if
research subjects should, on ethical
grounds, be compensated for their
injuries, despite the lack of negligence
by an investigator, the rules of
negligence law will be patently
inappropriate.

Second, as pointed out in a recent
article critical of the tort system’s
handling of the DESlitigation, “[t]he
doctrines of tort law were devised for
straightforward moral situations—
somebody’s misbehavior causes harm to
somebody else—and for narratives that
observe the three unities of classical
drama: time, place, and action.” ** The
focus of traditional (negligence) tort
doctrine on the immediate parties to an
accident—the victim and the alegedly
negligent defendant—fits the moral
equation of research injuries only
imperfectly. The immediate parties—
subject and investigator—encompass
only one aspect of the wider society’s
interest in biomedical and behaviora
research. Much research is conducted
with the encouragement or, indeed,
financial support of the government
itsdlf. The fruits of research accrue to
the society at large, in aform
economists term “positive externalities.”
Thus, society as awhole has a direct
stake in the conduct of scientific
research. Even on the theories
supportive of a “fault” component in tort
litigation, the presence of strong societal
externalities suggests a modification in
the usual calculus of fault, so that
society will share in the financia
burdens, as well as the benefits, of
research activity. Thus, the traditional
emphasis of negligence law on the
“moral drama’ of the defendant’s
behavior fails to capture (in economists
terms, to “internalize”) the societal
interest in the conduct of research.
Other approaches, not founded on
negligence, could do so more
successfully.

A final point, different in character
although carrying similar implications,
derives from the nature of the
relationship between investigator and
subject in the conduct of research.
Idedlly, the relationship isa
collaborative one in which the subject
knowingly accepts certain risks of
physical injury on behalf of society and
participates, together with the
investigator, in the ongoing research. v

gy, Fate and Lawsuits, 182 The
New Republic 20, 21 (June 14, 1980).

7See eg., Tdcott Parsons Research with
Human Subjects and the Professional Conplex, 98
Daedalus 325-360 (1969); Renée C. Fox, Experiment
Perilous, The Free Press, Glencoe, 1ll. (1959).

The bond between investigator and
subject may, however, be rent asunder
by the adversary system characteristic
of tort litigation, most particularly when
judgment in favor of a subject is
dependent on proof of an investigator’'s
wrongdoing. While the negligence
system is often applauded for creating
incentives for acting with care, the
knowledge that an injury could result in
a courtroom battle may also create
incentives less worthy of support: a
certain distance, lack of candor, and
perhaps even reluctance to provide
necessary immediate care when the
provision of such care might alert a
possibly litigious subject that something
had gone amiss. Such incentives may be
physically harmful to the subject; they
are certainly destructive of the
collaborative ideal held out for the
relationship between investigator and
subject. It is often argued that the
existing system of recoveries for
medical malpractice has poisoned
relationships between doctors and
patients. 2 The Commission believes
that the malpractice system should not
serve as the model for remedying
injuries that arise in ethically conducted
biomedical and behavioral research.
Srict Liability

Britain’s Royal Commission on Civil
Liability and Compensation for Personal
Injury (the “Pearson Commission”)
recently recommended the doctrine of
strict liability in tort as an aternative to
the negligence system for providing
compensation to subjects injured in
research. © In the Commission’s words,
“any volunteer for medical research or
clinical trials who suffers severe
damage as a result should have a cause
of action, on the basis of strict liability,
againgt the authority to whom he has
consented to make himsdlf available.” »
Strict liability has also been
characterized by some commentators as
an “appealing solution” to the problem
of research injuries,

An inquiry into whether strict ligbility
provides an answer for subjects injured
In research has two components. First, is
strict liability a remedy now available to
injured research subjects? Second, if it is
not, ought it to be?

RootsinHistory and Policy. The
doctrine of drict liability, which permits
recovery without proof of negligence,
has ancient roots in Anglo-American

8Se eg, David Mechanic, Some Sodial
of the Medical Malpractice Dilemmg, 6 Duke L. J.,
1179 (1975).

1“Royd Commission supra note 15, & § 1341

2|d,

2Note, Medical Experiment Insurance, 70 Colum.
L. Rev. 965, 968 (1970).
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law. Indeed, in the early common law
development of the law of torts, the
focus was on causation; no inquiry was
made into “fault” as that term is now
employed. As the doctrine of negligence
developed, largely replacing the earlier
concepts, severa pockets of strict
liability remained. In more recent times,
strict liability has reemerged as an
increasingly prevalent theory of tort
liability. Today, its principal
applications are to activities viewed as
“ultrahazardous’ or “abnormally
dangerous’ and to defective products
(including, but not limited to, those
products posing extraordinary danger).
A variant of grict liability theory
applies to pharmaceuticals and certain
medical devices which are viewed as
“unavoidably dangerous.’’ =

Even if thereis no negliglence, however,
public policy demands that responsibility be
fixed wherever it will most effectively reduce
the hazards to life and health inherent in
defective products that reach the market. Itis
evident that the manufacturer can anticipate
some hazards and guard against the
recurrence of others, as the public cannot.

Dean Prosser summarized the views
of many contemporary scholars, stating
that the courts, in applying strict liability
to abnormally dangerous conditions or
activities, have in effect recognized a
new doctrine.

that the defendant’ s enterprise, while it will
be tolerated by the law, must pay its way.
There is “a strong and growing tendency,
where there is blame on neither side, to ask,
in view of the exigencies of socidl justice,
who can best bear theloss and hence to shift
the loss by creating liability where there has
been no fault.” =

Applicability to Research Injuries:
Whether strict liability doctrine applies
to research with human subjects is, at
present, an open question. No court has
explicitly ruled on the issue in the
context of contemporary, scientifically
designed and peer-reviewed research.
The factors which govern the
applicability of strict liability to new
areas provide an unequivocal
guidance.  Three factors have been
recognized as favoring application of the
doctrine. Research activity is clearly
valuable to the community. = Risks of
injury cannot be entirely eliminated by
the exercise of reasonable care. = In

2 Egola v. Coca Cola Bottling Co., 24 Cd. 2d 453.
150P. 20436, 440-41 (1944).

= Prosser, supranote 4, & 8 75, p. 494 origind
ctaions  omitted.

% American Law Inditute, Restatement (Second)
of Torts, § 519ff (1970).

=|d. a § 520(f).

=]d. a § 520(C).

some sense, research is not a matter of
“common usage,” athough this
conclusion might be disputed.  On the
other hand, research is typicaly not
conducted in inappropriate settings. 2

Probably the critical factorsin
determining the applicability of strict
liability doctine to research are whether
research involves “a high degree of risk
of some harm” » and whether the
“gravity” of the harm which may result
is likely to be “great.” =2 While the
popular imagination might be tempted to
answer these questions affirmatively,
the evidence marshalled by the
Commission strongly suggests that
research conducted with IRB approval
does not involve high risks of serious
injury and, on empirical grounds,
probably should not be viewed as an
“abnormally dangerous activity.” =

In addition to these factors specified
by the Second Restatement of Torts,
courts considering the applicability of
strict liability to research with human
subjects would be guided by existing
legal precedents. An initialy plausible
argument can be constructed, on the
basis of severd early English and
American cases, that physicians
experiment “at their peril.” Closer
examination of these cases, however,
indicates that they do not concern
research in its modern sense and should
not be viewed as governing precedents
for the application of strict liahility to
contemporary research.

The earliest such case, Sater v. Baker
and Sapleton, C.B., 2was decided by an
English court in 1767, prior to the advent
of the legal doctrine of negligence. The
decision upheld a judgment against an
eminent surgeon who employed anovel
means of treating a broken leg, with
unfortunate results. The court noted that
“many menvery skillful in their
profession have frequently acted out of
the common way for the sake of trying
experiments’ and held that such
behavior opened the way to liability in
the event of injury;

[T]his was the first experiment made with
thisnew instrument; and if it was, it was a
rash action, and he who actsrashly acts

* %

ignorantly. * B
Sater was followed, a century later,

by an American case, Carpenter v.
Blake. # There the court said:

7 1d. a § 520(d).

=|d. a § 520(e).

= |d. a § 520(a).

@d. a § 520(b).

3 See Chapter 4, infra.

= Eng. Rep. 860 (1767).

= |d. a 862-63.

% Carptenter v. Blake, 60 Barb. 488 (N.Y. Sup. Ct.
1871), rev'd on other grounds, 50 N.Y. 696 (1982).

[W]hen the caseis one as to which a
system of treatment has been followed for a
long time, there should be no departure from
it, unless the surgeon who does it is prepared
to take the risk of establishing, by his
success, the propriety and safety of his
experiment. ®

Taken together, the Sater and
Carpenter cases appeared to establish
the proposition that physicians depart
from established modes of treatment at
their peril, and that injuries resulting
from experimental treatment would be
actionable without further proof of
negligence.

Yet for severd reasons it would
probably be mistaken to apply this
proposition to contemporary research.
First, the conduct at issue in Sater and
Carpenter was not scientificaly
designed research in the modern sense,
but the “trying out” of an “innovative
therapy” or “nonvalidated medical
procedure,” for which different norms
may be appropriate. Second,
contemporary requirements that
Federaly supported research pass
scientific and IRB muster suggest that
the gap between “human
experimentation” and professional
norms of practice is narrower today
than was true of the conduct condemned
inthe early lega cases. Third, and most
important, the law itself has changed
over the past century, pointing toward a
more nuanced evaluation of the facts
and circumstances surrounding the
decision to emply innovative or
experimental treatments.

The beginnings of this change were
already discernible in the nineteenth
century. Inan 1895 case, Jackson v.
Burnham, * the court, while repeating
the rule that “if a physician sees fit to
experiment * * " he should do so at his
peril,” ¥ construed the rule to require
only that the physician “must be able, in
the case of deleterious results, to satisfy
the jury that he had reason for the faith
that was in him, and justify his
experiment by some reasonable
theory.” ®By 1935, when the Michigan
Supreme Court decided Fortner v.

Kach, ® the courts recognized explicitly
that “if the general practice of medicine
and surgery Is to progress, there must be
a certain amount of experimentation
carried on.” “© The legal requirements
were, essentialy, those of consent and
reasonableness. “such experiments must
be done with the knowledge and
consent of the patient or those

=60 Barb. a 524.

® 20Colo. 532, 39P. 577 (Colo. 1895).

@|d., 39P. a 580.

=1d, a 580.

» 272 Mich. 273,261 N.W. 762 (Mich. 1935).
“|d. a 765.
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responsible for him, and must not vary
too radically from the accepted method
of procedure.” «

The transition in legal standards, from
“the physician experiments at his peril”
standard of Sater and Carpenter, to the
reasonableness criterion of Fortner v.
Koch, paraleled a more genera
tendency in tort law during the
nineteenth and early twentieth
centuries; the emergence and
solidification of negligence as the
touchstone of tort liability. This
development was particularly evident in
the field of medical malpractice
litigation, which has steadfastly adhered
to a standard of liability based upon
professional negligence, ©2 and which
today provides perhaps the closest
analogue to research “malpractice.”

Thus, the proposition that research
with human subjects is an “abnormally
dangerous activity” subject to strict
liability standards finds no clear support
in the empirical evidence or inlegal
precedent. While the possibility cannot
be excluded that an innovative court
might seek to apply strict liability to
research injuries should a sympathetic
case come before it (particularly in light
of the steadily expanding scope of strict
liability in recent decades), on the
current state of the law the Commission
concludes that injured subjects
contemplating legal action would find
little encouragement in the doctrine of
gtrict liability. «

“ld.

42 One possible exception may be Heling v.
Carey, 83 Wash. 2d 514, 519 P2d 981 (1974), in
which the Washington Supreme Court found the
defendent opthdmologists negligent as a metter of
law for failing to conduct a pressure test for
glaucoma on a young paient, despite undisputed
testimony that such teding was not heretofore
required by the “sandards of the professon.” The
court conduded that, in the drcumgtances
presented, medicd professonds should be hed to a
higher dandard. Another jugtice concurred in this
reult but argued that the court was in fact imposing
a dandard of lidhility which “gpproached that of
drict liability” (Concurring opinion of Utter, J).
Judtice Utter urged that the court should explicitly
recognize the gpplicability of drict ligbility doctrine
to medicd mdpractice, in pat in the bdief that
awarding compensdtion on the beds of drict
I|eb|||ty rather then negligence would avoid unfarly

|mposng a digma of mora blame upon doctors
who * * * used dl the precautions commonly
pra:nbed by their professon in diagnoss and
trestment.” 1d. a 984. See also Gates v. Jengen, 595
P:2d 919 (Washington, 1979).

4 A gaeond branch of drict lisbility doctring, thet
goplicable to defective products, reguires brief
mention here. Under the doctrine of products
ligbility, as formulated in § 402A of the Second
Restatement of the Law of Torts one who sdis a
“product in a defective condition unreasonably
dangerous to the user or customer” may be grictly
lidhle for physcd hams caused thereby, without
regard to whether the sdler “has exercised dl
posshle care in the preparation and sde of his
product.” The applicability of this doctrine to
products which may be employed in research.
paticulaly phamecauticds and cetain medicd

Outside the main body of strict
liability law which arose and expanded
in scope primarily as a matter of judge-
made law, instances have arisen in
which the doctrine's scope has been
expanded, or limited, by legidative
action. Indeed, the very uncertainties
about the doctrine's applicability to
biomedical research aso arose with
respect to legal liability associated with
accidents at nuclear power ingtallations,
and this uncertainty (and the possibility
that courts in different states might
resolve the issues differently) played a
major role in prompting Congressional
action on the Price-Anderson legidation,
which in practical effect imposed a
nationwide strict liability policy for
major nuclear accidents. “ The Pearson

devices is a matter of controversy. Comment k to
§ 402A of the Second Restatement recognizes a
caegory of “unavoidably dangerous products”
induding drugs, “which, in the present date of
human knowledge, are quite incapable of being
made sdfe for ther intended and ordinary use”
Such products are not viewed as defective, and
hemea'eoutsdethesxapeof § 402A products
lighility, if they are “properly prepared, and
aocompmled by proper directions and warning.”
Nonetheless, particularly through their

interpretation of the warning requirement, the
courts have imposed rather expandve ligbility on
drug manufacturers, often basing their decisons on
palicy grounds arguably applicable to biomedica
research as wel. In one much discussed case,
oconcerning ligbility for a polio case arguably
induced by a vacdne, the Ffth Circuit Court of
Appeds andyzed the isue this way:

“Until Americans have a comprehensve scheme
of sodid insurance, courts mugt resolve by a
belancing process the heedon collison between the
need for adequate recovery and vidble enterprises
* * " . Thisbalancing task should be goproached
with a redization that the badc consderation
involves a determination of the mog jugt dlocation
of the risk of loss between the members of the

marketing chain” " " * . Satidicdly predictable as
ae thee rare cases of vaccineinduced palio, a
grong argument can be advanced that the loss

ought not lie where it fdls (on the victim), but
should be borne by the manufecturer as a
foreseeeble cogt of doing busness and passed on to
the public in the form of price increasss to his
cusomers

Reyes v. Wyeth Laboratories, Inc., 498 F.2d 1264,
1294 (5th Cir. 1974) (quoting Helene Curtis Industries
v. Pruitt. 385 F. 2nd 841, 862 (5th Cir. 1967)). The
Court thereby imposad lighility for falure to wan
of a lessthan-one-in-onemillion risk of contracting
palio from a live virus vaccine. A smilar andyss
might be employed in a research sdtting, suggesting
thet standards of lisbility might differ as between
research employing drugs or medicd devices and
other modes of research. See also Heming and
Sugarman, supra note 8, at 29.

“Pub. L. No. 85-256, 71 Sta. 576, as amended, 42
U.SC. § 2110. In fact, the technique employed in the
Price:Anderson Act to accomplish this resuit was
not a gdraightforward declaration of a “strict
lidhility” standard, but a complex waiver of certain
defenses (|ndud|ng the asence of negligence)
which might be avaleble under date law. The
reason for this rather roundabout gpproach was a
Congressond hedtancy to “Federdize’ the
dandard of tort ligbility, an area traditiondly
reaved to the dates Seegenerally, Legidaive
Drafting Research Fund, Columbia University,
Issues of Financid Protection in Nudear Activities
(1973), & 2-7t02-9.

