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MEMORANDUM

TO:

CC: Ruth Faden

FROM:

DATE: July 14, 1995

RE: Briefing Folder

Printed with soy ink on recycled paper

Dan Guttman
Jeff Kahn
Steve Klaidman 
Anna Mastroianni

Interagency Working Group Points of Contact for Review of ACHRE Final 
Report:

Ellyn Weiss, Department of Energy
Gordon Soper, Department of Defense
Wendy Baldwin, Department of Health and Human Services
Harry Holloway, National Aeronautics & Space Administration 
Nancy Tackett, Department of Veterans Affairs
Brian Latell, Central Intelligence Agency
Pat Glynn, Department of Justice
T.J. Glauthier, Office of Management and Budget
Phil Caplan, White House

Enclosed are the following briefing materials for the July 17-19 meeting of the Advisory 

Committee at the Madison Hotel in Washington, DC:

Federal Register notice

Tentative agenda

Prospective Recommendation on Compensation for Research Injuries 

(memorandum plus enclosures)

Advisory Committee on Human Radiation Experiments 
1726 M Street, N.W., suite 600 

Washington, D.C. 20036

‘i-
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Ju'.v It*. I***1' p.m

1:15 p.m Diiciuiion of Report Draft 
and Recommendation! (cosoaucd) ,

i

I

I

•»

Faderal ! v«4 tu No. U7 / Monday July I, lOtiti / N<.:.<<>»

CcnUllvc Ageud*

.Won day. fuly 17. 1MU5 

1:00 a.m. Cjill to Order and C[Mnit>g
Romarks

8 05 a m Approval of Minutac
•3:10 a.m. Public Comment
10 30 a m. Discussion of Report Dreft

and Recommendations
12:00 p.m. Lunch
1.15 p.m Discumon. Committee

Strategy and Direction (continued)
5 00 p.m. Meeting Adjourned

Tuttday. )uly 1H. 1905

3 00 a.m Opontng Ramark*
9-.10 a m Discussion of Report Draft

and Recommendations
12:00 p.m Lunch

Feneral Advisarv Cumtnirtew Act (Pub.
1.. 92--463.H0 Sts*. 770). noo™ ■» hereby 
given of the following meMt-dg 

OATES AND T1MESC

lulv 17. i<395.'».t»Oa.m.-5<*P ''> 
luiv 15 1005. 3tx> a.m -S'Jit p m

Advisory Committee on Humen 
Radiation Experwrsents

AGENCY: Depertnocnt of Energy 

action: Notice of opwn meetng.

SUumahv: Under the provisions of the

5 00 p.m. Meeting Adjourned

Wtdnesday. July 19.1995

8 JO a.m. Opening Remarks
8:35 a.m. Discussion of Report Draft

and Recommendations
1200 p.m Lunch
1:15 p m. Discussion of Report Draft

and Recommendations (conunuHii) 
3:30 p.m. Meeting Adjourned

A ftnnl ngnntta will ho nvall*>>U a| lliu 
meeilog

Pablic Participation
The meeting is open to the public. 

The chairperson is empowered to 
conduct the meeting in a fashion that 
will facilitate the orderly conducs of 
business. Any member of the public 
who wishes to file a written suwoaent 
with rhe Advisory Committee will be 
permitted to do so, either before or After 
the meeting. Members of the pubuc who 
wish to make a five-minute oral 
statement should contort Steve 
Klaidman of th# Advisory Cummirtw at 
the address or telephone number listed 
above. Request* must be received at 
least five business days prior to the 
meeting and reasonablo proviaions will 
be made to include the prosontatian on 
‘h-U-hda.

Transcript
Available for public review and 

copying at the office of tho Advtwsry 
Coiiitniltew al the address llstml above 
betwean 0 a.m. and 4 p.m.. Monday 
through Friday, except Federal holiday*

Issued al Washington. DC Ou lune 2S. 1995 
lachal Murphy Samuel,
Acting Deputy Advnury Committee. 
Wuniirenieiit O/liiet

tn liuu tn insue 1'ihul ft. to on,« h *iu| 
tauHU cove «i-e

ei ACC The Mattutiui. 15th And M 
Stroets, N W.. Washington. D C. 

r0* FusmtcA mroraunoN contact: 
Steve Klaidman, Advisory Committee 
on Human JUdietion Expmsaenu. 1726 
M Street. NW. Suite 600. Washington. 
DC 20036. Telephone: (202) 254-9795 
Fst (202) 254-«a2H

SUTFUMC MTAAV a^OAMATwer

Purpoaa of the Committee
Tho Advisory Committee on Human 

Radiation Experiments was established 
by the President. Executive Order No. 
12H01. January 15. 1994. to provide 
advice and lecmamendatlaaaa on the 
mini el anil si ieMtinu staiMlaada 
sjipllcalile lu liuBiati radlaatou 
eapenments carried out or sponsored by 
the United States Government The 
Advisory Committoc on Human 
Radiation ExparimanlA reports to the 
Human Radiation Iniwregeocy Working 
Group. th» mairsGars of whach include 
th« Sacretary of Energy, tho Sacra I ary of 
Defense, the Secretary of Health and 
Human Services, the Secretary of 
Veterans Affairs, the Attorney General, 
the Administrator of tho National 
Aeronautics and Space Admimslratiun. 
the Director of Central Intelligence, and 
the Director of tho Office of 
Management and Budget.
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advisory committee on human radiation experimentsI
r'.BLIC MEETING 

;iLY 17-19, 1995

Madison Hotel Executive Chmoers 15th & M Street, N.W. ❖ Washington. DC.

TENTATIVE AGENDA

Mondas. Julv 17. 1995

Call to Order9 00 AM

Public Comment9.10

Break10 15

Comminee Discussion: [?” I and II chapters to be determined by the Committee]
10:30

Lunch12:00

Committee Discussion: [Pr-. I and II chapters to be determined by the Committee]
1:15

Committee Discussion Fzdngs (1944-74) [Part IV, Chapter 18]
2:15

Break4:00

4:30

Meeting Adjourned6:00

Tuesday, July 18, 1995

9:00 .AM

Break10 45

Committee Discussion: R-earch Proposal Review Project [Pan HI, Chapter 15]
11:00

Committee Discussion S_rect Interview Study [Pan III. Chapter 16]
11 45

Lunch12 30 PM

1

Opening Remarks

Ruth Faden, Cha-

Committee Discussion: Recommendations for Remedies for Former Subjects [Pan IV, 

Chapter 19]