Commission, which favored strict
liability as a basis for compensating
subjects injured in research in the
United Kingdom, similarly
recommended that strict liability be
imposed by legidative enactment. Thus,
the proper question becomes whether
existing strict liability doctrine should
be extended to encompass research with
human subjects.

Critique of Strict Liability. The
question of extending strict liability to
cover research with human subjects
poses substantial policy issues, whose
resolution depends in part on the
alternatives to which strict liability is
being compared. To be sure, the,
availability of a cause of action for strict
liability would enhance the position of
injured research subjects unable to
prevail on negligence theories, a result
many would consider more just than the
existing system. On the other hand, a
gtrict liability system would perpetuate
many characteristics of courtroom tort
litigation which have been widely
criticized, not least by those in the
medical profession. Litigation based on
gtrict liability principles would retain
the adversary character of all tort
litigation, pitting the interests of the
injured subject against those of the
investigator (even if not directly calling
the conduct or competence of the
investigator into question). Financial
recoveries would likely be sought, in the
first instance, against the investigator or
the research institution, athough the
principles justifying recovery point to
the beneficiaries of research (i.e, the
entire society) as the more appropriate
source of redress. Like any courtroom
litigation, the process would likely be
long, costly, and uncertain. The injured
subject’s ahility to recover would
depend, in substantial part, on his or her
ability to secure skilled legal counsel—
often a problem in cases not involving
large potential awards. In the event of
ultimate victory, a significant proportion
of the award would be diverted to legal
fees. Administrative burdens and costs
(in time and money) to the defendant
investigator or research institution
would aso be high.

In addition to all of these oft-criticized
features of courtroom litigation in
general, the application of strict liability
doctrine to research injuries would not
resolve several of the dilemmas that are
especially acute in the research setting.
Strict liability, like negligence, requires
the subject to prove that his or her injury
was caused by participation in the
research. This often complex and
scientifically demanding task typically
must be performed to the satisfaction of
alay jury; there is no provision for fact-
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finding by a scientific board. Similarly
complex determinations may be
required by the doctrine of
foreseeability, which remains applicable
to strict liability cases in many
jurisdictions. Further, the doctrine of
assumption of risk, as it applies to strict
liability cases, is, if anything, still more
confused than it is in the negligence
setting. Assumption of risk is most likely
to provide a defense against strict
liability when the subject has
unreasonably, or voluntarily with full
knowledge and appreciation,
encountered a recognized danger, %
however, the doctrine's precise contours
are likely to vary considerably among
jurisdictions, injecting a further element
of uncertainty into the litigation.

Thus, while in many respects an
improvement over the currentl
applicable negligence approach, the
adoption of strict liability as a legal
remedy for research injuriesisin no
sense ‘a panacea.

Nonfault Approaches

A number of administrative or
insurance compensation mechanisms
are aready in place in the United
States. While only a few small-scale,
nongovernmental programs are
specifically directed toward
compensating subjects injured in
research, several more broadly based
social welfare programs provide
incidental benefits to such persons.

Government Compensation Programs.
A multitude of Federal, state, and local
government programs provide
compensation of various types to the
injured, medical care to theill, and
financial assistance to the needy None
of these programs is universal in
coverage or comprehensive in scope.
Nor do initiatives for comprehensive
national hedth care or guaranteed
minimum incomes currently appear in
prospect. Thus, injured research
subjects are eligible for government
assistance only insofar as they qualify
under categories other than their status
as research subjects.

For some injured subjects, assistance
available under existing governmental
programs may be perfectly adequate.
For Federal civilian employees
participating in research “while in the
performance of [their] duty,”
compensation is available in the event
of injury throughthe Federal Employees
Compensation Act (F.E.C.A.). For
elderly retirees injured in research,
Sacial Security and Medicare may

“sProsser, supra note 4, 15 § 79, pp. 522-24.

“ Exiging programs are discussed briefly infra &
pp. 114-122 and are described more fully in papers
prepared for the Commission. SeeChapter 7 infra.

“FECA., 5U.SC. § 8102(3).

relieve much of the financia burden. For
others, the only recourse may be to
Federa and state welfare systems, for
which they may or may not be digible.
As regards injured research subjects, the
“social safety net” is highly permeable;
many injured subjects may simply fall
through.

As part of its study of compensation
for research injuries, the Commission
examined the structure and operation of
anumber of currently functioning
governmental compensation programs.
One of the Commission’s objectiveswas
to determine the degree to which
existing programs meet the needs of
injured research subjects. In this regard,
the Commission corresponded with over
twenty Federal agencies and
departments, and members of the
Commission staff met with
representatives of the Departments of
Labor and of Health and Human
Services, the Food and Drug
Administration, the Social Security
Administration, and the Veterans
Administration, to discuss the
availability of retrospective data and
the feasibility of collecting prospective
data reflecting the incidence of claims
by injured research subjects and the
benefits provided to them. None of the
agencies contacted maintained records
in a form amenable to such analysis,
and consideration of time and cost
ruled out prospective studies by the
Commission. Thus, deficiences in data
limited this portion of the Commission’s
study to the qualitative conclusions
indicated above.

Insurance Mechanisms. It is clear that
existing insurance-in-force does provide
some protection for subjectsinjured in
research. The primary source of
protection is generd health insurance
that may be carried by individual
research subjects. Although such
indiviual health insurance is neither
universal nor comprehensive, it does
provide a source of benefits to insured
individuals for health costs associated
with research injuries. 4 Such insurance

s \While there have been occasiond suggestions
that injuries resulting from voluntary participation
in research activity might be excdluded from
coverage under terms of existing hedth insurance
policies, See John Robertson, Compensating Injured
Research Subjects: 1. TheLaW 6 Hadtings Cir. Rep.
29 (1976), it appears that such statements result
from a confuson between the use of insurance
procesds to support the research itsdlf, which is
typicdly preduded by insurance contracts, and the
use of insurance proceeds to pay for standard
medicd care necessitated by an injury associated
with paticipation in research. The Oommmon hes
been unable to document indtances of insurance
company exdusions of the later type, and the
Commission's insurance expert George Berndein,
tedtified that on the besis of is extensve inquiries
within the insurance industry, no such exdusons
curently exist or aecontemplated. Transcript of

dues not however, cover lost wages or
other non-health-care related costs
associated with serious injuries.

While genera health care coverage
for persons participating in research
offers at least a partial answer for
medical costs associated with research
injuries, industry representatives were
deeply skeptical of the practicability of
marketing to potential research subjects
policies specifically designed to cover
the risks associated with participation in
particular research projects. This
skepticism was founded, in part, on the
extraordinary difficulties and expense
involved in efforts to secure private
insurance to cover risks in amuch-
discussed bone marrow transplant
case. ® More generaly, the transaction
costs and administrative burdens of
writing coverage for individual
participants in research were considered
to pose insuperable problems in
marketing such insurance.

Insurance industry representatives
were considerably more favorably
disposed to a system which would
provide blanket coverage for al
research subjects at a particular
institution during a given period of time.
A substantial consensus emerged that
such blanket policies could be written
and premimuns set on the basis of the
overall research mix and past claims
experience of agiven institution,
although specific, high-risk protocols
might require individuaized
underwriting examination. An
institution-wide approach would entail
substantially lower transaction and
administrative costs. (For example, the
private insurance company that
provided coverage for research injuries
at the University of Washington as an
“add-on” to the university’s liability
policy initidly set the premium at 50¢
per subject.) ® Furthermore, rate-setting
on an ingtitution-wide basis was felt to
provide sufficient grounding for
underwriting decisions, with an initial
break-in period during which insurers
would be allowed some recovery of

the 6th medting of the Presdent's Commisson
(Jenuary 9, 1981) at 187-88.

“ Letter from Albert L. Broseghini, Ph. D.
(Director, Ressarch Adminidration, The Children's
Hospitd Medicd Center, Boston, Mass) to Senator
Edward M. Kennedy (Deoembe' 2, 1974), reprinted
in the HEW Secretary’s Task Force on the
Compensation of Injured Ressarch Subjects, Report,
U.S. Depatment of Hedth, Education, and Welfare,
Washington (1977) (hereindfter cited as Task Force
Report) Appendix B a 123

% The University of Washington has for severd
years been a sdf insurer. The totd amount pad in
dams to injured subjets in the nearly 10 years it

had a formad compensation program averages
less then 5¢ per subject. This amount does not
incdlude the vaue of free medicd savices provided
to subjects See Chapter 7 infra.
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their costs in the event of excessive loss
experience.

Alternatively, insurance might be
written separately for each research
protocol. Theoretically, this would lead
to individualized assessment of each
project, thereby providing a means for
the “market” in research to adjust the
amount of research in light of an
economic quantification of risk. The
Commission is skeptical that such “fine
tuning” has an adequate basis in
scientific fact, st or that the additional
costs and administrative burdens
involved would be outweighed by any
ability of the “market” to reduce the
amount of truly risky research beyond
the existing system of IRB review.
Further, industry representatives were
dubious that such an approach would be
administratively feasible.

The series of discussions between
Commission staff and industry
representatives culminated in testimony
before the Commission by insurance
industry representatives in September of
1980. In that testimony, the
representatives stated “that we would
like to participate with you in seeing
that a reasonable compensation
program for human subjects is
developed.” % Stressing that the
program should not be “unlimited and
open-ended,” and that the development
of a new insurance mechanism must
proceed with moderation, the insurers
reiterated their support for “the
development of pilot programs and

st Quch a “market control” gpproach hes been
discussad by Guido Cdabres, Reflections on
Medica BExperimentation in Humans, in
Experimentation with Human Subjects (ed. by Paul
Freund), George Braziller, New York (1970), and
Clak C. Havighurs, Mechanisms for Compensating
Persons Injured in Human Bxperimentation, Tesk
Force Report, supra note 49, Appendix A a 81-108,

others Professor Harry Bostrdm of the
University of Uppsda in Sweden tediified to the
Commisson tha an andogous system is currently
in effect in Sweden, Bosrdm. On the Compensation
for Injured Research Subjects in Snveden (1980); see
Appendix K to this Report. However, the volume of
research in Sweden is such that a single individud
(Professor Bostrom) is able to review all insured
protocols and to determine insurance premiums on
the bass of comparative evduation of risks
asociated with them. The vadly greater scope of
ressarch conducted in the United States would, in
the view of the Commisson (and of representatives
of the inurance indudry), render such a “ratings
burea” gpproach to American research totaly
impractical. Further, on the bass of a careful
andyss of risk literature conducted for the
Commisson, a minutdy graded ranking of risks
would be impossble or grosdy mideading. See
May Havey and Robet J. Leving Risk of Injury
Asxociated with Twenty Invasive Procedures Used
in Human Bxerimentation and Asssssment of
Reiability of Rsk Esimates (1980), Appendix E to
this Report.

22 Tegimony of Dennis R. Connolly, Senior
Counsd to the American Insurance Coundil,
transcript of 4th meeting of the Presdent’s
Commisson (September 15, 1980) a 1.

assessment of experience under those
programs’ as “the best route to develop
an actual program for the compensation
of human subjects.”

PART IIl: WHAT SHOULD BE DONE?

In this study, the President’s
Commission has, in effect, explored the
widdly held hypothesis that a program
of compensating for research injuries is
needed because subjects who deserve
compensation are not receiving it. This
appears to be at least partialy true;
providing compensation to injured
subjects (even when research projects
are conducted with due care) is ethicaly
desirable—indeed, some would claim
that a moral obligation to compensate
exists. Yet, though it emerged in Chapter
Five that any subjects who are injured
may find it difficult to obtain
recompense under existing tort or
administrative remedies, the
Commission found (in Chapter Four)
that the frequency with which this
occurs is not firmly established. Thus,
more data are needed to provide a
sound basis for policy on this subject.
Furthermore, the strength of the ethical
requirement to provide compensation
for research-related injuries depends in
the view of some people, as discussed in
Chapter Three, upon the practicability of
doing so. Thus, it isimperative to obtain
reliable information on the extent of the
need for compensation as well as the
horizontal inequities, transaction costs,
vulnerability to abuse, and difficulties of
administration that providing
compensation might entail. In other
words, it must be determined, first
whether the incidence of injuries to
research subjects is great enough to
warrant institution of a formal
compensation program, and, second,
whether the costs of compensating those
injured in research can be prevented
from escalating uncontrollably and
consuming an inordinate portion of the
overall research budget. In this Part, the
Commission explores, first, the manner
in which data could be developed
(Chapter Six), and, second, the basic
features of any compensation program
(Chapter Seven).

Chapter 6: Conduct An Experiment

The paucity of reliable data was
described in Chapter Four. No definitive
national data on the incidence or
severity of injuries in Federaly
conducted or supported research exist.
The costs of acquiring comprehensive
data through a methodologically valid
retrospective survey would be very
high—ithe Commission’s view, too
high to be justified. Further, the results
of any such survey would be criticized

because retrospective data cannot
disclose the extent of those costs that
are “induced” by the existence of a
compensation program. Consequently,
such data might understate both the
number of potentia claims and the
associated costs that would arise were
the existence of a compensation
program made known to subjects.

Some witnesses urged the
Commission to conclude that no further
exploration of compensation programs
should occur in the absence of proof of a
crying need. But an absence of data on
injuries should not be equated with data
on an absence of injuries. Other groups
and individuals possessing great
familiarity with biomedical research
suggested that the inadequacies of the
data be remedied. The Association of
American Medical Colleges, for
example, argued for “ingtituting such a
compensation system on a pilot basis,
limited by time, by number of
institutions or geography, to permit the
gathering of relevant data on the basis
of red experience.” *

Although wishing to avoid the term
“pilot” program which might be
misunderstood as a commitment to
moving to afull-scale program, the
Commission agrees with the trust of the
AAMC's argument. It has concluded that
the problem of research injuries should
not be shelved once again, to be passed
on from commission to commission for
further review, with each inquiry being
stymied by the lack of data. Therefore,
the Commission urges that steps be
taken to acquire data prospectively on
the nature and incidence of research-
related injuries through a test of one or
more approaches to compensating for
research injuries.?

As a baseline for comparison, data
are needed on the incidence of research
injuries nationally. To this end, the
President’s Commission, inits first
Biennial Report, recommended that the
regulations governing al research
conducted or supported by Federal
agenies be amended to require annual
reporting of the number of research
subjects as well as data about their
injuries. 3 Although thisis a procedura

t Leter from John F. Sherman, Vice Presdent,
Asocigion of American Medicd Colleges, to
Charman Morris B. Abram (May 7, 1980).

2 The Commission took on a request to provide
advice about the development of a means for
compensating reseerch subjects for injuries that
occur in the future It lacks the authority for the
invedigation that would be nesded to determine
whether retrogpective compensation should be
mede to subjects who may have been injured in
past ressarch projects. A number of such subjects
ae pursuing dams in the courts dreedy, as
described in Chepter 5.

3 Presdent’'s Commission for the Study of Ethica
Problems in Medicine and Biomedicd and
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suggestion and was made in the context
of areview of the Federal rules on
research, it is at its heart a matter of
ethica concern. (The Commission was
disappointed to find that most research
sponsors have not regularly compiled
data on the occurrence of injuriesin the
research projects they support.)

The proposed solution thus addresses
both ethical and practical problems and
should not be difficult to implement.
Principal investigators receiving
government funds are already required
by Federal grant and contract rules to
submit annual progress reports as well
as final reports on their research.
Although data about the numbers of
research subjects, injuries and
consequences may well be included in
the narratives of such reports, they are
not easily retrievable. The Commission
was informed that with few exceptions,
such data are not routinely collected
and collated by any one office within
the various departments. An expeditious
and inexpensive way to collect data on
the universe of research subjects and
research-related injuries would be to
develop aform to be completed
annually by all principa investigators as
part of their progress and final reports
on each project. Completed forms
should be sent to the office within the
Department of Health and Human
Services that has “lead” responsibility
in the field. The data would then be
collated so that information about the
number of subjects and incidence of
injury would be readily available.
Indeed, the Veterans Administration has
aready implemented just such a
requirement for all research it sponsors.

Although this system should provide
basic information about risks and
injuries in research, it will not reveal the
costs and benefits of having a
compensation program. Therefore, the
Commission recommends that a modest
socia policy experiment be conducted
to determine the need for, and feasibility
of, comprehensive or partial programs to
compensate injured subjects.