Committee Discussion: Recommendations for the Remedies of Former Subjects [Pan 

FV, Chapter 19]
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1:45

3:30

Break4:00

4:30

Meenng Adjournedo.uo

Wednesday. Julv 19. 1995

Approval of Minutes of June 2 2. 1995 Meeting8:30 .AM

Committee Discussion: Strategy nd Direction and Sign off of Final Report8:35

9:30

Break10:45

Committee Discussion: Rccormendations on Openness [Part IV, Chapter 19]11:00

12:15 PM Lunch

Committee Discussion: Executhe Summary1:30

Meeting Adjourned3:30

Committee Discussion: Findinss-Contemporary Intentional Releases [Part IV, Chapter 

18]

Committee Discussion: Contemc-ary Projects--.An Ethical .Analysis [Pan III. Chapter 

17] Findings for the Contempcm Period [Part IV, Chapter 19]

Committee Discussion: Recormer.dations for the Protection of the Rights and Interests 

of Human Subjects [Part IV. Chmer 19] (continued)

Committee Discussion: Recormer.dations for the Protection of the Rights and Interests 

of Human Subjects [Part IV, Charter 19]

Committee Discussion: Recommendations for Balancing National Security Interests and 

the Rights of the Public [Part IV Chapter 19]



Prospective Recommendation on 
Compensation for Research Injuries 

(memorandum plus enclosures)



MEMORANDUM

Members of the Advisory Committee on Human Radiation ExperimentsTO:

Advisory Committee StaffFROM:

July 6,1995DATE:

Prospective Recommendation on Compensation for Research InjuriesRE:

If you have any questions about any of this material, please contact Anna Mastroianni.

Enclosures: 

"Ballot" for faxing

Women and Health Research, National Academy Press, 1994, p. 169 and Appendix D.

We have attached a "ballot" for you to return by the first day of the meeting (July 17) indicating whether 
you are willing to indicate your support of the President's Commission conclusions and recommendations.

President's Commission for the Study of Ethical Problems in Medicine and Biomedical Research, Compensating 
for Research Injuries: The Ethical and Legal Implications of Programs to Redress Injured Subjects, June 1982, 

Volume I; and Table of Contents, Volume II, Appendices.

We recommend that you review this report and then indicate on the attached "ballot" whether you agree 
with Commission's conclusions and recommendations. Depending on the response, a sentence will be added 
either to the body of the recommendation or to the explanatory note, e.g., the Committee is [or some or a 
substantial number of Committee members are] in agreement with the conclusions and recommendations of the 
President's Commission supporting the review and evaluation of various alternative compensation schemes by 

the federal government.

For additional background reading, we have provided you with a relevant excerpt from a recent report of 
an Institute of Medicine committee titled Women and Health Research (National Academy Press, 1994). As 
noted in a footnote to the Advisory Committee draft recommendation, the Institute of Medicine recommended 
that the National Institutes of Health review the area of compensation for research injury.

At the June meeting, some Committee members suggested that the Committee provide additional 
support for its recommendation that the federal government review the area of compensation for research injuries 
of future research subjects (Recommendation 13a, chapter 19, draft date June 9). It was suggested that the 
Committee indicate that some or all of its members are in agreement with the recommendations and conclusions 
of the President's Commission for the Study of Ethical Problems in Medicine and Biomedical and Behavioral 
Research, a group that studied this issue in detail in 1982. Many of you are familiar with the President's 
Commission two-volume report, Compensating for Research Injuries: The Ethical and Legal Implications of 
Programs to Redress Injured Subjects. To refresh your memory, and to provide those who are not familiar with it 
with an opportunity to review it, we have enclosed volume one of the report, which includes a summary. (A table 
of contents for volume two is also attached. Please contact Tracy Smith if you would like a copy of the 509 page 

appendix as well.)



"Ballot" for faxing



Compensation Recommendation

Name: 

□

□

Please fax (202/254-9827) or return to Tracy Smith and Anna 
Mastroianni by July 17. (Please check one.)

I would not like to be noted as agreeing with the conclusions 

and recommendations of the President's Commission.

I would like to be noted as agreeing with the conclusions and 

recommendations of the President's Commission for the Study 
of Ethical Problems in Medicine and Biomedical Research, 
Compensating for Research Injuries: The Ethical and Legal
Implications of Programs to Redress Injured Subjects. June
1982.



President's Commission for the Study of 
Ethical Problems in Medicine and 

Biomedical Research, Compensating for 
Research Injuries: The Ethical and Legal 

Implications of Programs to Redress Injured 
Subjects, June 1982, Volume I
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BIBLIOGRAPHIC INFORMATION
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PB83-236794

Jun 82

PERFORMER:

KEYWORDS:

PC$8.00PRICE CODE:

1i

j
Available frosn the National Technical Information Service, 
Springfield- Va. 221S1

President's Commission for the Study of Ethical 
Problems in Medicine and Biomedical and
Behavioral Research, Washington, DC.

!

♦Workmens compensation, *Injuries, *Research 
projects.

The suggestion of compensation for research injuries has 
been a mainstay of ethical and public-policy discussions of 
research with human subjects for many years. The failur*- to 
resolve the issue exposes the entire research enterprise to 
the public recriminations that could follow from one or a 
series of serious, uncompensated injuries 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 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 &.id 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 t-hough statistically small nay 
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, ....

3

Compensating for Research Injuries: The Ethical and Legal 
Implications of Programs to Redress Injured Subjects. Volume 
1. Report.

See also Volume 2, PB83-236802. Also available in set of 2 
reports PC$16.00, PB83-236786 and in set of 15 reports 
PC$115.00, PB83-236695.

-
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Volume One: Report
:

June 1982
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President’s Commission for the Study of 
Ethical Problems in Medicine and 
Biomedical and Behavioral Research
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A Report on the Ethical 
and Legal Implications 
of Programs to Redress 
Injuries Caused by
Biomedical and Behavioral 
Research
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The power of medicine to cure and to prevent illneaae^haa

having access to medical care have been the beneficiaries. 
Advancements in preventive measures and therapeutic tech­
niques 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 fcou the old more than 
any other factor. Indeed, one of modern saencr'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 1U value is 
reaffirmed with each a ccessful act of treatment or prevention.

The ratio of benefits to costs in medical experimentation 
has been remarkably favorable. This has been uue not only of 
the dollar costs of laboratories and the idee but also of the 
human costs sust lined as research-related injuries. At the 
same time, howevir. three human costs must not be disregard­
ed. 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 in thus inherent in medical research 
no matter how conscientious the investigator and careful the 
research. Quite obviously not all experimental drugs and 
tachniques 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 ne»* treatment proves to be s relative success, the initial

Precedmg page blank
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10 CcmpenMling for Research Injur.e*; Chapter 1

expennenU may reveal that certain patients cannot benefit or 
may be especially surceptibis to toxic side effects.

These untoward results of medical experimentation occur 
far less frequently 'Jian do the benefits, but 1? those who are 
affected they can be real and serious. Research-related injuries 
are harms1 that occur as a nearly unavoidable resul* 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 it attested by the magnitude 
of funding for biomedical research from governmental bodies 
and charitable contributions. Naturally, that responsibility 
would seem <0 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 social policy 
experiment to test cut alternative policies.

The balance of this chapter attempts to sketch the social 
and ctiltural setting of the problem of research-related injuries. 
The cultural ethos colors one’s appreciation of the facts 
specifically relevant 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 greppling. 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 madu 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 be 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 those wider problems 
of risk In tvrn. the policy on research injuries could conceiv­
ably influence the course of ths larger debate and raises 
questions of "horizontal equity” in redressing injuries of one 
type but not of others.

* The terms ui/ury and ham have distinct meaning in the law. the 
former connotes wrongfulnnss or the occurrence of something for 
which a plaintiff can seek redress Ordinary discourse does not make 
so dear 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 
indtADCBS.
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Ths Socisl and Cultural Setting

To explore the wider context in which tne problem of 
compensation of injured research subjects arises, this chapter 
first considers the place of the research enterprise in society, 
that of the volunteer subject, and differ:?'’ 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—-social 
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.

I
I

i

» National InstitutM of Health. Basic Data Rslatvsc to txx Natiomal 
Instttutss of Hsalth - 1383. U3. Government Printing Office. 
Washington (1980). Figures 1 and 2. Tables 1-X
• J.H. Means Wash 4. Harvard University Press, Cambridge, Mass 
(1988): RenSe C. Fox. ExFouMaxT Psmuxis. The Free Press Glencos 
IU.(1959).

Roles and Relationships in Human Experimentation

The Role of Biomedical and Behavioral B si I arch. Since 
World War IL the magnitude of biomedical and behavioral 
research in the United States has increased tremendously, as 
has the Federal 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* through 
the National Institutes of Health and over twenty other 
agencies; furthermore, a ’.arge proportion of the privately 
sponsored research on drugs, medical devices, other consumer 
products and pesticides is conducted pursuant to extensive 
Federal regulation, although not supported by public funds. >

The centrality of research in medicine, particularly iu 
American society in recent decades, makes it easy to forget 
that the role of the professional clinical investigator and the 
institutionalization of clinical research are historically recent 
20th century developments. Nevertheless, over the past fifty 
years and particularly since World War H 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 personally directed 
units such as those depicted in the 1960s by Means and Fox* to 
massive, sprawling institutions which often dominate the 
academic ervironments they inhabit or which are conducted 
under industrial and governmental control

Americans generally share the benefits of enhanced 
understanding of human physiology and advances in therapy. 
Similarly, although contributions to the public puree are not 
strictly proportionate, it is the citizenry as a whole that 
sponsors publicly supported research. Research, then, is an
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12 CcmpensatiEg for Research Injuries: Chapter!_______

entarpriee that ia collectively spcnsored and responsive to the 

collective good.
The widespread enthusiasm shown in recent decades for 

medical rewarch can be at least partly explained by one single 
fact all of us are threatened by disease and disability. The 
risks of nature affect everyone, rich or poor, black or white, 
mala oi female (though some risks are higher for less-advan­
taged 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 iUelf, for a significant amount of 
dinical research is designed to test the safety and efficacy of 
currently accepted medical practices. For example, two clinical 
trials which spawned widely pub’icized litigation by injured 
subjects—the University of Chicago study of the use of 
diethylstilbestrol (DES) during pregnancy to prevent miscar­
riage. and the multi-center riisics! trial witn premature infants 
^.mining the relationship of oxygen therapy to the incidence 
at blindness resulting from retrolentcl fibroplasia—provided 
the scientific basis for rejecting or modifying those therapies. 
Were such research never conducted, these therapies might 
still be employed in general medical practice.4 Thus, accep­
tance of controlled risks in clinical research can. and regularly 
does, result in knowledge which reduces the "risks of everyday 
Ufa." including those risks associated with standard medical 
care, for all members of the society.*

Increcred freedom from risks is, then, one promise of 
research. But there is no easy path toward this goal. Scientists 
mnst test out hypotheses, and they must sometimes use human 
brings meaning their own bodies or others’—as a laboratory 
to understand normal physiology as well as abnormal condi­
tions, and to fill in important gaps in knowledge about the 
efficacy and safety of new medical interventions. Thus, in its 
pursuit of preventive, diagnostic, and therapeutic interventions 
which are intended to nduce the risks caused both by nature 
and by human activities, research imposes other risks. These

4 Sccm of ths most important evidence about the effects of DES 
coms from a controlled experiment at the University of Chicago 
in the early 1950a. Three of the women involved in this 
experiment are now suing the university for having put them at 
ths rial. The university and others will be more careful In the 
futBM. thus increasing the risk that new cancer sources will go 
undetected. Meanwhile the fear of lawsuits is making doctom 
and hospitals reluctant to help track down DES daughters, thus 
hwr—.ring the risks that some of them will get cancer that isn't 
caught in time.

Mchaei Kinsley. Fata and Lawtuilt. 182 Thx Nxw Rirusuc 20. 25 
(June 14,1KB).
• tn nodiv. these facts, the Commission expresses no judgments on the 
ethical or Ltgal quesdccs. including those of Informed consent, raised 
In ongoing or recently concluded litigation.
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risks of research are

deal witn me issue ui r--- _u~.»related injuries-reaide in our lack of understanding
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14 Compeasatirig for Research injuries: Chapter 1

ccatractor. Although questions may trisa about the reiati.'e 
freedom and negotiating power of an employee compared with

!

i
. i

\
■ '.I

those of the person or firm offering employment, voluntary 
agreement of all parties is the essence of the relationship.

Finally, 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 contractor tends toward moral neutrality, 
with attention being directed more toward the fairness of the 
bargaining process than to any particular outcome.