During the past two decades the
Federa government has conducted a
series of experiments in which new
socia policies have been implemented
under reasonably controlled conditions
and evaluated in order to see how
specific aspects of the policies work in
practices. Such experimentation has
been used to test the effects of
ingtituting a negative income tax,

Behaviord Research, Protecting Human Subjects
Fra Biennid Report of the Adequecy and
Uniformity of Federd Rules and Policies, and Their
Implementation, for the Protection of Human
Subjects in Biomedicd and Behaviord Research,
U.S. Government Printing Office, Washington (1981)
a 73

housing allowances, and various types
of health insurance plans. ¢ The use of
socia policy experimentation has been
encouraged by a broad range of scholars
and policy analysts as a “rationa”
approach to policy innovation. s The
great advantage of such
experimentation is that it allows
innovative programs to be tested and
proven useful or deleterious before a
decision is made about instituting them
on a comprehensive basis. The
government can then modify or abandon
those programs before public
expectations are created or
constituencies formed that force the
government to remain committed to
ineffective programs. Given the
importance of empirical datain
evaluating the need for, and feasibility
of, as compensation program, alimited
experimental trial seems particularly
appropriate.

The Commission recommends that the
compensation experiment be designed
and administered by the Department of
Health and Human Services with
appropriate consulation with other
governmental bodies which sponsor or
conduct research. The relevant office
within the Department would develop
(or contract to have developed) the
detailed plans for the experiment,
including its administration and
evaluation. ¢
Specific Aims of the Experiment

The experiment with formats for
compensation should be designed to
answer the following questions:

(1) How great is the need for a
program to compensate for research
Injuries?

(8) How many research subjects are
exposed to risk of injury?

(b) How many research injuries occur?

(c) How serious are the injuries?

(d) For what proportion of these
injuries is medical assistance currently

4U.S. Office of Economic Opportunity.
Prdiminary Results of the New Jarsey Graduated
Work Incentive Experiment Conducted by the
Office of Economic Opportunity (February 18, 1970);
see d0 Alice Rivlin, Sysemaic Thinking for Socid
Action, Brookings Inditution, Washington (1971) a
94-108.

5 Henry W. Riecken and Robert F. Boruch, eds,
Socid Expeimentation: A Method for Planning and
Evauaing Sodd Intervention, Academic Press
New York (1974) a 1-39; Rivlin, supranote 4:
Campbel, Reforms as Expeariments, 24 Am. Psych.
419 (1969).

& The office within HHS thet is most familiar with
research involving human subjects is the Office for
Protection from Research Risks & NIH. Tha office
does not, however, have extensve experience with
desgn or evduaion of socid experiments. Thus,
the Department may wish to turn to the Office of the
Assgat Seoretary for Planning and Evaudtion
and perhaps to other bodies with expatise in this
fidd in assgning responsibility for the desgn and
conduct of the ressarch compension experiments
recommended here.

provided by formal or informal
procedures (i.e., how effective are such
procedures in meeting existing medical
needs)?

(e) For what proportion of these
injuries are payments currently made for
loss of wages and other expenses (i.e.,
how effective are existing meansin
meeting economic needs)?

(f) Towhat extent does failure to
provide adequate compensation crete
serious problems for injured subjects or
for the research enterprise?

(2) What effects result from
introduction of a compensation
program?

(a) Does the ingtitution of a formal
compensation program undermine
current, informal methods of providing
for the immediate medical needs of
injured subjects?

(b) Would the availability of
compensation bring more research
injuriestolight (i.e., encouragethe
reporting of injuries which would
otherwise not be known to persons
other than those immediately involved)?

(c) Does the availahility of
compensation lead to large numbers of
specious claims?

(d) Does the availahility of
compensation make it easier for
researchers to recruit subjects?

(e) Does the assurance that injured
subjects will be compensated produce
an environment that is more conducive
to research, and how does it affect the
nature and amount of research?

(3) What costs and benefits are
entalled in a compensation program?

(a) How many subjects would be
anticipated to be €eligible to receive
funds under a compensation program?

(b) Can those administering a
compensation program distinguish
specious from valid claims? What are
the administrative costs of making such
determinations?

(c) How difficult isit in practice to
discern a causa connection between
research interventions and subsequent
adverse effects? What approaches to the
determination of causation seem most
effective and just?

(d) What are the costs, both in claims
paid and in administrative expenses, of
a compensation program?

(e?I How would the costs be affected
by the inclusion of Federally supported
as well an Federdly conducted
research?

(f) How would the costs be affected
by covering those injuries caused by
procedures undertaken solely as an aid
to the research design and not for a
patient-subject’s welfare, when in the
absence of such “nonbeneficia
procedures’ therapeutic research would
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be excluded from the compensation
program? Can such injuries be reliably
Identified? ]

(9) What approaches to compensation
provide the most favorable balance of
benefits against administrative burdens
and costs?

Research Plan

Although the actua design of the
experiment is left to the office within
HHS that conducts it, the remainder of
this chapter is intended to indicate the
type of research the Commission views
as desirable and to provide genera
guidance concerning the scope and
nature of such research. Particular
features of possible compensation
programs are discussed in Chapter
Seven.

The Commission proposes that the
three sets of questions listed above be
answered by experimental
compensation programs established at a
small number of ingtitutions and by
ongoing collection and analysis of data
from these ingtitutions and matching
institutions without compensation
programs. Questions concerning the
costs and problems of administering a
compensation program would be
answered by establishing and
monitoring experimental compensation
programs at institutions willing to
participate in the experiment. Uniform
data should be collected on the number
of subjects participating in research,
number of injuries, seriousness of
injuries, and so forth. Additionally, all
injuries resulting in claims for
compensation should be documented,
including the amount of money paid out
in compensation, administrative costs,
number of claims honored and denied,
and the details of each incident. During
the experiment, the Commission
recommends that compensation be
restricted to nontherapeutic experiments
and perhaps to injuries caused by
procedures undertaken as an aid to the
research and not with the intent of
providing possible therapeutic benefit to
patient-subjects.

In addition to providing information
about the genera feasibility of a
compensation plan, the experiment
should provide a basis for determining
whether any type of compensation
program should be recommended or
adopted on a more permanent basis.

The effects of introducing a
compensation program on existing
mechanisms for dealing with injuries
resulting from research could be
partially assessed through the use of
historical controls at the compensating
ingtitutions: however, sufficient data do
not appear to exist. Consequently, a
number of ingtitutions without

compensating programs should be
selected as “matched controls’ and
monitored according to the data-
gathering protocol established for
institutions at which the experimental
compensation programs are being
tested. For such a comparison to be
meaningful, of course, there must be no
systematic differences between the two
groups of ingtitutions (other than
presence or absence of a formal
compensation program). The
noncompensating institutions that are
monitored will serve a dua purpose.
Besides being the “control” group for the
compensating institutions, they will
provide data against which to check the
annua reports submitted by principal
investigators (i.e., how many injuries
occur, how serious they are, etc.).
Methodological |ssues

The Commission encourages those
designing the research to give careful
consideration to the following
methodological issues:

SamﬁIeSelection. Aswith all survey
research, the validity of the conclusions
that can be drawn from this study will
depend at least in part on the
representativeness of the sample being
studied. Obtaining a representative
sample may be particularly difficult,
however, given the wide variety of
ingtitutions in which research is
conducted. Institutional settings for
research range from the Clinical Center
at the NIH, to universities, medica
schools and hospitds, to small
independent research facilities. One
approach that might be used is known
as “quota sampling.” Institutions
involved in Federally conducted or
supported research would be grouped in
appropriate categories. A sample
containing a certain number (quota) of
institutions from each category would
then be drawn. Within each category of
ingtitutions in the sample, haf would
initiate an experimental compensation
program; the other half would be
monitored in a similar manner but
would not have a compensation
program. Under idedl circumstances, the
selection of ingtitutions from each
category in the sample would be
random, as would be the assignment of
institutions within each category to have
or not have a compensation program.

The Commission believes this basic
approach can and should be applied to
Federally conducted and Federally
supported research. However, the
Commission believes that the NIH
Clinical Center, because of its centrality
in Federal biomedical and behavioral
reserach and its traditional leadership
rolein the scientific community, should
not be randomly assigned but should

participate in the experiment as a
compensating institution. If a successful
compensation program cannot be
established at the NIH Clinical Center,
the Commission is skeptical that any
such program should be imposed by the
Federal government on other research
ingtitutions.

With respect to Federally supported
research conducted at non-Federal
research ingtitutions, the mgjor issue in
considering sample selection is whether
participation should be mandatory (i.e.,
tied to federal funding) or voluntary.
Scientifically, mandatory particpation is
preferable since it reduces the likelihood
of biased sampling that would occur if
the “self-selected” ingtitutions that
volunteered to participate differed as a
group from those that do not. The
Commission sees severa advantages in
voluntary participation, however, and
on balance believes that, if possible,
participation should be on a voluntary
basis. The assistance of groups such as
the AAMC which support alimited,
experimental evaluation of research
injury compensation should be sought in
persuading ingtitutions to participate in
the experiment.

Two approaches might be used to
reconcile the desirability of
participation on a voluntary basis with
the need for random selection and
random assignment to compensating or
noncompensating categories. One
approach would be to select the sample
and assign the chosen institutions to
compensating or noncompensating
status on a random basis, but to alow
institutions to “opt out” of the
experiment if they were unwilling to
participate in their assigned role. An
alternative approach would be to solicit
institutions to volunteer to participate in
the experiment on the understanding
that they would then be assigned
randomly either to the experimental
(compensating) or control group. Under
either approach it would be possible for
the government to offer institutions
incentives in order to assure that a
sufficient number of ingtitutions would
be willing to participate. For institutions
that agreed to participate in the
experimental compensation program,
the government might, for example, offer
to cover the costs of compensating for
injuries that occurred on non-Federally
funded as well as Federaly funded
research (provided, of course, that the
former as well as the latter passed
thorugh IRB review).

Sample Size. In determining the
number of ingtitutions that will compose
the sample for this study, the
implementing agency will need to
balance the need for reliable data with
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the need to minimize the costs of
conducting the experiment. The
following considerations are relevant to
this decision:

(1) The degree of variation among
research institutions imposes certain
requirements. If ingtitutions are divided
into categories for quota sampling, at
least two ingtitutions from each category
should be included in the sample (one to
initiate a compensation program, the
other not). Thus, the number of
categories determined to be necessary
to reflect ingtitutional diversity will
have a direct bearing on the sample size.

(2) Given that ingtitutions are the unit
of analysis, a sufficient number of
ingtitutions must be studied to obtain
adequate dtatistical sensitivity (i.e, an
adequate ability to detect differences)
when comparing compensating and
noncompensating ingtitutions.
Otherwise, substantial real-world
differences between compensating and
noncompensating ingtitutions would fail
to show up as “satigtically significant
effects’ in the experimental data.

Duration of Study. Three
considerations argue for conducting the
study over a period of severd years.
First, the incidence of research injuries
is expected to be quite low. Unless the
study continues long enough to alow a
fairly large “sample” of injuries to occur,
there is a danger that the particular
experience with injuries observed in a
limited period may, by chance, be
unrepresentative of research injuries in
general. Second, because research
Injuries may not become known
immediately, a study of short duration
may underestimate the rate of injuries.
Finally, because initia reactions to a
novel program may be unrepresentative
of later reactions, a valid evaluation of a
compensation program may not be
possible until it operates long enough to
become established and known.

Costs

Until the parameters of the
recommended experimental evaluation
of compensation approaches are more
fully delineated—a task which the
Commission believes can only be
carried out by those with final
responsibility for designing the
experiment—it is impossible to estimate
the costs of the experiment. Rough
yardsticks are provided by the
experience of the University of
Washington, where commercial
premium costs were less than $1.00 per
covered subject (and actua payments
were less than 5¢ per subject), and by
the Quincy Research Center, where
costs were less than those associated
with workers' compensation premiums
for professional employees. In addition

to premium costs, of course, the
experiment will incur certain
administrative costs and the costs of
design and evaluation.

The Commission notes that under
existing Public Health Service palicy,
reasonable insurance costs incurred by
contractors and grantees are aready
alowable expenses. Thus, the
implementation of a compensation
experiment would not create a new
category of expense insofar as insurance
premium costs are concerned. By
statute, funds are available to HHS for
research and development experiments
on programs. The Commission believes
that such funds might usefully be
applied to the compensation experiment,
and that a satisfactory experiment could
be conducted for avery small fraction of
1% of current Federal expenditures on
biomedica research grants and
contracts.

Standards for Evaluating the Desirability of
Instituting a Compensation Program

The ethicd desirability of
compensating victims of research
injuries is strong, but the decision
whether to adopt a compensation
system must in the Commission’s view
be made by balancing the seriousness of
the problem against the costs and
practical difficulties of the solution. A
finding of substantial need would argue
strongly in favor of a compensation
program even if significant costs and
practical difficulties might be entailed. If
the need for a compensation program is
shown to be small, however, the cost
and difficulty of administering make a
permanent program seem much less
necessary or desirable.

A finding that relatively few serious
injuries occur to subjects in research
should not in itself be taken to indicate
that no compensation program is
needed. Few serious injuries resulting
from properly conducted research have
been reported or documented. The
examples of research injuries most
frequently recited (i.e., the Tuskegee
syphilis experiment, the ClI A-sponsored
psychoactive drug research, and so
forth) occurred prior to the existence of
the review processes required by current
Federa regulations. Nonetheless, it is
undeniable that human research
involves somerisks. In thelong run, it
mag well be more protective of the field
of biomedical and behavioral research
for it to be prepared to meet any human
disaster which may result from its
activities. The alternative—a knowing
decision to do nothing to provide a farr
and simple avenue of relief in the event
of serious injury—carries serious danger
for public confidence in science and
scientific research. Moreover, any

program adopted in the wake of such an
event would almost certainly be less
well-designed than one adopted in light
of the results of a well-conducted social
policy experiment. ?

Chapter 7: Consider Various Features of
Nonfault Insurance Programs

What features might be tried out as
part of the social policy experiment
proposed by the Commission? One
dternative, rejected by the Commission,
would be to create a remedy through the
judicia system. It does not seem wise to
remit injured subjects “to the
uncertainties of the law court” * or to
require them to hurdle the formidable
barriers to recovery that exist even in
strict tort liability.

The Commission aso examined
various governmental health and
compensation programs and private
insurance plans to determine whether
they might serve as models for further
study and experimental evaluation
regarding compensation for research
injuries. While the existing programs
also appear to be inadequate, they point
to the possibility of a nonjudicial,
nonfault system of compensating for
research injuries. The factors favoring
this approach are nicely summed up in a
report prepared by the Ciba Foundation
study group established in response to
the Pearson Commission’s
recommendation favoring strict liability:

Compared with litigation a no-fault
compensation scheme would have the
advantage of administrative smplicity.
Claims can generally be handled quickly and,
since the claimant would not be seeking
redress from the researcher, his employer or
the funding agency, it would be proper for the
researcher to assist the claimant in the
preparation of his claim. The researcher and
the participant in the research would,
therefore, not be adversaries as would be
inevitable in any scheme based upon
litigation. It is in the public interest that all
participants in medical research should
appreciate that their well-being, and the
public interests, are overriding considerations
in the mind of the investigator. 2

This chapter first reviews the
governmental and private insurance
models and presents the reasons for
their rgjection. The rest of the chapter
discusses the varying features that might

7For a fuller discusson of the issue of
compensating for injuries arigng from cartain
causes in thergpeutic research, see pp. 132-135.The
terms are defined and their practicd
interrdationships are shown in Appendix S.

1 Tuskegee Syphilis Study Ad Hoc Advisory
Pand, Find Report, U.S. Depatment of Hedth,
Education and Wefare, Washington (1973) a 23.

2 Ciba Foundation Sudy Group, Medica
Research Civil Liability and Compensation for
Persond Injury, Ciba Foundaion, London (1980) &
9.
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be considered for nonfault insurance
programs to compensate for research
injuries.
Existing Governmental Programs as Models

The Commission began its study of
existing Federal models by reviewing
the materials prepared for the HEW
Secretary’s Task Force on the
Compensation of Injured Research
Subjects in 1975. Those materias
included detailed descriptions of four
major Federal compensation programs:
the Federal Employees Compensation
Act (F.E.C.A.), theBlack Lung Benefits
Act, the National Flood Insurance Act,
and the Veterans Administration
service-connected disability program.
The report prepared for the Task Force
on these programs appeared in an
appendix to the Task Force's final report
and is reprinted, for convenience, in the
appendix volume accompanying this
Report.3

The Commission then undertook to
update these materials and to explore
certain programs and issues in greater
depth. Some of this work was carried
out by a hedth policy analyst who
reviewed in some detail the suitability
of F.E.C.A. and the Veterans
Administration program as models for
compensation for research injuries,
brought prior work on the black lung
program up to date, and provided
information on Socia Security disability
programs, Medicare, and state workers
compensation programs. 4

Members of the Commission staff also
canvassed the literature and reviewed
administrative and legidative proposals
regarding compensation for injuries
associated with vaccine and
immunization programs, radiation from
nuclear weapons testing, toxic
substances in the environment, and
medical accidents, as well as proposals
for modifications in product liability
law. These injuries took advantage of
ongoing studies concerning
compensation programs in other Federa
agencies and in interagency working
groups. Particular attention was paid to
the lessons of the swine flu vaccine
program, including the continuing
litigation associated with it, and to
contemporaneous studies by the
Congressional Office of Technology
Assessment of compensation for
vaccine-related injuries.

3 Frederick G.G. Barber, Report on Federal
Modds, HEW Secretary’s Task Force on the
Compensation of Injured Research Subjects, Report,
U.S. Depatment of Hedth, Education, and Wdfare,
Washington (1977) (hereindfter cited as Task Force
Report) Appendix A a 167-198.

4 Stanley B. Jones, Exiging Federal Prograns as
Modds for Compensation of Human Subjects (1980);
see Appendix M to this Report.

F.E.C.A. and Other Workers
Compensation Programs. F.E.CA.isthe
workers compensation plan applicable
to approximately three million civilian
Federal employees, and to certain other
persons as well. s The plan is generaly
similar in structure to most state
workers' compensation plans, although
benefits are paid directly by the
government and tend to be more
comprehensive in scope and more
generous in amounts (particularly for
highly paid employees) than state plans.
The program is administered by the
Office of Workers' Compensation
Programs within the Department of
Labor.¢

F.E.C.A. provides benefits to covered
employees both for injuries resulting
from accidents and for diseases
proximately caused by their
employment. Benefits are provided
through an administrative mechanism
without regard to fault (except for
willful misconduct or intoxication by the
injured employee) and include
compensation for loss of wages, dollar
awards for bodily impairment or
disfigurement, medical care for aninjury
or disease, rehabilitation services, and
compensation to survivors in the event
of an employee’s death. ComBensation
levels are established on the basis of a
percentage of an employee’s pay level.
Awards are subject to administrative
review but are not subject to chalenge
in the courts.

F.E.C.A. has been extended, by
statute, to apply to a number of “non-
typical” types of Federal employees and,
indeed, non-employees. Among the
persons currently covered by F.E.C.A.
are Peace Corps and VISTA volunteers,
members of the Civil Air Patrol and
National Teacher Corps, Job Corps
enrollees, certain student-trainees, and
non-Federal law enforcement officers
injured in the course of enforcing
Federal law.? Methods have been
devised to accommodate the specia
compensation requirements of such
individuals.

F.E.C.A. isnot the only Federa
legidation providing workers
compensation benefits. The Federa
Longshoremen’ s and Harbor Workers
Compensation Act (the
“Longshoremen’sAct”) governs

workers compensation for privately

55 U.SC. Ch. 81 88 8101 et 520 See generally
Comptroller Generd’s Report to the Congress,
Compensation for Federal Employeelnjuries It's
Timeto Rethink the Rules HRD—79-78 (Ausgust 22,
1979) (herdndfter cited as Comptroller Generd's
Report on Compensation).

s Comptroller Generd’s Report on Compensation,
upra note 5.

7See5U.SC. §88101(1), 8141-8143, 81433, 8144,
8191,

employed persons engaged in maritime
employment. 8 The L ongshoremen’ sAct
has been extended, by statute, to
provide coverage for severa additional
classes of workers, including persons
employed at military, air, and nava
bases outside the United States:
employees of “nhonappropriated fund
instrumentalities’ (e.g., military base
post exchanges); employees working on
the outer continental shelf under United
States jurisdiction; and, until recently,
employees in the Digtrict of Columbia. ¢

Benefits under the Longshoremen’s
Act are generally similar to, but
somewhat less generous than, those
available under F.E.C.A. Unlike the
situation under F.E.C.A., awards under
the Longshoremen’s Act are paid by
private employers and may be appeaed
in the Federal courts. This
administrative mechanism is thus
subject to severa of the criticisms
leveled against common law tort
remedies which entail resort to the
courts. The Longshoremen’s Act does,
however, provide a Federaly recognized
alternative to F.E.C.A. with benefit
levels closer to those provided under
state workers' compensation laws.

In addition to these Federal programs,
all fifty states have their own workers
compensation acts requiring employers
to provide benefits to workers who
suffer work-related injuries and
diseases. To be digible for benefits,
normally an employee must experiance
a “personal injury by accident arising
out of and in the course of
employment,” ©°Beyond this common
framework, digibility criteria and
benefit levels vary widely among the
dstates. Many state plans are criticized as
inadequate, particularly with respect to
coverage of work-related illnesses and
diseases. A Federaly mandated
National Commission on State
Workmen's Compensation Laws made
numerous recommendations for
improvements in its 1972 report; * many
of these recommendations have yet to
be implemented.

What, then, are the lessons of Federal
and state workers compensation
programs, and to what degree do
existing programs, particularly F.E.C.A.,

¢ 33 U.SC. Ch. 18, 88 901 et s2g. Other workers
compensation plans embodied in Federd legidation
indude the Jones Act, covering merchant seamen
and the Federd Employers Liability Act, covering
rallroad employess.

°Se42 U.SC. Ch. 11, §8 16511654, 5U.SC.
§88171-8173; 43U.SC. §8 1335-1343; D.C. Code
PO 501-504, repeded by Didrict of Columbia
Workers Compensation Act of 1979, D.C Law 3-77.

10 Report of the National Commisson on Sate
Workmen's ion Laws U.S Government
Printing Office, Washington (1972) a 32.

uld.
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provide useful models for a
compensation system for research
injuries? The problem of injured

research subjects seeking compensation
is similar in several respects to the
position of the injured Industrial

worker, suggesting the plausibility of the
workers compensation approach as a
model for research injuries. The history
and rationale for workers compensation
laws underline some of those
similarities, as well as a few significant
differences.

Workers compensation programs
were established in the early part of this
century in response to growing
dissatisfaction with the tort system as a
vehicle for resolving claims arising from
work-related injuries. The new approach
abandoned severa requirements under
the tort system viewed as unfair or
unduly burdensome to injured workers,
and permitted workers to recover if their
injuries arose in the course of their
employment, without proof of fault by
the employer. In this respect, workers
compensation laws recognized
industrial accidents as an inevitable
hazard of modern industry. The new
approach also recognized that the
human costs of injury, like the costs of
repairing machinery, were part of the
costs of the enterprise and should be
borne by those who benefit from the
enterprise, not by the injured workers.
This philosphy found expression in a
dlogan of the time: “the price of the
product should bear the blood of the
workingman.” Scholars of the period
believe the adoption of workers’
compensation laws contributed to
industrial harmony and socia peace. ©2

At present injured research subjects
enjoy no benefits comparable to
workers compensation, athough there
are notable structural similarities with
the situation of ordinary American
workers. Injured subjects, like workers a
century ago, face specia obstaclesin
securing relief through the tort system.
Because of the specia character of the
research enterprise as a venture into the
unknown, research injuries are an
inevitable hazard of the enterprise.
Further, the human costs of injury
incurred in research are truly costs of
the research enterprise to society—costs
necessarily incurred to obtain the
benefits of scientific Erogr&ss.

It may be argued that research
subjects volunteer to participate in
research, while workers effectively have
little choice about incurring workplace

2 Comptroller Generd’s Report on Compensation,
upra note 5, Appendix 11, and see generally Roy
Lubove, The Struggle for Socid Security, 1900-1935.
Harvard University Press, Cambridge, Mass (1968)
a45-65.

hazards to earn their livelihoods. To the
extent that subjects participate in
research purely out of atruistic motives,
this observation may be correct. To that
extent, the analogy between workers
compensation and compensation for
research injuries is imperfect. Yet, on
the ethical plane, that difference adds
weight to the injuried subject’s claim
againgt society, since the volunteer has
acted atruistically. And to the degree
that some subjects participate in
nontherapeutic research as a convenient
means of casua employment-for-pay (a
not uncommon practice among
university and medical school students),
parity of treatment suggest that subjects
should be entitled to workers
compensation benefits much as are
other employees-for-pay.

The workers' compensation analogy
does tend to break down with respect to
one class of subjects: patients who
participate as subjects in therapeutic
research with the expectation of
securing personal health benefits. Such
subjects may seem more akin to patients
receiving standard medical care (who
are not entitled to compensation on a
nonfault basis) than to workers eligible
for workers' compensation. Further,
such patient-subjects pose many of the
administrative difficulties which
workers' compensation programs have
been least successful in answering:
determining causation of diseases that
are not arguably work-related;
measuring the degree of “excess injury,”
or the exacerbation of preexisting heath
conditions; and calculating the benefits
owed to persons not currently in the
work force. For these reasons, the
Commission believes that the uncritical
application of workers' compensation
models to therapeutic research involving
already sick patient-subjects is fraught
with potential hazards. However, with
respect to nontherapeutic research
(especially that involving headthy
subjects), the Commission concludes
that workers' compensation, and
F.E.C.A. in particular, offers apotential
model for compensating injured
research subjects.

VeteransBenefits. A second approach
carefully examined by the Commission
is the compensation system
administered by the Veterans
Administration for service-connected
disability or death. Under this program,
benefits are provided to veterans for
disabilities incurred in, or aggravated
by, a period of military service though
not necessarily “caused” by the service.
Benefits include health care and
rehabilitation, typically provided in VA
facilities, and financial compensation
for lost earning capacity due to the

disability. These benefit programs make
no distinction between men and women
who volunteered for service and those
who were conscripted.

In marked contrast to workers
compensation approaches, VA service-
connected disability benefits are
payable without regard to the
beneficiary’ s employment status. Rather,
benefits are determined according to an
“average man” concept. Disabilities are
rated and compensated according to a
comprehensive schedule of injuries and
diseases, under which varying
percentage ratings are assigned,
depending on the degree of severity of
any given disability. These percentage
ratings represent, as nearly as possible,
the “average impairment in earning
capacity” resulting from a particular
disability in civilian occupations. In
applying the “average man concept,”
there is an assumption that al young
people who entered military service at
an early age would have the potentia
for attaining an “average civilian
occupation income” at the time of their
discharge. These disability payments
levels are adjusted yearly by Congress,
to correspond to cost-of-living increases
provided in other Federa benefit
programs. This “income loss
compensation” can be reduced if it can
be demonstrated that the individual was
already disabled before entering service,
in away definable in the schedule for
rating injuries and diseases. In that
event, only the “additional disability” is
compensable, # Research canbe
prevented from escalating
uncontrollably administrative cost.
Claim decisions are subject to
administrative review, but because of
the relatively smple administrative
structure of the program (and the
existence of other VA programs

roviding for the needs of the veteran),
ew appeals are taken. No appeals to the
courts are permitted.

The Commission believes a number of
features of the VA service-connected
disability program bear close
examination in the structuring and
experimental evaluation of aternative
compensation plans for injured research
subjects. In particular, the “average
man” concept may have promise in
determining benefit levels for injured
subjects whose current income, if any,
may not accurately reflect their true
earnings capacity.

The Commission’s health policy
consultant noted that “if participation in
research experiments were deemed by

13| _etter from Dorothy C. Rasinski, M.D., JD.,
Asocige Director, Medicd-Legd Affars Veterans
Adminigration, to Alan J. Weishard (1980).
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law to be equivalent to service in the
military, research subjects might be
covered” by the VA service-connected
disability program. 4 The Commission
believes this suggestion bears further
exploration, but notes that VA benefits,
unlike those afforded under F.E.C.A. or
the Longshoremen’ s Act, have not
historically been extended to new
groups of beneficiaries.

Vaccine and Immunization Programs.
Many of the issues involved in recent
Congressional and Executive Branch
efforts to formulate a national policy on
compensation for injuries in vaccine and
immunization programs bear a close
relationship to questions arising in the
context of research injuries. The
Commission notes that the approaches
under consideration for vaccine injuries
are closdly analogous to those examined
here. s

The Commission agrees, for example, with
the conclusion of the Office of Technology
Assessment that “the swine flu program is
widdly regarded as exemplifying the
problems inherent in compensating for
vaccine related injuries via the tort law
system.” ©The Preference of the President’s
Commmission that nonfault administrative
and insurance mechanisms be explored as a
means to compensate for research injuries,
rather than pursuing remedies through the
tort law system (including dtrict liability), is
based in part on the swine flu experince. 17

1 Jones Exiding Federd Programs as Modds for
Compensation of Humen Subjects, supra note 4, a
3334

15 Office of Technology Assessment, U.S.
Congress A Review of Sdected Federal Vaccine
and Immunization Pdlicies (1979); Office of
technology Assessment, U.S. Congress,
Compensation for VaccineRdated | njuries (1980);
Reports and Recommendations of the Nationd
Immunization Work Groups (1977).

s Compensation for Vaccine-Rdated Injuries
upra note 15 at 13.

7The Federd government's ill-fated 1976 effort to
immunize the public againg swine flu nearly ended
before it begen, when vacdne manufecturers
refusad to trander their vacdines from bulk to
bottles for digtribution, because the manufacturers
were unable to secure insUrance coverage agangt
potentid  lighility for vaccnerdated injuries
Emergency legidation was rushed through
Congress, providing thet any dams arisng from the
awine flu program should be filed againg the
Federd government, while presarving the
government's right to sue manufecturers for
indemnification in the event of negligence in the
production of the vaccines Public Law 94-380. See
R. E. Neustadt and Harvey V. Fineberg, The Swine
flu Affair: Decison-makingon a Sippery Dissase,
U.S. Depatment of Hedth Education and Wefare,
Waeshington (1978). Under theis legidation, the
government assumed the “duty to wamn” potentia
vacdne recipients of any known adverse reections
to the vaccing, and undertook to defend agangt any
dams brought for vecdne injuries

The reaults are wel known. Although the feared
swine fllu epidemic never materidized, there

ickly devel a mini-epidemic of dams agang
9he Fc}(/jerd ggvp?nmmt, m?w related to the ;g&
of Guillan-Bare Syndrome (GBS). As of Augugt 12,
1981, some 4039 daims for a totd of over $2.89
billion in damages had been filed. Of these daims
1523 had progressed to lawsits, reguiring

Evaluation of Governmental
Alternatives The Commission has noted
the tendency of governmental
compensation programs, once enacted,
to expand beyond their originally
contemplated scope, placing ever
greater demands on the Federal
treasury. One significant factor
underlying the escaation in costs of
many Federal compensation programs
has been the general rate of price
inflation throughout the economy, and
the still higher inflation in medical costs.
The Commission sees little in the design
of the compensation program for
research subjects which could
significantly affect this overriding fact.

A second factor responsible for
escaating costs is the power of
particular political constituencies to
expand the scope and benefit levels of
compensation programs. To some
degree, such expansions may serve
legitimate policy interests; often it is
merely a matter of politics. One of the
most striking features of the research
injury question is the near-absence of
any active congtituency group of
research subjects. If the Commission’s
data on the Incidence of research
injuriesis correct, it is exceedingly
unlikely that any large or powerful
constituency group representing injured
research subjects will arise.

The presence or absence of a
powerful constituency group does not
affect the moral claim to compensation
of those subjects who are injured in
research. The lack of such a group does,
however, diminish the likelihood that
overwhelming political pressures will
force an initially modest compensation
program to expand beyond its
appropriate contours.