Societal views of research subjects appear to be ambiva­
lent and shifting. It is notable that in the period through the 
1940s. the most common image in the press and in literature 
was that of the research subject as hero or as selfless societal 
benefactor. Patients who also served as subjects, the physi­
cian-investigators who carried on medicine's long tradition of 
self-experimentation, and the normal (healthy) persons who 
volunteered io contract malaria, inhale new nerve gases, be 
injected with curare, and so forth, were recognized, valued and 
often celebrated for giving of themselves to advance medical 
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 identifi­
able. often heroic societal benefactors.*

Roginning with the revelations at Nuremberg of barbaric 
medical "experiment'’ 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

• B. Davidson. So He Took th* Cobra Venom and Shot It Into Hie Am. 
COLUXB S. 52-55 (Nov. 1.1952).
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?6 Compensating for Research Injuries: Chapter 1

j^rise nuty also be viewed in different ways. For example, the 
irelatiouahip of investigator to subject may be aseimiiated. 
perhaps unconsdnusiy, into the physician-patient relationship, 
indeed, many investigators are physicians, and many subjects 
tire patients—although many also are not. Physicians, in any 
case, are thought to have important obligations to their 
patients including, significantly, "printum non nocen.” Seen in 
this light, c physician could have violated the patient-subiect'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 Ln the latter 
way. it becomes essential to take into account differences in 
power between subjects and research institutions. 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 usually large, 
imposing, and staffed by professionals of high social status. 
Indeed, research subjects at the National Institutes of Health 
or military hospitals face the power and authority of the', 
government itself. Because of the inherent inequality of such 
relationships, the various perties to the research enterprise are 
not necessarily free and equal agents involved in a situation 
equivalent to ordinary negotiations for mutual benefit

The Relationship of Subjects to the Beneficiaries of 
Research The relation of research subject to investigator and 
to research institution is not. however, the only onu requiring 
attention. Also or importance is the relationship between 
subjects and the beneficiaries of 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.14 On this view, the subject gives by 
participating in research and. especially, by accepting the risk 
of injury; and a social disequilibruium results if injury occurs 
unless that gift la repaid 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

" '' ‘ ..~a



*<

17The Social and Cultural Setting

?

receive the gifts that medical car

-»*

into two groups.

h- ’e been a

” See Chapter 3 infra.

■i

.-X-.

I

who have bestow, . 
this ad hoc compensauon.

person responsible could be

For f ‘
accej.
things—or. perhaps.

-■■'X

Risk (and Risk-Spreading) as a

The

I
i

I
i

I
i

whollv consistent: they are evolving 
Sy uK^aslnsly close sc'rutiny.

At cne time in history. £r

into two groups. - r_—_~T redress couia oe sirugu*
attributed to "fate. For the • • provided that the

X xs'
“ZX no. been .

better place to live, but it was surely sunpier

N.,.be, ,h. old y

,11 suited to assigning responsibility
....... ......... ....

The means used to pi------
piece by piece and are not

- ■ '

•ould be clearly divided 

i^e-ca^b, . b-anage.^

Social Problem
ma„ite..a<ion nt mb ,» .be lorm nt jnMy. ^bil,..

'XX-A x?x..X«bX 
"it ‘S "Xtort cases—often ^r^VonidSrg'^neeTed. bcS* to

- ■ i the volunteer subject wishes to besto*.
S^^^-op^eaUeas.^^^



CT'r

-•r'

<

J

%r-

'•

j

•!

i

■

i

“ Michael Kinsley, fate and Lawsuits. 182 The New Repueuc 20 (June 
14.1E80).

1.

tI

■ ^-£- 

J-,’

A .-w'

I

I
i

i

»

I
i
i

-!

<
i
II

I

i

i

i

!I
I

assess the amount the defendant must pay to make the plaintiff 
whole and also to deciare 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 
institutions rather than individuals, often widely separated in 
time and space from the injury, must coincide for an injury to 
occur. The instrumentalities of harm are like the boy in the 
rhyme who "shot an arrow in the sir, it fell co earth [he] knew 
not where." The chain of causation and responsibility may 
bacume 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 several 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 c, divinely ordained 
fate—is well illustrated in the recent litigation over risks of 
cancer allegedly imposed by use of DES. It is well nieh 
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 statistical 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 compensa­
tion. It doos not matter that for many (perhaps even for most), 
there is no single “cause," in the legal sense of the word as 
employed in the DES litigation, but rather a coincidence of 
factors from genes to workplace environment, from health care 
u? personal habits. What matters is that redress is available to 
some, 'vhile others are told that it is just fate. Yet, as a 
commentator recently pointed out it is 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 special problems of late for the 
existing means of cost-allocation. Although partiality is, thus, 
always a danger, there may be reasons for special attention to 
providing compensation for research injuries. While one must 
take care not to oversentimentalize the investigator-subject 
relationship, one need not reject legitimate opportunities to

1« Compensating for Research Injuries: Chapter I
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Research Injuries and the Larger Social Context
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■upport its positive, moral attributes. From this perspective, a 
compensation program based on human need rather than fault, 
and enlisting investigators as proponents of the claims of 
injured 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 its 
insidious 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 Commit­
tee on Medical Ethics to warrant such coverage.1* In March 
1978, a Royal Commission (the “Pearson Commission**) report­
ed to the British Parliament its recommendation that “any 
volunteer for medical research or clinical trials who suffers 
severe damage as a rssult should have a cause of action, on the 
basis of strict liability, against the authority to whom he has 
consented to make himself available.**1* Finally, in 198a a 
World Health Organization working group io develop interna­
tional guidelines for human experimentation concluded that 
"natural justice demands that every subject participating in 
medical research should have automatic entitlement to reason­
able and expeditious compensation for any injury sustained as 
a result of participation.’*1* Proposed guidelines reflecting that 
conclusion are under consideration by the World Health 
Organization and the Council for International Organizations 
of Medical Sciences.

” Harry Bostrom. On the Compensation for Injured Research Subjects 
in Sweden (1980); see Appendix K to this Report
“ EX. Nouch. Materials Concerning Compensation of Subjects Injured 
in Research at the University of Leiden. The Netherlands (1980); see 
Appendix L to this Report
a Royal Ccmniission on Civil Liability and Compensation for Personal 
Injury. Rzrorr. Her Majesty’s Stationery Office. London (1978). Vol 1 
at 286.
•John F. Dunne. Proposed International Ethical Guidelines for 
Human Experimentation. XTVth CIOMS Round Table Conference. 
Session 1 (Medical Ethics and Medical Education). Mexico City (1980).
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Concerns about compensating injured research subjects 
reflect an ambivalence in individual and social views regard­
ing research and risk. On the one hand, there is a general 
understanding and acceptance in this society that research is a
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“ See. e.g.. Marahall S. Stiapo. A Nation of Guinka Pick Tm 
Unknown Risks or Cmbocal Tkchnoioct. Free Press. New York 
(1979): Propoued Ammdmentt to Title 28 of the US. Code: Hearing* 
on Radiation Cumpenection (S.1483) Before the Senate Committee on 
Labor and Human Reeourcee. 97th Coog^ 1st Sees. (Oct 27.1981): Joe 
Hudson and Burt Galaway (eds). Conshmunc ths Victim. Charica C. 
Thomas. Springfield. Mass. (1975).
“ See Swazey 4 Giants, tupro note ft at l(k 15 U.S.C. §57 a(h). 1975 
Magnuson-Moss FTC Improvement Act (expense reimbursement to 
pennit public pertidpatioc in rulemaking).
“ Loren R. Graham. Concern* about Science and Attempt* to Regulate 
Inquiry 107 Dasdaujs 1 (1978).

social good which provides us with benencial knowledge and 
techniques. On the ether hand, investigations by Executive and 
Congressional bodies and the advent of public regulations for 
protection of human subjects mtnifest the increasingly wide­
spread concern about the motives of researchers, the conse­
quences ot research, and the use of human beings as experi­
mental objects.

Compensation of injured research subjects is but one of 
several interrelated social responses to these tensions. In 
recent decades, much emphasis hac been placed on the 
informed consent of research subjects and on the regulation, 
and limitation, of risks iaiuired 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 social, 
ethical and legal concerns about the conduct of research with 
human subjects, so the concern with the protection of human 
subjects, in turn, ha* been generated and responded to in 
relationship to broader societal concerns. Human experimenta­
tion has both reflected these broader concerns and helped to 
foster them. This linkage is particularly evident with respect to 
three closely related aspects of contemporary American soci­
ety. First, one finds today an enhanced concern with victims— 
real, imagined, or potential—of all kinds.21 Second, there is a 
new awareness of the inequality of some groups’ bargaining 
power." Third, populist doubt and suspicion about “big** and 
“powerful" institutions such as government medicine, and 
science has been renewed and extended to the authority and 
power vested in "experts" of al! kinds."

These social 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 personal, institutional, and govern­
mental responsibilities. The social movements of recent years 
have clearly had an impact on thinking about the rights of 
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and responsibilities toward, members of tins alias of cereont.

Cor.-eianveiy. abuses auffsred by a few research sublets 
have themselves contributed to this wider tocial questioning. 
The confluence of concerns with victims, unequal bargaining 
newer, and powerful institutions 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 nubile good. To the earlier reports of 
projects at Willowbrook and Tuskegee have recently been 
ad^o--* revelations cf the exoeriments with psychotropic dregs 
sponsored by the OA and the Defense Department’s biological 
warfare testing accidents at the Dugway Proving Grotnd “ All 
have been lightning rods for attracting attention to problems in 
governing research and in testing human subjects wi± fairness 

ynfl due concern.
The research injures with which this Report is concerned 

are no. primarily those thai result from unethical practices on 
the part of investigators. Most of the example receiving 
current attention are actually old experiments, recently come 
to light or the subject of contemporary reexamination." The 
focus of this Report is or harms resulting from risks of 
relatively low frequency and severity, visited on subjects of 
well-pianned. carefully conducted, ethical research. It must be 
recognised, however, that social attitudes toward the compen­
sation of those harmed in ethical reaearch will be colored by 
public perception of toe plight of those injured through abuse. 
Risk and injury are common to both kinds of research, and 
u.— will likely be the chief subj<xt of moral concern. The 
centrality of risk in the conduct of research is testified to by the 
develcpment of a new lexicon—necessary risk, acceptable 

risk acceptance, danger-of-danger. risk-of-risk. uncertain- 
. ty^^mrertainty—and in the emergence cf a new occupational 

category of institutional “risk managers."

- BiotMdctiJ aod BdxrriaraJ R—ardi: Human-Uot BxperiiMntation 
Pnfrxune of tt>o of Dofonoo and Control Intdlinnet
Agoncr fSanngt an & 2515 Bofon tho Sobcoaunittoo an Hoalth of 

tbo Sanaio CotMnittoo on Labor and Public Wolfant and tho Subcotn- 
an AdnuniotrotiTo Proctico and Prrveduro of tbo Sonata

M V Aman's Uoiotical Woapcno: U3O-tM5. V Btu. or
TK ATOMC^wnsrs 43 (ism). TSs artiaie is besed in pertI oa 

r-1------ 1 Mder the Freedom of fadbraaboo Act which
reveei that in Worid War  the jepeneee had eead priaonCT of werae 
MbWcts of reeeereh btoiogical warfare experimentai stittooa. The 
, , .a. of these experbnonts had beau turned oyer to tapraaentattvee
of the Untied Metre in exchange for immunity from war ertmre
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22 CoE^enMtiQg for Research Injuries; Chapter 1

The Comzaissiim'a study jf cumpensatioo for res ear ch 
injuries reprsrents an attempt to explore how much inequaLiy 
and risk arc 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 fc’ this Report

The mm» for F=y»c PoBcy. Existing data reviewed in 
Chapter Feer suggest that the number of research injuries, and 
particularly ot uncared-for injures, is not large. Further, the 
creation of a compensation system would entail both economic 
coats 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 social programs and priorities. The ultimate persuasive- 
wm of this attack cannot however, be determined on the 

basis uf existing.data.
On the other hand, commentators often criticize the 

inability of our governmental system to respond to problems in 
■Aranrat of a crisis or a catastrophe. Scientific research entails 
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. Purthrr. bow the government responds tu 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 policy to be determined solely by 
coat-benefit calculations, or is there room in the policymaking 
process for an additional dimension of social values and 
rsspoosibility?

Sodal RaapooaQiiBty nd Indtvidual Consent As manifest­
ed in judicial opinions, ethical codes and Federal regulations. 
♦hte country has determined both that informed consent is a 
prerequisite to participatiou in biomedical and behavioral 
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 individu­
als knowingly consent to ran the risk of participation in 
leeoarcb without the expectation of compensation in the event 
of injury, ought not that altruistic gift be respected? Or is such a 
gift more than society should request or even accept? Does 
there come a time when to rely on “informed consent” is to 
exploit the goednese—or the weakness of those who deserve 
society's respect and gratitude instead?

Jldasiidslisllii Pracdcabifity and the Plight of the Help­
lees. A compensauco program which excludes therapeutic 
re so arch (or more generally, sick patients) is markedly simpler 
■nd less costly to administer than a mere comprehensive 
program. Yet it is precisely in cases of therapeutic research
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tion. extent of injury, and other factor* in a iashion

tarch and inatead provide medical care and financial
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1

bility embodied in thia laat option—« notion conaiatint with 
broadened aodal reaponaibility not merely for reaearch inju- 
riea, but for all the viciaaitude* of mocern life? If not where 

abould the line be drawn?
Fortunately, the Cotnmiaaion waa not charged with resolv­

ing these large questiona in the abstract and it ha* not sought 
to do >o. Rather, the Comraiaaion ha* grappled with these 
theme* as they apply to the concrete and immediate issue or 
compensation for research injuries. In recognizing that some 
questions are. finally, unanswerable, the Conur^«aion also 
recognizes that in a dynamic society, the quest for perfect and 

eternal answers may invite paralysis.