Nonetheless, the Commission has paid
specia attention, in articulating its
severd aternative approaches toward

extreordinary  efforts on the pat of lavyers a the
Judtice Department, as well as imposing
condderable expense on the government and
burden on the Federd court sysem. Perhaps the
mgor potentid advantage of this sysem to the
Federd government, the possibliity thet the
government might have prevailed on the merits in
many cases (on the basis that the government
should not be held accountable for a failure to warn
of risks that were unknown & the time) was put in
quettion when then HEW Secretary Cdlifano issued
a datement accepting the government's
regponghility for GBS dams. See Compensation for
Vaccine-Related Injuries supra note 15, a 13-17.
While the legd dfect of this statement is open to
quedtion the Jugtice Department subsequently took
the postion thet it would not require proof of a
theory of lighility in cases in which GBS was
etablished (dthough proof of lighility is required in
dl other cases). As a reault, the government
incurred both the subgtantid codts of courtroom
litigation and ligbility for the large awards
asociated with such litigation. It is difficult to
imagine how an adminigrative mechanism for
nonfault compensation could do worse

compensation, to those aspects of a
compensation program which might
expand the scope and expense of a
program beyond those initialy
contemplated. Perhaps most significant
among these are the questions whether
a program should encompass
nonphysical injuries; injuries sustained
in therapeutic research and injuries
sustained in research not conducted or
supported by the Federal Government.
Careful study of benefits and costs
should precede any decision to include
these categories in a compensation
program.

A third reason why the scope of
compensation programs has expanded
and their costs have escalated is the
tendency, particularly in the courts, to
accord more libera interpretations to
eligibility and benefit criteria. Therefore,
the Commission recommends that court
review by precluded initially and dollar
cellings be set on awards as features of
any program being tested out;
reexamination of these features ought to
await severa years experience with an
actua program in place.

A fourth basis for escalating costs is
greater awareness by potential
beneficiaries of the compensahility of
injuries. To the degree such awareness
leads persons to make claims who are
legitimately entitled to compensation.
any “escalation” in costsis a sign that
the program is doing its job and reaching
the persons intended to receive benefits,
However, greater awareness of the
availability of compensation may also
lead to specious claims by persons not
legaly entitled to relief. Costs
assoclated with such claims include
both any benefits erroneously paid out
to undeserving claimants and the
administrative expense of processing
invalid claims. This problem of
potentially excessive “induced costs’
was a significant concern of several
witnesses who questioned the wisdom
of a compensation program and is
serioudly regarded by the Commission.:
The Commission’s recommendation that
any compensation program be tested
first through a small experiment is based
on the conclusion that the potentia for
induced costs must be carefully
evaluated before Federal policymakers
consider ingtituting a comprehensive
plan or promulgating a requirement that
research ingtitutions adopt such plans.

Insurance Mechanisms as Models
Members of the Commission staff

conducted extensive and fruitful
discussions with representatives of the

B Tegimony of George Bengein, Esq, transcript

of 6th meeting of the President’s Commission
(Jenuary 6,1981) at 189-95.
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insurance industry—including company
officias, insurance brokers, trade
association officers, and institutional
risk managers—to determine what role
insurance mechanisms could usefully
play in assuring medical care and
financial redress for injured subjects.
Severa conclusions emerged from these
discussions.

The insurers (and other interested
parties) made a number of specific
suggestions concerning the terms of a
compensation program. Their
submissions are published in the
appendix volume accompanying this
Report. * The focus here is not on these
specific suggestions, but broader
structural approaches to incorporating
insurance mechanisms as part of a
compensation system. At least three
distinct models (as well as combinations
of these models) may be envisioned;
ingtitutional private insurance,
ingtitutional self-insurance, and pooled
or collective insurance.

Institutional Private Insurance.
Institutional private insurance is
perhaps the most familiar model. Under
this approach, each research institution
would purchase, from commercia
insurance companies, nonfault coverage
of all subjects participating in covered
research at that ingtitution. Terms of
coverage would be negotiated by the
relevant ingtitution and the insurance
carrier, subject to minimum
requirements. Premiums would be set
according to norma underwriting
standards, reflecting the type of
ingtitution, the mix of research
conducted, and any prior claims
experience. Coverage could be marketed
either as a separate insurance product
or, more likely, as part of the overal
insurance package for the ingtitution.

This is the approach successfully
employed at the University of
Washington (Seettle) for a number of
years, originaly in conjunction with the
Argonaut Insurance Company and
subsequently, between 1973 and 1979,
with the Aetna Casualty and Surety
Company. 2 The insurance carriersin
that instance wrote coverage through a
specia endorsement to the university’s
comprehensive general liability
insurance policy. Coverage was
originally provided following a survey of
adverse effects associated with research
at the university during a one-year base
period, a a premium cost of 50¢ per
subject, or $17,500. In subsequent years,
the cost of insurance coverage was a
fixed charge of $35,000, without regard

12 See Appendices O, P, Q, R, T to this Report.

2 Diana McCann and John R. Pettit, A Report on
Adverse Effects Insurance for Human Subjects
(1980); see Appendix H to this Report & 1.

to the number of subjects covered. The
university’s human subjects officer and
risk manager reported that the insurance
program “relieved concerns within the
university for the economic protection of
human subjects’ and that “there have
been no complications in the insurance
program.” 2

The major drawbacks of this private
insurance approach are, first, that the
terms of coverage must be sufficiently
attractive to induce participation by the
private insurance industry (which
implies significant limitations on the
extent of coverage) and, second, that
some research ingtitutions may have
difficulty in securing coverage. As noted
by representatives of the private
insurers, “the larger and more respected
institutions will obtain coverage more
easily,” while other ingtitutions “may be
unable to obtain such coverage because
their projects are too risky or because it
is impossible to assess the degree of risk
in the program. Thiswill be particularly
troublesome with respect to research in
smaller ingtitutions engaged in high risk,
even if potentialy beneficial.
research.” 2

Ingitutional Sdf-Insurance The
second model is that of ingtitutional self-
insurance. Here the institution itself
defines the terms of coverage and
establishes an actuarialy sound sinking
or reserve fund to cover future claims.
No private insurance carrier is involved.
As aresult, the terms of coverage are
potentialy quite flexible, and many
ingtitutions find self-insurance less
expensive and more satisfactory for
their needs than insurance procured on
private insurance markets. An
Iincreasing number of universities and
hospitals have switched from
commercia to self-insurance in recent
years. For example, the University of
Washington has for three years
provided its own liability coverage,
including insurance for adverse effects
associated with research, through a
program of self-insurance.

There are severa drawbacks to
ingtitutional self-insurance, however,
particularly far smaller research
Iingtitutions. Since each ingtitution
establishes a fund to cover its own
claims, risks are not spread as widely as
with commercial insurance. Thus, in the
event of an unusua string of losses (or
even a single catastrophic loss), the
reserve fund may be endangered,

2 |d, & 3. The University of Washington has for
sverd years been a Hf-insurer. The totd amount
pad in daims to injured subjects in the nearly 10
years it has has a foomd compensdtion program
averages less than 5¢ per subject. This amount does
not indude the vaue of free medicd services
provided to subjects.

2 Se note 18 supra.

requiring claims to be paid out of

general funds. Further, many states have
laws limiting the ability of state
instrumentalities or nonprofit

ingtitutions to self-insure. In the state of
Washington, a legidative change was
required before the state university
could self-insure.

The compensation program for
research injuries at the Quincy Research
Center, a drug testing facility in Kansas
City, Missouri, combines elements of
salf-insurance and private insurance. =
The research center has provided
medical care under a self-insurance
approach for al research participants
since 1975. In addition, the research
center provides financial compensation
in the event of injury through aworkers
compensation-type insurance
arrangement. The director of the
research center reports that standard
rates for research subjects as employees
are approximately twice as great as
those for physicians and consultants.
approximately five times as great as
those for clerical office employees,
dightly less that one-third as great as
those for chauffeurs and drivers, and
approximately equal to those for
analytical chemists.

Callective or Pooled Insurance A
third model for insurance coverage for
research injuries is collective or pooled
insurance. Under this system, a group of
research institutions could band
together, perhaps with government
assistance, to establish a collective
insurance pool. Such as arrangement
would retain many of the advantages of
self-insurance, notably including
flexibility in the terms of coverage and
the ability to move forward with a
program even in the absence of interest
by the private insurance industry in
providing appropriate coverage. But the
collective approach would permit
greater spreading of risks among
institutions than would institutional self-
insurance, and could be expected to
result in lower administrative costs.
Collective insurance pools might be
especially important for smaller
research ingtitutions which face
difficulties in securing coverage for
research injuries in the private
insurance market or in establishing their
own self-insurance programs.

The Commission is not aware of any
collective insurance pools for research
injuries now operating in the United
States. However, many such pools have

= John D. Armnald, Incidence of Injury During
Clinicd Pharmacology Research and
Indemnification of Injured Research Subjects a the
Quincy Research Center (1980); see Appendix | to
this Report.

2|d. at 34-35.
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been established for other analogous
purposes. In many states, such
insurance collectives are the primary
source for medical malpractice
insurance. A number of universities and
hospitals have also participated in such
plans to cover other insurance needs.
These arrangements could be modified
to provide coverage, on a nonfault basis,
for research injuries. While the laws and
regulations pose obstacles in certain
jurisdictions, it seems clear that many
institutions could provide protection to
research subjects through such
collective insurance pools.

Evaluation of Inaurance Alternatives
The Commission does not believe that
any one of these insurance models is
fully satisfactory for al research
ingtitutions in all circumstances. The
Commission concluded however, that if
compensation for research injuries were
desired virtually al research institutions
desiring (or mandated) to develop a
reasonable insurance program providing
minimally adequate coverage for
subjects injured in research conducted
at that institution could do so through
one or more of these models. The
necessary arrangements would take a
certain amount of time, as well as
cooperation and coordination among
research ingtitutions, risk managers,
insurance brokers, and insurance
companies, but nonfault insurance
coverage for research injuries appears to
be feasible. Moreover, it implemented in
sensible fashion, it offers a better basis
for providing compensation to injured
research subjects at reasonable cost to
research ingtitutions and the Federa
government than any aternatives, such
as tort litigation.

The Commission notes that under the
existing policy of the Department of
Health and Human Services, ingtitutions
conducting research pursuant to Federa
grants and contracts may procure
Insurance coverage providing protection
for research subjects on a nonfault
basis, and may recover associated
(reasonable) expenses under their grants
and contracts as indirect costs or, in
certain instances, as direct costs. = Thus,

» The Public Hedth Service Grants Policy
Satement provides (at p. 19) that:

Insurance is usudly trested and rembursed as an
indirect cogt. In cetan studions however, where
specid insurance is required because of risks
peculiar to the project, the premium may be charged
a a direct cogt if condgtent with ingitutiondl
palicy. Such premiums may include those on hazard,
mapractice, and other lighility insurance to cover
grant-supported  personnd and  activities

See dlo the provisons governing recovery of
dlowable insurance costs a 45 CFR Pat 74,

Subpart Q, Appendix E (hospitds); and OMB
Circulars A-87 (state and locd governments); A-21
(educationd inditutions); and A-122 (other
nonprofit  orgenizations).

for institutions wishing to do so,
insurance protection for subjects may
now be provided, at government
expense, without the need for changes
in Federal statutes or regulations. The
logic of the Commission’ sreasoning
would point toward regarding the costs
of a compensation program as direct
costs like other identifiable items
(including appropriate remuneration of
subjects for their time and trouble in
participating).

Having determined that a nonfault
insurance system should be the basis of
the “compensation programs’ being
tested, the Commission proposes a
number of variables that should be
considered in designing the
experimental compensation programs.
Before discussing those variables,
however, the Commission’s intent with
respect to certain basic elements that
the experimental compensation
programs should embody should be
made clear.

Objectives of a Compensation Program

From what has already been said it
can be seen that a major objective of
any “compensation plan” is to ensure
that necessary medical care and
financial indemnities are provided, in a
fair and just fashion, to protect research
subjects (and others who are dependent
upon them for support) from the
remediable harm that occurs as a result
of injuries suffered in research. “Easing
the plight of the victim” = is not,
however, the sole consequence—and
need not be the sole objective—of a
compensation program. A compensation
program might also serve as a means of
socia control over the funding and
conduct of biomedical and behavioral
research.

First, the funds spent in compensating
injured subjects could help to identify,
and perhaps even to quantify with some
precision, a cost of doing research that
had previoudy been overlooked in
decisions regarding the number or type
of experiments to undertake.
Specifically, it has been suggested that a
compensation program could discourage
overly risky research 2 and encourage

% The idea of a compensation fund is in no sense
origind. It has, however, usudly been suggested as
a device for easing the plight of the victim. | am not
here suggedting it for that purpose (worthy though it
might be), but rather as a way of introducing an
additiond control dement over when a medica
expaiment is conddered worthwhile.

Guido Cdabred, Reflections on Medical
Bxperimentation in Humans, in Experimention with
Human Subjects (ed. by Paul Freund), George
Braziller, New York (1970) & 196, n. 2.

2 Clak C. Havighurst, Mechanisms for
Compensating Persons Injured in Human
Bxperimentation, in Task Force Report, supra note
3, Appendix A & 81, 83.

economically “efficient” alocation to
research funds. = To the extent that
specific funding decisions take account
of the injuries associated with the
research, an appropriate incentive is
provided to researchers to exercise
additiond care in their work. =

As laudable as such objectives may
be, the difficulties in risk-estimation
discussed in Chapter Four suggest that a
system capable of producing actuarial
estimates of risk exact enough to make
superior decisions about allocation of
research funds is, a best, an elusive
ideal. Even were such estimates
feasible, they would involve an
expenditure of time and resources far in
excess of that needed to establish a fair
system of compensation—and probably
far in excess of any benefits that might
be gained from “wiser” decisions about
the amount and kind of research that
ought to be undertaken. Consequently,
the Commission concluded that reliance
in achieving control over research is
better placed on other means (such as
prior review by an IRB) rather than on
the compensation system.

Within its own sphere, any program
for providing compensation ought to be
fair and efficient. That is, it should (a)
treat like cases alike, (b) involve fair
payment for the harm sought to be
remedied, and (c) disburse payments
with maximum efficiency and minimum
administrative cost.

Finaly, the existence of a
compensation program may have
indirect consequences for, the research
enterprise or for society generaly. By
indicating society’s concerns for
individuals serving the interests of the
collectivity, a compensation program not
only avoids a potentialy unattractive
societa image for research but may also
permit research that is otherwise seen
as “too risky” (because of the possible
consequneces for its subjects) to go
forward. Indeed, the existence of
compensation may make people more
willing to serve in research projects
generdly. The experience gained
through experimental compensation
programs for research injuries may also
provide ingtructive information for other
forms of Federally sponsored
activities, ®

Any compensation system necessarily
entails some balancing of competing
objectives. A design feature that

2 Richard Zeckhauser, An Analysis of
Mechanisms for the Compensation of Injured
Ressarch Subjects, in Task Force Report, supra note
3, Appendix A a 155, 156.

2 Sge Havighuret, supra note 27, and Zeckhauser,
upra note 28.

% Sge Zeckhauser, supra note 28; see also,
Cdabres, supra note 26.
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advances one objective ( e.g., providing
comprehensive compensation) may
undercut other objectives ( e.g.,
promation of the most cost-effective
research). The ultimate choice of
objectives will be for the policymakers
who choose among (or modify) the
options set forth below. As noted
earlier, the Commission, in considering
compensation programs, has had in
mind solely the objectivesinternal to
the compensation system (i.e., fair and
efficient provisions of relief to the
victims of research in a manner that can
be administered easily and at a cost that
imposes the minimum burden on the
research sector), rather than the broader
goal of enhancing the regulatory
process.

Basic Elements of a Compensation Program

(1) Definition of “compensation.” The
term “compensation for research
injuries’ has been variously defined,
often leading to misunderstanding. As
employed here, the term encompasses
two aspects:

(8) assurance that necessary medical
care and related services are provided
to subjects injured in research, and (b)
financial indemnification of an injured
subject, or the subject’s family, for
economic losses sustained (including
both out-of-pocket costs and lost wages)
as a direct consegquence of research
injury.