Tbo Social and Cultural Setting

involving sick patients that the subjects may be most in need 
rkat the quality of consent given is most likely to diverge 

from the ideal. Three options present themselves:

• to exclude such claaaes of research or research subjects 

from coverage entirely;

• to experiment with novel method* of determining causa­
tion. extent of injury, and other factor* in a tashion 
designed to reconcile need, “deservingneaa." and admin- 

istrativfa 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 social responai- 

broadened aodal responsibility not merely for research inju-
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the NureSterg thah^N  ̂war criminals after World War II. 
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have entailed unreasonable risks. Therefore. *e"
adopted by the Federal government requiring pnor revie 
roXrch protocols to control or limit the amount of nsk to

-i o.. »Mon.hip.

In the history of biomedical ethics, discussion of compen- 
satxm for rewareh-reiated injuries has taken place agams a 
b^iground of shifting emphasis on two °ther “e^’”’a 
thTprotection of human subjects: informed consent and

vote,.,,. talOHD^

!
{

!

!

■I

. for informed consent and risk

S^SS^7nfo™^“n*int^nitation of “^“End 
JXil and the shifts of emphasis over time best lend 
themselves to analysis through a division of the recent past 
into two periods; 1945-19fi6. and 1986 to the present.

Reliance on Codes and Consent (1945-1966)

SS^f eto £Xne of the horror Aat

greeted revelations about the abusive ana unethical expen-

Precedng page Hank

subjects: informed consent and

Z^mb^toaTconcera focused primarily on the need for 
Hlunts^mfonned conwmt through which *

could either agree or decline to accept the risks inherent in 
particular research activity. It was thought that a'«•“«*
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26 Compavsathag hr ~u«?aich Jnjurins: Chapter 3____

Esecbi that had been Terrnrmed on uncr.naenting prisoners by 
the Nazi uhysiciana on triai. tee first princtn'.e of :ha Nurem- 

subject is absolutely ess-uoaL"*

Subsequent codeu adopted by inGivtdual countries and 
medical assoaati-n.s were der.vauvt •:: uae Nuremberg Judg­
ment They too placed primary emphasis on assuring that the 
consent of research subjects is tmi* .oiuntary and based upon 
a full understanding of the neks involv'd.’ Disclosure of the 
risk was deemed of primary it-romance; limits bon (if any) on 
the amount of risk that nu£rt be voluntarily assumed by 
subjects was secondary ana generally took the form of 
exhortations to retearchsrs to satisfy themselves that ths risks 
of the research are jus:t£ ed by the anbdpeted benefits (to the 
subject or to general knowledge) and not to inflict death or 
disabling injury. These limitabons derive from prindpios five 
■mt 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 humanitarian importance of the problem to be 
solved by the experiment”

Hence, in the mid-19S0s when the first suggestions for. 
proviaion of compensation for injured research subjects ap­
peared in p*ait there were no regulations or review proceduies 
to limit the risk that might be presented in research. In ^>ct 
Irving Ladimer reported in 1955 that there had been two rwent 
deaths associated with biomedical research: a laboratory 
tt-hnirian. following an overdose of an experimental drug, and 
a prisoner, following an injection of hepatitis virus.1 * * Cnmment- 
ing on the general problem of retearch-related injuries. Ladi­
mer noted that “commercial insurance coverage and provision 
of medical care for consequences directly related to the 
[research] project are methods observed by responsible organi­
zations.”4 Nc references or examples were cited, however.

In an unpublished doctoral thesis. Ladimer subeequentiy 
examined the liability to which research investigators were

> United States v. Brandt 2 Tbjais or Was Cbimiais Baron res 
Nuesmbssc Mhjtamy Tbbunau (The Medical Case) 1«1 (Military 
Trib-mal L IMTl
1 Sm. ag„ Prinaplaa for ThoM in Rnoaarch and Experimantaiion 
adopted by the General Assembly of the World Medical Aseodation 
in 19M; Raport on Hainan Exporimer.tation. Public Health Council of 
the Netherlands (1055); EthicaJ and RoJigioua Dirocrina for Cathobc 
Hospital*, adopted by the Catholic Hospital Aseodatioo of the United 
Statoe and Canada (1965); Retpomibihty in Inm»tigat>on» on Human 
Subjocin. Medical Research Council Great Britain (1983). AU are 
reprinted in Henry K. Beecher. Rusasch and res Individual Little 
Brown and Co, Boston (19701 Appendix A.
* Irving Ladimer. Law and Modianm A Symposium. 31. Pus. L. «7.473 
(1865).
4 Zd at 509.
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Doc. No. 66(E) (1®»L
• Dtetrich. tupra note 7. at 272. 
“So* M- Chauncey Starr

precedent law will be decisive.-*
Th. idea of providing compmmation for

rZvta- udhner. Ucal and Ethical Imtucatons °r Midical 
b^l^^nHuman Bamcs. unpubliriied dissertation submitted lo the 

S^S&iooi of Law. at 153 (1958) (on rile m 

the Law School Library).
’ D^idP. Dietrich. LogaJ Implications of Psychological Ros^arch

I 
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-PPO^g “
^rkrnSf. compensation.- He further observed that m fash­
ioning a remedy for injured subjects. ‘puDlic attitude as well as 
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uxnowsd and ennehmad that “a doctrine of liability without 

^nit may be imposed, cn the theory of a i

ttui^appreciation the nature and ex^t of the risk /

S^SJ^in  ̂on stodies that provided empirical 

vwification of his concern.10
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not be insurmountable.*

^SSJS-s article: _the. effectthat • “bj^

Bradford. Medicolegal Aspects of Craniocerebral

''Mental Angu.sh_and the Concept of
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come of a »uit fcr denagss that might be brought by someone 
injured aa a reeuit of partietnating in psycaciogicai research.
Dietrich then described the fcrord outlines of a noniauit 
compensation scheme. Because his discussion so close'y 
resembles subsequent discussions appearing over tne next 
twenty years, it is worth repeating in its entirety:"