A recurrent source of confusion as to
the intended scope of a compensation
program results from the fact that
medica care for subjects injured in
research is often provided directly by
the investigator or by the research
institution, without charge to the subject
and often without any formalized
accounting for the cost of the services
rendered. As a conceptual matter,
“compensation” encompasses the
provision of such care, whether or not
the financia value of the care is ever
billed to the subject or even calculated
as a bookkeeping entry. Sometimes,
medical care for an injured subject may
be provided for afee by care-givers
entirely unrelated to the research or the
research ingtitution, or map otherwise
be accompanied by abill for services
rendered. Here, of course,
“compensation” includes payment of the
bill as well as provision of the care
itself.

In both cases, what is ethically
relevant is that necessary care is
provided and that the costs of that care
do not fall upon the injured subject. The
questions of where the costs of the care
ultimately fall (other than upon the
injured subject), and how those costs
are accounted for, are financialy
important and must be considered in the

design of the financing side of any
compensation program. Experience
gained through the operation of the
compensation experiment will provide
valuable clues as to the most efficacious
financing structure. In this regard,
however, the Commission recognizes the
desirability of permitting flexibility asto
how medical careis provided and
financially accounted for, particularly in
cases of trivial injuries or other injuries
not requiring long-term medical care.
Where “flexibility” should not be
permitted is in the basic requirement
that necessary care be provided in
appropriate circumstances, and that the
injured subject not be financially
burdened by the cost of the care.

(2) Research covered. Coverage
should be limited to biomedical research
and specified behaviora research (i.e,
only such behaviora research asis
affirmatively determined in advance to
impose more than minimal risk of bodily
injury to research subjects) which is
reviewed and approved in accordance
with Federal regulations for the
protection of human subjects.

(3) Nature of Injuries. Benefits should
be provided on anonfault basis to
subjects sustaining nontrivial bodily
injuries or death as aresult of their
participation in covered research.

(4) Benefits. Benefits should include
short-term, emergency medical care,
longer-term medical care (including
rehabilitation) and related services,
death benefits, and economic costs.
(More limited benefits might be
available to serioudly ill subjects
participating in covered research,)

(5) Other payments. Benefits should
be provided only to the extent that they
are not paid by other sources ( e.g.,
health or disability insurance, liability
insurance, social security, court
judgments or private settlements).

(6) Unreasonable conduct. Benefits
should be reduced or eliminated when
injury results from the failure of the
subject reasonably to conform to the
provisions of theresearch (e.g.,
intentional falsification of medical
history, failure to comply with
investigator’s directions on avoiding
alcohol, drugs, etc.).

7) Fact-finding. The use of expert
fact-finding panels and arbitration for
the resolution of disputes should be
encouraged.

(8) Funding. The experimental
compensation program should be funded
by the Federal government. Reasonable
costs of private, group, or self-insurance
incurred by non-Federa research
institutions should be recognized as
allowable direct costs under Federa
grants and contracts.

Variables to be Included in the Experimental
Design

The Commission believes that those
with final responsibility for designing
and implementing the compensation
experiment should have freedom to
establish the configuration of the
compensation plans that will be
evaluated. The following discussion of
the variables to be considered is offered
as an aid to those making the decisions.

Scope of Covered Research

Government involvement. The ethical
arguments favoring a compensation
program for research injuries are
strongest where the nexus between the
research and the Federal government is
closest. That is, the greater the role of
the Federal government in the design,
funding, and conduct of the research,
and in the encouragement of subjectsto
participate, the greater the obligation of
the Federal government to provide, or to
assure the provision of, medical care
and financial assistance to subjects
injured in the research. Thus, a program
might cover any or al of the following
(i) research conducted intramurally by
Federal agencies; (ii) research supported
by Federal grants and contracts; and (iii)
research submitted to Federal agencies
in fulfillment of regulatory requirements
(e.g., forlicensing of new drugs, medical
devices, pegticides, etc.).

With respect to research supported by
Federal agencies, several sponsoring
agencies (including the Public Health
Service) currently permit research
institutions to include reasonable
expenditures for insurance procured to
protect subjects of research as part of
the costs of grants and contracts, = the
practice is not widespread, however.

The creation on an experimenta basis
of compensation programs for Federally
funded research should encourage the
sponsors of private research submitted
to FDA and other regulatory agencies to
establish parallel nonfault compensation
plans and to share their data with the
agency overseeing the Federa
experimental program. Indeed, some
private sponsors of research have
already implemented such plans. Until
the results of the experimental
evaluation are available, it is not
possible to evaluate the desirability of
requiring al sponsors of research that is
privately funded but Federally regulated
to provide nonfault compensation.

Finaly, it has been argued that since
the ethical considerations underlying
compensation do not vary according to
the some of the funds to conduct the

st Public Hedth Sarvice Grants Policy Statement
a 19
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research, any compensation program
should apply to al institutional
research, not just to Federally funded
research. 2 “In addition to a question of
simple equity among subjects, there are
practical difficulties in having a
compensation program that only applies
to some studies even though the risk to
the subject may be the same.” =
Although this position is highly
persuasive, it does not follow, that “the
cost of any such compensation program
should be fully borne by the Federal
government.” % Intra-ingtitutional equity
could be achieved by voluntary action
of each ingtitution or by a government
mandate. But such a requirement would
at the moment be out of keeping with
the entire theory of the data-gathering
experiment. Nevertheless, the Federal
government might offer to cover the
costs of compensation in non-Federally
as well as Federally supported research
as in inducement to institutions to
participate in the experiment.

Type of research and IRB review.
Under well-established regulations,
codified for the Department of Health
and Human Services at 45 CFR Part 46,
all Federally conducted or supported
research with human subjects must
undergo prior review. For most of the
studies that could produce claims for
compensation, the process required
includes prior review and approva by a
properly constituted Institutional
Review Board (IRB) established by the
body conducting the research.

The requirement of proper
institutional review would exclude from
coverage research which has not been
fully screened and which may pose
specia risks of injury. Such a
requirement may be necessary to
safeguard the financia integrity of the
compensation fund and to encourage
investigators to cooperate with the IRB
process. (Investigators who improperly
short-circuit the review process may be
liable to injured subjects in the courts
under the legal theory of negligence per
Se; in some Situations, however,
potential defendants may escape
liability under the defenses of sovereign
or charitable immunity.)

Under recent revisions to the
regulations on IRBs, certain research, in
which risk is believed to be minimal or
nonexistent, need not undergo full
review by the IRB. Some such research,
primarily that involving surveys,
questionnaires, and educational tests or

% John R. Pettit, Chair, Universty Risk
Management and Insurance Assoaation (URMIA)
Humen Subjects committee, letter to Alan J.
Weishard (Augugt 20, 1981); see Appendix R to this
Report.

s|d.

#|d.

the study of existing pathological and
diagnostic specimens, poses no risk of
bodily injury and is formally “exempt”
from IRB review. Such research might
well be left outside the scope of the
compensation plans to be tested, since
the primary concern is with redressing
the harms that accompany bodily injury.

Other research, believed to pose only
minimal risks of harm, is permitted by
the new regulations to be reviewed and
approved on an expedited basis.
Biomedica research falling within this
“expedited review” category may result
in bodily injury to research subjects
(e.g., achipped tooth suffered by a
subject who faints and falls following a
“blood draw”). Therefore, bodily
injuries resulting from biomedical
research subject to expedited review
probably should be included within the
coverage of the experimental
compensation plan.

A large proportion of behavioral
research poses no risk whatever to
subjects. Further, many though not all of
the risks posed by behavioral research
are risks of purely psychological or
social injury. Inclusion of al behavioral
research in a compensation program
would impose economic costs and
administrative burdens unwarranted by
any possible benefits.

It is undeniable, however, that some
research characterized as “behavioral”
poses risks of bodily injury to research
subjects. Such risks may flow from
physical interventions similar to those
employed in biomedical research, from
subjecting subjects to unusua or
unexpected stress or from other causes.
Bodily injuries resulting from such
research should be compensable, both
as a matter of fairness and to avoid
imposing administratively difficult
requirements for line-drawing between
biomedical research and physically
risky behavioral research. The
regulatory distinction between
behavioral research digible for
expedited review and that requiring full
IRB review could form the basis for
distinguishing between behavioral
research that is included in the
compensation program and that which is
not.

The problem of therapeutic research.
The question of whether “therapeutic
research” should be excluded from a
compensation program for research
injuries has been among the most vexing
and contentious arising in the course of
the Commission’s study of
compensation for research injuries. =

s A dosdy rdaed question involves the
goplicability of a com| ion plan for research
injuries to injuries incurred in the development of
vacdnes and in immunization programs

The view that all research, whether
“therapeutic’ or “nontherapeutic,” must
be covered by a compensation program
was not found to be persuasive. There is
much to be said as an analytical matter,
of course, for the conclusion of the
Secretary’s Task Force that “the
distinction between therapeutic and
nontherapeutic research. . .isnot a
valid criterion on which to make a
determination as to which injured
subjects are to be compensated.” = But,
as the Task Force acknowledged, it
would be inordinately expensive to
“compensate” all patient-subjects for all
illness or injury they experience after
participating in research. ¥ Even setting

Compensation for vaccinerdated injuries has
received extendve dtention esewhere, notably in
reports issued by the Office of Technology
Assssment. See A Review of Sdected Federa
Vaccine and Immunization Policies supra note 15
and Compensation for VacdneRdated Injuries
supra note 15. While vaccine injuries share certain
characteridics with research injuries in that they
are often incurred in governmentally enoouraged (or
sometimes required) activities on behdf of t

public good, vaccine injuries dso posess
diginctive characteridics Insofar as vacdnes
virtudly by definition, offer some promise of
prevertive hedth benefits to the subjects on whom
they are tedted, vecdne trids would be dassfied as
“thergpeutic’ and thus exduded from the scope of
compensable injuries under Plans | and Il as well
as under Plan 11, unless the injuries were caused by
additiond reseerch procedures dasdfied as
“nonbeneficid.” It is recognized, however, thet
subjects in vaccine research are typicdly “normd
volunteers” a daus that might justify dassifying
the ressarch as “nonthergpeutic” The Commisson
concludes on bdance that dl vaccine-rdated
injuries, bath from the research and deveopment
phese and from routine administration, would
probably best be handled by a sngle compensation
system specificaly addressed to vacdne injuries

% Tak Force Report, supranote 3, a VI-9.

s A diginction between “norma” and “sick”
ubjects is do sometimes advanced as a means of
limiting the codts of a compensation program. This
beds for exduding thergpeutic ressarch from
coverage under a compensation sysem—that
thergpautic research involves “sck”  subjects—was
not persuasive to the Commission. The proposed
diginction would exdude from coverage those
aubjects for whom “injuries’ are mogt likdy to
occur and to be of greates severity, and those cases
in which separating causes (underlying illness vs
research interventions) will be most problematic,
The Commission finds the digtinction between sick
and wel subjects to be unsupporteble as a beds for

icy because it might encourage researchers to
recrut their subjects from amongst Sck patients
Sck patients are sometimes recruited to
nontherapeutic reseerch on matters unreaed to
their illness The dck and dependent are dreedy a
vulnerable population, in need of compasson and
protection. If a Sck person is injured in a ressarch
project in a way tha would entitte a normd subject
to compensdtion, under one of the dterndtive
programs <t forth here, then the sick subject’'s
dam to compensdtion dands on the same ethica
ground as any other subject’s. Spedid
condderations about the messurement of the
resulting injuries may, however, need to be taken
into account. For example, the degth bendfit for a
margind decreese in lifeexpectancy of a termindly
ill patient-subject participating in nonthergpeutic
research may be subject to a dollar caling not
goplicable in the case of a researchrinduced degth
of a norma voluntesr.
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aside the difficulties of separating
injuries that were caused by the
research from those that were not,
measuring the extent of the injury is
conceptualy as wel as practicaly
extremely difficult. Many patients
participate in highly risky experiments
precisely because their condition is
already so desperate that they have, in
common parlance, “nothing left to lose”
and they hope that something new will
help them. The Task Force's proposed
means of dealing with this difficulty, the
so-called “on-balance test,” was found
by the Commission to pose enormous
burdens of administration which could
not be justified in light of the relatively
weaker moral claim for compensating
patients who participate in research
with the hope of deriving persona
health benefits.

Furthermore, providing compensation
to subjects of therapeutic research on
any more favorable basis than that
applicable to injuries resulting from
ordinary medical practice (including
innovative therapy) accords research
injuries preferential treatment. For
reasons discussed more fully below,
such a preference might not be ethically
inappropriate. But it would generate a
serious question in need of an empirica
answer; Would inclusion of therapeutic
research within a program’s coverage
create unfortunate (and expensive)
incentives for patients to enroll in
research protocols or for their physician
to include them to make them €eligible to
have any “adverse effects’ paid for, as
they would not be if the patient’s
condition worsened during ordinary
medical care?

Many researchers and commentators
feel a moral debt toward patient-
subjects who are injured in therpeutic
research. Such research is intended, at
least in part, to benefit society and to
advance knowledge. And the subjects
are sdldom in a position to insist on
receiving the experimental treatment
outside a research protocol. For reasons
of science, it is usualy appropriate (and
sometimes required under Federa
regulations) to confine the procedure
being tested to persons enrolled in a
formal experiment. Moreover, the
number of care-givers able to employ
any significant new procedure will
typically be small, and they will
probably all be providing It in research
settings, either individually or in
collaborative projects. Thus though no
evil or self-serving motivation is at
work, a classic contract of adhesion
may nonetheless result. For the patient-
subject the choice to enrall in the
experiment is a choice & prendre ou &
laisser.

Some patient-subjects may thus be
made to contribute to the general
welfare in away they otherwise might
not. Y et society is not necessarily under
a strong obligation to compensate those
who areinjured. Thisis particularly true
if the “contribution” required of patient-
subjects does not in fact impose any
additiona burden on them. The
Commission found no conclusive data
either to support or to contradict a
conclusion that, when viewed as a
whole on a retrospective basis,
therapeutic research produces worse
results than those experienced by
comparable patients In standard (or
innovative) therapy in settings not
formally designated as “research.”

Patients enrolled in experiments,
however, are sometimes exposed to
additional procedures that are
undertaken for reasons of the research
design rather than strictly for the
benefits they provide.  As regards these
“nonbeneficial” procedures, patient-
subjects in therapeutic research are in
the same position as are other subjects
enrolled in experiments not intended to
be therapeutic. Thus, it may be
worthwhile to evaluate the
practicability of permitting recovery for
a limited class of injuries associated
with therapeutic research: those arising
from research that employs certain
procedures that are “nonbeneficial”
from the subjects’ viewpaint.

All research projects coming within a
compensation program should undergo
prior review. As part of this review,
under existing regulations ( see, eg., 45
CFR 846.116(A)(6) & (7)), thelRB or
other responsible officials must assure
that approved consent forms disclose
whether compernsation will be provided
in the event of injury. Accordingly, an
IRB will have to determine whether or
not research is “therapeutic”; if it is, the
fact that compensation is unavailable
would have to be disclosed as part of
the consent process. The HHS officias
responsible for the proposed social
policy experiment may, however, aso
wish to explore whether any harm
caused by “nonbeneficial” research
procedures can be separated from that
caused by the research intervention as a
whole and whether compensating for
such harm is feasible and desirable. If

® For example, in some thergpeutic research, fluid
samples are taken more frequently or in grester
volume than necessary for proper patient care, in
order to gather additiond data or to better
document the research. Other times an additiond
procedure may be peformed ( eg, a spind tap) to
learn more about the metabolic effects of a drug
under sudy. If information derived from
examination of the spind fluid, while ussful for a
research objective, is neither necessary for, nor
related to, the care of the paient, then the tgp
would be a “nonbeneficid” procedure

so, the IRBs at afew ingtitutions will
need to undertake the additiond task of
determining whether each therapeutic
research protocol involves any
“nonbeneficial” procedures. It it does,
subjects would be told of the
compensation program for any injuries
caused by the specified “nonbeneficial”
procedures (but not injuries resulting
from their underlying disease or from
the therapy being tested). At alike
number of ingtitutions matched for
relevant characteristics, the IRBs would
perform the same analysis of the
protocols, but compensation would not
be promised or paid. Instead, the people
conducting the social policy experiment
would simply monitor the outcome of
the therapeutic research to see how
many injuries are reported to have been
caused by procedures identified in
advance by the IRB as “nonbeneficial.”
In this fashion it should be possible not
only to test the feasibility of identifying
“nonbeneficial” procedures in protocols
and of separating injuries caused by
such procedures from those with other
causes, but also to have some idea
whether the existence of a
compensation program at an institution
leads to a higher rate of reported
injuries from “nonbeneficial”
procedures. This issue can be further
examined when the people conducting
the socid policy experiment examine
the records in each case and review the
basis on which a researcher determined
that an injury was caused by a
“nonbeneficial” procedure in
therapeutic research.

Eligibility for Benefits. The dligibility
criteria must specify which persons may
receive benefits, for what types of
injury, and on the basis of what proof.

Qubjects of covered research. Benefits
could be limited to persons injured in
their capacity as research subjects or
could be extended to investigators or to
certain third parties injured as a result
of research activities. In his testimony
before the Commission, Dr. John Arnold
of the Quincy Research Center
suggested a number of possibilities of
third party injury, notably including
motor vehicle accidents caused by
research subjects unfit to drive, or
injuries resulting from aggressive
behavior by subjects under the influence
of investigational drugs. The
Commission suggests that existing lega
remedies provide appropriate recourse
for third parties injured In such
circumstances, and that extension of
nonfault liability for injuries of this sort
under the compensation system would
not be advisable.

In this respect, the Commission
departs from the recommendation of the
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Secretary’s Task Force that injured third
parties should be compensated where
“it is established by a preponderance of
evidence that the injury is a direct
consequence of the research.” =
[Emphasisin original.] The Task Force
did not elaborate on what is meant by
“direct,” and representatives of the
insurance industry have expressed
considerable skepticism as to the
practicability of this distinction. Further,
there is serious doubt as to the
availability of private insurance to cover
third party injuries associated with
research. While recognizing that injuries
to third parties resulting from research—
even indirectly—may be regarded as
part of the true socia cost of the
research enterprise, the Commission
believes that such injuries may be
excluded from a nonfault compensation
system as tangential to the main
concerns of the system and as better
handled by other means.

One remaining issue is the proper
characterization of fetuses in utero of
women who participate in research
during the course of their pregnancies.
Existing legal mechanisms may or may
not provide appropriate relief in such
situations. If a fetus whose mother is a
research subject is directly exposed to
bodily injury by actions of the
investigators, such a fetus could be
made eligible for compensation in the
event that it is born with an injury
indisputably caused by the research. It
should be noted that injuries to fetuses,
like injuries to other research subjects,
may be affected by provisions governing
compensation for latent injuries (see
below).

Nontrivial bodily injuries, The
Secretary’s Task Force recommended in
1977 that compensation should be
provided for “physical, psychological, or
social injury’’ resulting from research.
The “interim final regulation” published
by the Department on November 3, 1978,
required disclosure to subjects, as part
of the informed consent process, of the
availability of “compensation and
medical treatment * * * if physical
injury occurs.” “ The recently
promulgated HHS regulations governing
protection of human research subjects
eliminate this limitation to “physical”
injury, on the basis that “the
Department sees no reason to limit such
disclosure to only one kind of injury.” 4
The question of whether compensation
should be provided for psychological or
“socid” injury (however defined) has
been a controversial one, and has

®Tak Force Report, supranote 3, a VI-12.

243 Federal Register 51559 (November 3,1978),
now codified a 45 CFR § 46.116(2)(6)(1981).

446 Federal Regigter (Jenuary 26, 1981).

received careful consideration by the
Commission.

Although the courts have increasingly
recognized claims for emotional or
psychological damages in defined
circumstances ( e.g., amother’sclaim of
emotional anguish on seeing her child
injured or killed in a motor vehicle
accident, even in the absence of actual
or threatened physical injury to the
mother hersalf), many commentators
have expressed concern measuring its
degree, and computing appropriate
monetary damages. 2 All of these
concerns have been expressed in letters
or presentations to the Commission from
representatives of the insurance
industry, university risk managers, the
Association of American Medical
Colleges, researchers, and other
independent experts. «

Similar objections have been raised
regarding the provision of compensation
for “socia injuries,” aterm left
undefined by the Task Force which has
resulted in considerable confusion and
misunderstanding. The Commission
understands the term “social injury” to
refer to injuries to reputation, personal
relationshi J)s or legal status resulting
from the disclosure of identifiable
personal information gathered in the
course of research. The Commission
believes that the most serious problem
likely to ariseinthis area( e.g.,
unauthorized disclosures of sensitive
private information) are better handled
by a combination of careful prior review
of the design of research projects posing
such risks and, where necessary, pursuit
of legal remedies through the courts.

Nevertheless, as revealed in
testimony before the Commission, the
insurance industry appears willing to
provide coverage for “socia and
emational injuries’ having “some
relationship to an actua physical
injury” and “directly related’ to
participation in research. “ It may

“See Havighuret, supra note 27, a 89-90; s
generally, supra notes 7-8 in Chepter 2 infra.

4 American Insurence Assodiation, Satement
Before the Presdent's Commission, see Appendlx Q
to this Report; Universty Risk M
Insurance Asocidion, Pogtion Paper F&agardmg a
Compensation Program for Adverse Effects of
Human Subjects Research (1980), s Appendlx R-1
to this Report at 10; Letter from John F. Shen
PhD. (VicePresdent, Asodaion of Amerlcan
Medicd Colleges) to Morris Abram (May 7, 1980)
e A ix T—13 to this Report & 6; John D.
Arnold, Incidence of Injury During Clinical
Pharmecology Ressarch and Indemification of
Injured Research Subjects at the Quincy Research
Center, see Appendix | to this Report a 19-27,
Leter from Phillippe V. Cardon, M.D. to Barbara
Mishkin (July 3, 1980), see Appendix T-2 to this
R

“ Tedimony of Dennis R. Connally, James D.
Morrow and John R. Pettit, transcript of 4th meeting
of the Presdent’'s Commission (September 15, 1980)
a150-59.

eventually prove possible, in addition, to
provide compensation for objectively
measurable damages. including lost
wages and out-of-pocket costs,
associated with verifiable
manifestations of psychological injuries.
The Commission suggests that the
feasibility of such coverage be among
the variables tested in the compensation
experiment.

With respect to trivia bodily injuries,
which congtitute a large proportion of
the adverse effects associated with
participation in research, the
Commission believes that the
administrative burdens and costs of
including such injuriesin a formal
compensation scheme are likely to be
unacceptably high relative to the
compensation paid out and to the need
(measured by degree of injury) of the
injured subjects. Further, it appears that
minor research injuries are being—and
can continue to be—handled adequately
by informal means, principally first aid
and other medical care provided
immediately by the research team and
their institutional associates. A
threshold level of bodily injury thus
appears to be an acceptable prerequisite
for coverage under the compensation
system.

The Commission’ s reasoning with
respect to dignitary harms is somewhat
different, although the result is the same.
Subjects improperly denied the
opportunity for fully informed consent
have suffered injury to their dignity and
autonomy, even in the absence of bodily
harm from participating in research. The
question is whether a compensation
system for research injuries should
serve as a supplemental policing
mechanism, in addition to the IRB and
the possibility of legal action, to assure
fully informed consent. The dangers of
such an approach include the possibility
of a heavy burden of claims and
administrative paperwork, significant
potential for unmeritorious claims, and a
diversion of financial and administrative
resources from other uses in the absence
of serious physical or economic injury.
Absent bodily injury, a nonfault
compensation program is probably not
an appropriate mechanism for redress in
cases of failure by the investigator or
the research institution to comply with
existing laws and regulations requiring
informed consent as a prerequisite to
participation in research.

Causation. Determining the cause of
injuries experienced by research
subjects will be difficult at best,
especially in the context of therapeutic
research or research (whether
therapeutic or nontherapeutic) involving
serioudly ill patients. Even where
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theoretically satisfactory criteria for
dedlineating causation can be
established, the application of these
criteria to actual cases by alarge-scale,
bureaucratic claims-resolution process
can be deeply problematic. For example,
compensation systems for occupational
diseases have been less than notably
successful in discerning the etiology of
diseases, and administrative decisons
often result in appeals and protracted
litigation. These difficulties are probably
inescapable given the current state of
the art of medica science.

Some compensation systems have
sought have sought to avoid these
difficulties by creating legal
presumptions ( e.g., designating specific
injuries for which causation need not be
proved) or by the simple (but sometimes
expensive) expedient of providing
compensation for al injuries that occur
‘in the course of specified activities.
Such systems exchange a measure of
certainty as to causation for a more
streamlined and less costly means of
resolving claims. Whether this
“tradeoff” is desirable depends on the
characteristics of the problem the
compensation system is designed to
address.

With respect to nontherapeutic
research, the Commission believes that
problems of causation can be
adequately managed through the
familiar legal standard of proximate
cause, coupled with a mild presumption
of causation, through a shifting of the
burden of “disproving” causation to the
research sponsor.

More difficult questions of causation
are likely to arise in the provision of
compensation in the event of injuries
resulting from nonbeneficia procedures
employed in therapeutic research. The
Commission encourages the use of
expert review bodies and
experimentation with different
presumptions and standards and
burdens of proof for the resolution of
difficult questions of causation, and,
closely related, of the degree of “excess
injury.” 4

]Stgndardsof Conduct. The extent to
which a subject’s own improper conduct
should exclude that subject from
receiving compensation in the event of
injury attributable, at least in part, to
that conduct must be determined.

Two types of misconduct require
specia mention in thisregard. First is
behavior by a subject which is

4 To illustrate one posshility: If a subject can
demongtrate a “ressonable likdihood” that his
injury resulted from a paticular ressarch procedure,
a presumption of causation could be cregted. This
presumption could then be overcome by dear and
convindng scientific evidence that the injury
reulted from causes extringc to the research.

knowingly and deliberately self-
destructive. Injuries resulting from
willful intention to injure onesdlf or
others are frequently excluded from
coverage under workers' compensation
and similar programs, and the
Commission believes that such injuries
should be excluded here.

Conduct which might be characterized
as reckless or negligent, though short of
willful self-destruction, poses amore
difficult problem. Subjects may fail, for
example to provide complete and
truthful responses to questions
concerning their medical history.
Similarly, subjects may fail to heed an
investigator’s directions with respect to
diet, ingestion of alcohol or drugs, or
other limitations on behavior during the
course of research. Such failure may be
either deliberate or inadvertent, and in
many cases are likely to proceed from
an incomplete awareness of the gravity
of possible consequences. The
Commission believes that such
behavior, not amounting to willful self-
destruction, should reduce, but not
necessarily eliminate (except in extreme
cases) a subject’s entitlement to
compensation.

Timefor Making a Claim. The
problem of latent effects—adverse
effects which are not manifested as
injuries for a substantial period of years
following exposure to the causative
agent-will pose enormous difficultiesin
structuring a program of private
insurance to provide compensation for
research injuries. For a variety of
technical reasons related to the
accounting and financing reserve
procedures utilized by the insurance
industry, the insurers will almost
certainly insist on a so-caled “outside
limitation” on their period of potential
liability. This time limitation would be
measured from the date of a subject’s
last participation in the research
procedure, and would impose an
absolute cutoff on claims brought after a
fixed period. While the insurers have
been willing to discuss an outside
limitation period as long as ten to fifteen
years, such a limitation would
nevertheless preclude the award of
compensation (through a private
insurance mechanism) for injuries
resulting from exposure to carcinogenic
or other agents with latency periods
measured in decades. The insurers
candidly acknowledge that under such a
provision, “there may well be instances
where persons may be viewed as
worthy of receving compensation.
Nevertheless, they will not receiveit.”

4 Connolly, Morrow, and Petit, supra note 44.

The resistance to providing relief for
latent effects is notto universal. In
particular, several Federa workers
compensation programs impose no
outside limitation period, and require
only that a claim be brought in timely
fashion after the injury has manifested
itself and the claimant can reasonably
be expected to be aware of the causal
relationship between the injury and his
employment. +

The Commission discerns no ethical
rationale for setting any particular cutoff
for victims of research-related latent
injuries from a compensation program,
but does recognize the practical
problems involved in providing coverage
for suchinjuries.

The Commission noted in addition
that if any compensation plan is tested
during an experimenta period and later
terminated, arrangements must be made
either to inform potential research
subjects, prior to their participation, that
compensation for latent injuries will not
be available after a specified period of
time, or to establish afund to cover
liabilities for injuries that arise later.

Nature and Extent of Benefits. The
primary component of “compensation”
in the vast mgjority of cases of research
injury will be the provision of medical
care required as a result of the injury.
The immediate concern is that
nec medical care be available to
the injured subject; the second is that
the financia burden of such care not fall
upon the injured research subjects.

4Section 8122 of FE.CA. provides, in pertinent
pat thet:

“(@ An origind dam of compensaion for
dischility or desth must be filed within 3 years dfter
theinjury or degth. . . .

“(b) In a cae of laent disdbility, the time for
filing dam does not begin to run until the [subject]
hes a compensable disbility and is avare, or by
the exercise of reasondble diligence should have
been pg'gua %f_;fgl.m g_dai[“ﬂ?ip of the
comy e disbility to his [paticipation in
covered research]. In"such a case, the time for giving
natice of injury begins to run when the [subject] is
avare, or by the exerdse of ressonable diligence
should have been aware, that his condition Is
caudly rdaed to his [paticipation in covered
research], whether or not there is a compensable
distbility. . . .

“(d) The time limitations in subsections (a) and
(b) of this section do not—

“(2) begin to run againgt a minor until he reaches
21 years of age or hes hed a legd representative
appainted; or

“(2) run againg an incompetent individud while
he is incompetent and hes no duly appointed legd
representative;  or

“(3) run againd any individuad whose failure to
comply is excused by the Secretary on the ground
that such notice could not be given because of
exceptiond  drcumdances

* For example, FE.CA. provides

“8103(a): The United States shdl fumishto [a

ubject] is injured in the [course of reseerch],
the services, jances, and supplies prescribed or
recommended a qudified physdan, which the
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The Commission heard testimony that
short-term medical care is routinely
provided by investigators or research
Institutions in the event of injury to
research subjects, usually without
charge to the subject. Y et, apart from
information provided by the University
of Washington and the Quincy Research
Center, both of which have formal
compensation programs, no systematic
empirical evidence to support that claim
was advanced, and the Commission’s
efforts to secure such evidence have
been unsuccessful. Furthermore,
examination of consent forms gathered
from a number of research ingtitutions
suggests that the availability of free
medical care in the event of injury, if
that does constitute institutional policy,
is not always brought to the attention of
research subjects. Nevertheless, there
appears to be no empirical basis for
rejecting the claim that much short-term
emergency care, and some related
services, is provided in the event of
research-related injuries athough not
announced to subjects in advance.

The situation with respect to longer-
term medical care and related socia
and rehabilitative services, as well as
long-term medical surveillance, is more
difficult but also more clear. Available
evidence suggests that few research
institutions have made provision for
supplying or financing such care. There
is little basis for confidence that such
care is now generally available, without
cost to the subject, in the event of
serious injury.

There appears to be little opposition
to the notion that a compensation
system, if one isto exist, should assure
the provision of necessary medical care
and closely alied services, both short-

Saordtary of Labor condders likdy to cure, give
relief, reduce the degree or the period of disshility,
or ad in lessening the amount of the monthly
compensation. These sarvices gppliances and
upplies shdl be furnished—

“(2) whether or not disdbility hes arisen; . . .
Oﬁ“(S) t;y]dor hg;)' tr;‘e order of rL‘;ls‘nitedplaates medicd

icers itds, or, a the employee's option,
byoronorde’ofpwsjcimsaﬁhosg{as hs
desgnated or gpproved by the Secretary.

“The employee may initidly sdect a phyddan to
provide medical sarvices, gppliances, and supplies,
In accordance with such regulaions and
indructions as the Secretary condders necessary,
and may be furnished necessy and ressonable
trangportation and expenses incident to the
scuring of such savices, gppliances, and
upplies. . . .

“8103(b): The Secrdtary, under such limitations or
conditions as he condders necessary, may authorize
the employing agencies to provide for the initia
furnishing of medicd and other benefits under this
stion... . .