Within an analytical framework such as this. then, the 
first human experimentation case may be decided, and a 
hitherto unaccoiinted-for element of the true ccet of tuch 
experimentation distributed. Such an extension of the 
law. however, will uol resolve the dilemma of society’s 
needing research while at the same time requiring due 
legal protection for both experimenter and subject 
Tr^e resolution of this dilemma ran be premised upon the 
recognition thaf society is more than the ultimata 
beneficiary of research; through governmental action, 
society is the initiator of most research Phis condition 
alone, it would seem, should justify the following:
(1) 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 wiring injured subjects whole, through treatment and 
rehabilitation and by the payment of monetary compen­

sation.
(31 The government should consider such an underwrit­
ing program as would be required to assume costa to 
subject- taking part in private research programs con­
ducted under modern, controlled conditions.
Among the effects of such developments on the ’’bole 
environment of psychological experimentation would be 
compensation of the injured subject without regard to 
the doubtful questions of liability and proof of injury, 
thereby encouraging the participation of a sutadent 
number of subjects of varying levels of personality 

integration.
Further, there would also be legal 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, experi­
menters not of this class—those who are not associated 
with approved modern, costroiied research programs— 
would be strictly liable for any harm which results from 
the'r inducing others to serve as subjects ot their

Menkes, /ssu® m As* Aao/y.wa paper P***"**1 •*
San Francisco (January 1090). io be published in AAAS Symposium 
Volume-. Risk in ths TKHNOtoac-u. Socmrtr.
“ Die*™*, supra note 7. at 273-Z74. ongmal dtatioas omitted.
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With oatient □sychoiogy." For nontherr.peutic resevch. content 

“fa proportion io" th. anticipatwi benefits io the sub(ect or to 

other*.

■ 7eSteL7»«7thCon8,2dS«fc; Oct iaU«-Sw»U.S.a 5354. 

-nUAC§X»(i)-
“M

UjaUOonuce aur-iiH piTTs*—*—,-------------— . .u-.«ral control of drog testing in general and to requtro that 
mscription drugs be proven effective aa well as safe, prior to 
EZ2ting.“ A* part of th. conditions imposed for •eating new 
J— f^maa remiired that sponsors of such investigation*

TJ T?7 '.FpU^-rer-^r:

^Lmtatives (unless it is infeasible to Oo *o or. according to 
ESXiona! judgment contrary to the best interest of a 
S^ular patWwbject)." One apparent result of the Kefau- 
SSSrris^mMufanents was an tncroaro in the amount of

Historical Perspective

-research." Adsaittedly. the effect may be to disexmrage 
to ~ extent reawrch which is ant speaiically 

socially sancticMd.
Finally, national research effort in this area would 
become more ordered in the sense and to the extent that
th. essentiality of each reseaich program, as balanced 
against the program's total cost would be the basis for 
go-ahead decisions by agencies having in view the 

entire reMarch picture.
It is not surpriting that Dietrich, writing at a time when there 
were few Sr formal contr-.l* in “w ‘ “"“^’hTt

tion program not merely as a means of redressing injuries but 
also of sociai control and resource ailccation.

Meanwhile, requirements far informed consent were add­
ed to Federal law as P~t of the 1982 ‘^f-uv«-^n??2ie^e 
meats to th. Federal Food. Drug and Cosmetic The

1

i

•cplicstion*-

1S84. The Declaration distinguished (as had die Medical



ne- -

t

I

■
r

i

!
!

—1
i

!
■ i

i“ Data tupplied by Dr. John Sharman. of NIH. reported by Henry K. 
Beecher tn Eihict and C’in tad Ramarch. 274 Niw Enc. j. Mra. UM. 
1355 (1906).
" Irving Ladimer and Roger W. Newman (eda.1. Clinical Invkstica- 
•hons in Mxdkink Ugal. Ethical and Mobal Aarecri. Uw-Medidne 
Research Institute. Beaton University (1983) at iv.
v Id. at 209-210.
“Jay Katx. with the assistance of A_M. Capra; and RS. Glass. 
Exfwmintation with Human Bkncs. Russell Sa^e Foundation. New 
Yorit (1972) at 19.

30 Ccc.peastatir.s for Raseerch Injuries: Chapter 2

, Appsrent Problsraa in a JsC-fcr/ Ectarpme. astween 1945 
and ISio. -.ne annuai research expandiiures of is National 
Institutes -j{ Health had increased many hundredfold from 
$7Gl.dO3 to Siic'.eOG.OOO.’* This was a reflection of vast public 
support of biomedical and behavioral research in the aftermath 
of World War Q based upon an appreciation of the benefits to
be derived from scientific progress.

Throughout this period, great attention was also paid to 
the ethical iesues surrounding the conduct of research with 
human subjects. In 1960. the Lav'-^Iedidne Institute of Boston 
University received a large grant from the Public Health 
Service to investigate the legal and ethical aspects of research 
with human subjects. * In 1983. the Institute published a major 
anthology on CJinicai 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

Experience during the period 1955-65 moved the discussion 
from an academic to a public arena as it became apparent that 
some research subjects wre 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 they should have been 
asked—or permitted—to do so. ;Klthough such cases were few. 
compared to the amount of clearly acceptable reseaich being 
conducted, the publicity attending questionable ^<ses height­
ened public awareness and concern.

One of the first incidents to alarm the general public took 
place at the Jewish Chronic Disease Hospital in Brooklyn. N.Y. 
The widely oubiicized case involved two physician-investiga­
tors who injected cultured cancer cells into debilitated, elderly 
patients wider their care, without informing the patients or 
gaining their consent The research was funded, in part, by the 
Public Health Service.1* In 1985. after a series of hearings and 
recommendations of the appropriate grievance committees, the 
New York Board on Medical Licensure and Discipline accepted 
a determination of the Medical Grievance Committee that the
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two principal investigatort had been "guilty of fraud or deceit 
in the practice of medicine and cf unprofessional conduct * *1’ 
Both physicians were paced on one year’s probation, but the 
recommended suspension of their licenses to practice medicine 
was stayed.*

In 1988. Dr. Henry K. Beecher of the Harvard Medical 
School published a landmark article in the New E/igkmd 
foamai of Medicine describing a number of research projects 
he rk.wed as unethical largely because of the risks to which 
the subjects had been exposed." Soma of the experiments he 
described involved withholding treatment 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 
mothan although 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 g

Beecher’s article drew national attenUon both because it 
appeared in the prestigious New England Journal and because 
it was written by a highly respected physician. Moreover, the 
examples were drawn from reports published in a leading 
(unnamed) biomedical journal.” 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 ore not 
uncommon."” In his introduction to the article, he had said?*

I believe the type of activities to b» 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 great. I 
believe, as < continuation of the practices to be cited.

An ethical approach to research with human beings 
required, in Beecher’, view, that "the gain anticipated from an 
experiment mur* be commensurate with the risk involved. An 
experiment is ethical or not at its inception.”” He concluded 
that assuring this ethical approach rests primarily upon two 
fneters: informed consent of the subject and "the presence of

-ZdattB. ----------------
■W.
“ Henry K. Beecher. Ethice and Clinical Research. 274 Niw Eng. J.