“8104(a): The Secretary of Labor may direct a
permanently dissbled individud whose disshility is
compenssble under this subchapter to undergo
vocaiond rehabilitation. The Secretary shdl
provide for furnishing the vocationd rehabilitation
s|vicss . .

and long-term, without cost to a
research subject with more than trivial
injuries. (The experimental period
should allow exploration of the related
question: ought such medical care be
paid for by the “compensation fund” if it
is minor and not expensive? Thisis a
question more of bookkeeping and
institutional efficiency rather than one
of ethics. It serves as areminder,
however, that the experiment is
intended to provide information of
practical as well as ethical import.)

Those planning the compensation
experiment must also determine the
extent to which death benefits should be
provided to a subject’s survivors. How,
if a al, should such benefits be limited
in cases of a preexisting condition—
particularly a terminal iliness? Death
benefits might be provided either
according to a periodic schedule or as a
[ump-sum payment.

A certain number of research-related
injuries result in functiona impairments
disabling subjects from participating in
some or al of the activities of everyday
life, whether permanently or for some
period of time. Sometimes this entails
loss of time from paid employment,
possibly resulting in loss of wages.
Disability may also entail out-of-pocket
costs for housekeeping services, child
care, and other activities normally
performed by the injured research
subject. In other instances, disability
may entail losses which are very red,
but are harder to measure in monetary
terms, e.g., loss of time from school, or
worsened conditions for already
hospitalized patients. There appears to
be little objections, in principle, to the
provisions of some level of financial
compensation for actual loss of wages
and out-of-pocket costs directly
resulting from research-induced injuries.

While some provision of
compensation for financial losses is an
accepted objective, questions have been
raised about the means for
implementing this principle and about
its extension to nonmonetary |0sses.
These concerns result, in large part,
from fears of abuses and consequent
unjustified costs. Experience with other
compensation progams now in operation
suggests these fears are not without
basis.

The issue of benefit levels for
disability is relatively straightforward in
most compensation systems. In workers
compensation programs, for example,
the injured worker is paid a fixed
percentage of lost wages, perhaps with
some adjustment if there are a
dependent spouse and children. In
contrast, many subjects of biomedical
and behavioral research have no

meaningful wage level to provide a
basis for this computation. Research
subjects include, among others, persons
with no current earnings
(ingtitutionalized persons, the
unemployed, the elderly), and persons
whose current wages do not reflect their
potential earning capacities (medical
students, interns). The small sums
provided to some research subjects are
remuneration for their time and
inconvenience and are unlikely to
provide a satisfactory basis for
calculating compensation levels in the
event of disabling injury. Thus, an
alternative approach must be identified
if benefits are to be provided in such
Cases.

Among the several possible
approaches outlined for the
Commission, one borrows the “average
man” concept employed by the Veterans
Administration, which determines
benefit levels on the basis of a
percentage (reflecting the degree of
disability) of the earnings of the average
worker In the nation, rather than on the
basis of the earnings history or potential
of the particular person injured. © A
distinct but related approach is
embodied in the Federal Employees
Compensation Act, which provides
benetits to disabled volunteers in the
Peace Corps, VISTA, the Jobs Corps,
and similar programs at levels pegged to
the Federal GS scale (GS-7 to GS-11 for
Peace Corps, % GS-2 for the Job
Corps =). Central to both these
approaches is a determination that
persons with similar disabilities should
receive similar benefits. In addition to
the administrative simplicity of this
aperl)lroach, it carries an ethical appeal as
well.

This approach is not without it
drawbacks however, particularly with
respect to incentives that might be
cregted in the recruitment of research
subjects. A fixed scale of disability
payments might tend to discourage
potential subjects with higher current or
potential earnings while inducing
participation by the poor. If this effect is
substantial, it would violate the ethical
norms of just distribution of risks and
benefits across the society.

On the other hand, concern has been
expressed that the provision of
“generous’ financial benefits,
particularly to persons not currently in
the labor force, would induce abusive
claims and provide little incentive for
the affected individuals to return to
normal activities as quickly as feasible.

40 Jones, supra note 4.
s Currently $5,922-$23566.
st Currently $9,381.
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One possible remedy, endorsed by the
insurers, the medica colleges, and the
university risk managers, would be to
impose waiting periods during which
disability payments would not be made.
Differing waiting periods may be
considered for current wages earners
and for non-wage earners.

Finally, the commission notes that a
serious problem with many
compensation systems, particularly
those providing relief for long-term
disabilities, is that they include no
provision for adjusting benefit levelsin
response to inflation. As a resullt,
periodic payments which were adequate
at the time of award become, over the
years, completely inadequate to meet
the needs of the disablng)arty. This
problem could be avoided if provision is
made to index benefit levels to changes
in the cost of living.

Limitations on Benefits

Pain and suffering. The award of
damages for “pain and suffering,” in
traditional tort litigation, is to restore
the injured party, as nearly as possible,
to the position he would have been in
absent the wrongful injury. In addition
to repaying actual dollar losses, an
attempt is made to compensate in
dollars for intangible losses, including
pain and suffering. The calculation of
damages for pain and suffering is
recognized, however, as very inexact,
and some legal scholars argue that
awards for pain and suffering congtitute,
in effect, away for jurors to “punish the
wrongdoer” and to provide funds for the
injured party to pay lega fees.

In nonfault SAstems, the tacit element
of “punishing the wrongdoer” is reduced
or eliminated, severa barriers to
recovery for the injured party are
removed, and greater stress is placed
both on providing compensation in a
manner more precisely tied to
measurable losses and on controlling
the overall costs of the system.
Accordingly, the Commission concludes
that recovery for pain and suffering,
which is generally excluded from
recovery under nonfault systems, should
also be excluded here.

For that class of research involving
already hospitalized, critically or
terminaly ill patients, however, a
compensation system limited to lost
wages and out-of-pocket costs—that is,
one which does not cover pain and
suffering—may amount to an empty
promise. Patients in such research may
offer true atruistic service to the society
and may suffer grievoudly from the toxic
and painful effects of powerful drugs.
The Swedish compensation programs
provide a precedent for the award of
scheduled benefits, tied to objective

criteria, which might be followed in this
regard. The Commission suggests that
such a feature might be tested during the
compensation experiment.

Punitive damages. Punitive damages,
expressly reserved in tort law for
conduct which is intentional, deliberate,
and outrageous, are virtually always
excluded from nonfault compensation
systems. Were such egregious conduct
to occur in aresearch context and result
ininjury, itislikely that the injured
subject could pursue alegal remedy
through the tort system. There appears
little need to encumber a nonfault
compensation system for research
injuries with a concept so rooted in the
negligence system, and the Commission
recommends that punitive damages be
excluded.

Legal fees. Historically, the
introduction of nonfault compensation
systems has often been accompanied by
hopeful rhetoric about reducing or
limiting the role of lawyers. This has
rarely, if ever, proved to be the case,
and the Commission hesitates to suggest
that this system will prove the
exception.

In recent years, a number of
environmental and civil rights laws have
provided for the award of attorneys
fees to the prevailing party in order to
encourage attorneys to assist in the
vindication of especialy prized rights.
Such laws remain the exception rather
than the rule, however, and few
compensation systems now provide for
the payment of attorneys' feesto a
prevailing claimant. The Commission
recommends that fees for attorneys and
expert witnesses be excluded from
coverage.

Ceiling on Benefits. Inadditionto
limitations on compensation built into
the definitions of injury and of specific
indemnities, the Commission believes
that overall ceilings on monetary
benefits should be imposed to control
costs and preserve the fiscal integrity of
the compensation program(s) during the
course of the compensation experiment.
For example, overall limitations of
$100,000 and $10,000 per subject might
be tried. Were a compensation program
eventually to be adopted, a Federal
backup program to provide
compensation in excess of this ceiling
for claims that arise in Federall
supported research might be advisable.

Offst for Recoveries from Collateral
Sources. While one important
justification for the enactment of a
nonfault compensation program for
research injuries is the inadequacy of
existing remedies for injured subjects,
the Commission recognizes that many
injured subjects are eligible for certain

benefits from avariety of sources
external to the compensation plan itself.

The traditiona approach in tort
litigation and in some government
programs, including benefits under the
Veterans Administration programs, is
not to reduce benefits to offset
recoveries from most other sources. This
policy avoids penalizing people for their
foresight in securing health and life
insurance. Further, this approach is
congistent with the theoretical argument
that to the extent research (or any other
activity) resultsin injuries, the costs of
those injuries are part of the underlying
socia costs of pursuing the activity. On
this view, such injury-related costs
should be taken into account by those
who make decisions about pursuing (or
funding) the activity, whether or not the
injured party also happens to have
another source of payment for his or her
injury. This rationale is expounded by
those who analyze the objectives of a
compensation system from an economic
standpoint, and similar rationales have
sometimes been discussed by courts in
cases involving drug or vaccine
injuries. = This approach would regard
the compensation program as “ primary”
in the cost-bearing sense.

On the other hand, a provision
allowing offsets for recoveries from at
least some collateral sources might
significantly reduce the budgetary costs
of a compensation program, and Is
strongly urged by the insurers, the
medical colleges, and some, but not al,
participants in the university risk
managers study. Under this approach,
the compensation system would be
“secondary” to other sources.

The basic jutification of a
compensation system for research
injuriesis to avoid leaving
unpredictable, unfair or unbearable
economic burdens on the backs of those
who have agreed to serve as subjects.
To the extent that the costs created by
research injuries have aready been paid
by other sources, this critical function of
a compensation system has been met.
Since the Commission does not believe
that the compensation program would
be a good way of “controlling” what
research gets undertaken, it does not
regard it as necessary to attempt to
quantify all costs to society of the
“research enterprise.” In particular, the
Commission is concerned that the costs
of a compensation program not be
permitted to escalate in a fashion that
would endanger the integrity and
continued existence of the program
itself, much less endanger biomedical

%2 e Cdabred, supra note 26; Havighurd, supra
note 27; Zeckhauser, supra note 28.
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and behavioral research. Accordingly,
the Commission suggests that benefits
under the experimental program be
“secondary” to other sources of benefits,
50 asto alow limited funds to be used
where they are most needed. =

Reation to AlternativeL egal
Remedies. As previoudly noted, much of
the impetus for a nonfault compen%ti on
system for research injuries derives
from the inadequacies of existing legal
remedies in providing fair and
expeditious relief for such injuries.
Nonetheless, in some cases, an injured
subject may perceive the possibility of a
large recovery through the tort system,
as well as a smaller (and more certaln)
recovery through the nonfault
compensation program. The question is
whether a subject should be permitted
to pursue both remedies, either
simultaneously or sequentialy.

Most workers compensation systems
were designed to be exclusive remedies,
doing away with preexisting lega
remedies against the employer and
fellow-employees. Over the years, as
workers compensation awards have (by
statute) remained low while tort awards
have increased dramaticdly, the courts
have alowed that origina exclusivity to
be eroded. In the present lega
environment, there is room for
substantial doubt that a compensation
program for research injuries that
purported to provide an exclusive
remedy for such injuries would be
acceptable to the courts, particularly if
the program imposes significant
limitations on the size and nature of
potential recoveries and requires

s The Commission suggedts that those conducting
the compensation experiment not employ
compensation programs that would speqfloally
provide for subrogation of the compensation fund to
ay dam an injured subject may have againg ay
person, other then the investigators or the research
sponsor, nor provide for a refroactive adjusment in
the amount of compensation after recovery from
such a third party. It would seem proper to protect
the funds avalable for compensation payments if
the subject’s injury has been caused by a third
party's wrongdoings, moreover, once a tort daim
agang a third party hes been adjudicated in a
ubject’s favor, the subject would be receiving
“double recovery,” once from the fund and agan
from the tort action. The experience with
subrogation rights under other governmentel
compensation sthemes, however, is tha they are
sddom invoked; the United Saes Attorneys to
whom they are assigned do not meke them metters
of high priority because the amounts involved rardy
judiify the costs and other burdens of prosecuting
the dams Under Flan |, the FE.CA. provison
(8§ 8131 on subrogation and § 8132 on adjustment
ater recovery from a third party) could be goplied;
a choice will have to be made under Plan 11 and 111
whether to provide for subrogation and other
agpects of potentid excessve compensation (seg,
for example, § 8129 of FE.CA., which authorizes
regulations to recover over-payments) or to dlow
experience with these issues to accumulate during
the experimentad period in order to determine if the
cod svings judify the adminidrative burdens

binding arbitration of disputes. Itis aso
doubtful social policy to deny a subject,

severdy injured as a result of negligent

conduct, his right to pursue a substantial
damage award in the courts.

On the other hand, one may question
the desirability of affording an injured
subject two bites at the apple: a quick
and relatively certain recovery through
the compensation program, plus the
chance of alarge recovery in the courts.
These are questions that deserve
consideration in designing the
“variables’ to be tested in the
experiment with compensation
programs. Among the alternatives a
compromise resolution, which is likely
to be acceptable to the courts, seems
attractive: requiring an injured subject
to make a binding election within a
reasonable time following injury asto
which avenue to pursue. A subject
would thereby waive any legal rights to
alternate routes of recovery. Thisis
essentialy the system now in effect at
the University of Washington, and it
appears to be acceptable in principle to
the insurers.

Resolution of Disputes. Any system
invalving the acceptance and rejection
of clams and the determination of
benefit levelsis likely to result in
occasiond disputes. To the extent a
compensation system for research
injuries involves difficult questions of
causation or of the extent of injury or
may require individualized
determinations of benefit levels for
subjects with no wage history, those
disputes will probably be complex.
Recognizing this fact, the Task Force
recommended that “the compensable
injury criteria should be applied only
after a group of competent individuals
has reviewed each case and reached a
determination whether and to what
extent compensation should be given.”

One vehicle for the resolution of
disputes in this context is arbitration.
Arbitration is frequently employed in
insurance contexts, and its use as part
of a research-injury compensation
program appears acceptable to the
insurers, as well as to other
commentators. 5 The one objection
sometimes expressed is that arbitration
may tend to provide “something for
everyone,” rather than clear, principled
decisions. This objection could be
explored through the compensation
experiment. =

% Task Force Report, supranote 3, & VI. 9.

s |rving Latimer, Arbitral Processss For a
Program to Oompensa:e Injured Research Subjects
(1980); see Appendix N to this Report.

% For example, § 8149 of FE.CA. provides for
adminigrative review, and § 8128(b) of FECA.
provides that find adminisrative action be

Financing M echanisms. Assuming that
compensation should be provided to
subjects injured in research, who should
pay the costs? Insofar as the ethical
basis for providing compensation to
subjects injured in research is founded
on service rendered to society in
general, including future generations, the
society at large, acting through the
Federal government, would appear to be
the appropriate souce of funding for a
compensation program.

With respect to research conducted
by the government—e.g., intramural
research at the National Ingtitutes of
Health—direct government funding of a
compensation program is relatively
straightforward. With respect to other
classes of research, however, additiona
factors may be relevant.

One possible function of a
compensation program is to provide
incentives to researchers and research
institutions to conduct research safely.
To the degree that these costs of
compensation are shared by researchers
and research indtitutions, incentives are
created to enhance the safety of their
research and to consider carefully the
advisability of high-risk research. These
incentives are thought to operate even in
the context of a nonfault system, where
negligence as such is not at issue.

The Commission believes, however,
that adequate incentives for the careful
conduct of research are provided by
existing scientific norms and the
consciences of those who place their
fellow human beings at risk in
experiments; these internal standards
are buttressed by requirements for prior
IRB approva and by the possibility of
tort action in the event of negligence
resulting ininjury. The Commission is
doubtful that imposing the financial and
administrative burdens of cost-sharing
on research ingtitutions would produce
added safety for subjects. Again thisisa
matter that might be tested;
alternatively it might be decided as a
matter of policy that the costs of a
nonfault compensation system should be
borne exclusively by sponsors of the
research—and, during the proposed
social policy experiment, these costs
ought probably be borne solely by the
Federa government.

[FR Doc. 82-31875 Filed 11-22-82; 8:45am)]
BILLING CODE 4150-04-M

“(2) find and condusive for dl purposss and with
regpect to dl questions of law and fact; and

“(2) not subject to review by another officid of
the United States or by a court by mandamus or
othewise”