■ Id. at 1358.
” Id. at 1335.
■/<£
• Id. at 1354. 
“ id. at 1330.
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Compensatiag 7nr Resaarrh Injuries: Chapter 2

an inialHgent informed, conscientious, compassionate, reapon- 
siole investigator.”’’

nr 1 ri

A year later, Fappworth published Human Guinea Pigs, a 
detailed recitation of experiments reported in reputable jour­
nals 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 new­
borns, infants and children (both healthy and diseased), 
pregnant women, prisoners, patients undergoing surgery, the 
mentally disabled, the aged, the critically 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: in two instances it punctured a main criery; 
another patient had his gall bladder punctured: ono 
patient had syncope (shock); and three had large 
haemorrhages."

Pappworth concluded that “the voluntary system of safe­
guarding patients' rights has failed and new legislative proce­
dures are absolutely necessary."" He recommended prior 
review of all proposed research by Medical Research Commit­
tees and. in the case of research sanctioned by those commit­
tees. compulsory reporting of: the purpose of the research, the 
initial condition of the subject?, evidence of free and compre­
hending consent outcome of the experiment (including an 
account of any injury or accident), "mention of all and every

lift
'"■J
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Prior Review and Limitations on Risk (1966-Present)

Heads of Institutions Conducting
Research with Public Health Service Grants (February 8,1966). 

Sessoms. Guiding

i
i

ness of the memood useu . .. ..u

medical staff had been an established procedure w. we Um ted

at the Willowbrook State School. 1

Person. Yale University Press. New

In April, 1971, 
received major i

" Id. at 209-210.
“ Surgeon General Momo to

In 1966. the Surgeon General of the United States directed 

the^Wic Health Service must undergo prior review by an

i
that all research proposals submitted for financial support from 
the Public Health Service must undergo pnor review by an 

investigator’s institutional associates "to assure ■“ 
dent determination of the protecticn of the nghts and welfare

Lancet 740 (1971). 
“ Saul Krugman. Experiments
Lancet 966.967 (1971). 
“ Paul Ramsey. The Patient as 
Haven. Conn. (1970) at 47-55.

*s;

unaer me naiurat -------------------------- -  --
(21 they would be admitted to a special, well-equipped 
and well-staffed unit where they would be isolated from 
exoosure to other infectious diseases which were preva-

•* %'S" %
a .• • 1 ♦ A — , v

(1) they were bound to be exposed to the same strains 
under the natural conditions existing in the institutions:

investigators j 
circumstances of their subjects:

exposure to omer miecuous —-------r--
lent in the institution...; (31 they were likely to have a 
subclinical infection followed by immunity to the partic­
ular hepatitis virus: and (4) only children with parents 
who gave informed consent would be included.

. i___ _ onri nniiiKtified risks.3* Others now
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complication, even if considered minor." and confirmation that 
the coroner was notified in the case of any death resulLng 

directly or indirectly from the experiment ”

|
i

Health since its opening in 1953.33
iTl. another controversial research project 
pubhc attention when the British medical

’ i

■j;

The Willowbrook olodiee had been exlewiwdy CTibdzed^by
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quickly joined in the cebaie.3*

At the same time that attention war Seing focused on the 
need to limit the risks to which subjects might be exposed, 
some authors continued to press for a nonfault compensationsome authors cor unueu io yr:** iwi « •• i
program for injured research subjects, either as a mechanism 
for controlling rifor as a matter of societal obligation.

gssWasg 

problem because the sponsoring organizations would be able 
fo provide insurance for physicians working under their 
auspices at less cost than if the physicians were to purchase 
the insurance individually; moreover, paying for such coverage 
is an “appropriate cost for the sponsoring institution to pay.

Several months later. Delford L. Shekel. MD, approached 
the matter from the perspective of a physician interested in 
orjf'Ji transplantation but also concerned about normal volun­
teers in biomedical research. Writing in Low and Contempa- 
rory Problems. Shekel adopted and forcefully supported Ber­
gen's suggestions, recommending that the hisurance be of a 
nonfault variety end adding two observations: (1) that the 
premiums set for the insurance coverage “would provide useful 
checks on overly dangerous research" and (2) that regulations

PBoezznmes or -n*s Swomum on Ehdcai. Isswb in W“man 
ExreMMZNTATioN:Tua Cass of WmowsBOOK StatsHosktal(btay 4. 
19721. published by the Urban Health Affaire Program. New York 

-The”^dlMfOT* i«>r^1nsation had begun again shortly before the 

dramatic events of 1966:
[Slince the benefits of research redound to society, society 
Ihould accept th. responsibility for mmuring that 
tor who proceeds with care and caution should not b« 
in his research because of any inherent hazard. Likewise, the 
partner-subiect-the “clinical material" for th. investig.tor-
aho^d not be placed at disadvantage, if injury should result 
directly from his participation. The cost of protection should 
therefore be considered a proper charge to the business of 
doing research, to b. assumed by the spmmor. in much the 
■am. way as other administrative coats are borne by govern- 
ment or industry in production and service operation.

Irving Ladimer. Clinical Research Insurance (editorial). 16 Chbon. 

^Ridi^iT^r^J Insurance Coverage for Clinical Investigation. 

201J JLhLA. 305-306 (1967). 
•Id.
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36 Compensating for Research Injuries: Chapter 2 

impertaai znodificatica of the S<ireeon General’s requirement 
that research suopc* ed by HEW grants and uantracts undergo 
‘‘peer review" at the ir.vssngatcr's mstituticru-

The commit’ee must be composed of sufficient member!, 
with varying backgroundo to assure complete and 
adequate review of projects ...No tuemfaer of an institu­
tional committee shall be tn .-olved in either the initial or 
continuing review of an activity in which he has a 
professional responsibility.'.... The committee should be 
able to determine acceptability of the proposal in terms 
of institutional conuniUrents and regulations, applicable 
law. standards of professional conduct and practice, and 
community attitudes.

Similar review requirement! had already been incorporated in 
FDA regulationii governing investigational new drug studies." 
The HEW policy explictly 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 alert to the 
possibility that invest) gators, program directors, or contractorc 
may. quite unintentionally, introduce unnecessary or unaccept­
able hazards, ar fail to provide adequate safeguards."" Com­
mittees were also advised to determine that proper precautions 
would be taken to deal with emergencies that might develop 
and, of course, to r.ssure that the informed consent of subjects 
would be obtained by adequate and appropriate methods."

The Institutional Guide to DHEW Policy was issued in 
December of 1971. Several months later. Jay Katz's substantial 
casebook. Experidientation with Human Beings, was pub­
lished." It presented 'he most complete collection of materials 
on this subject evr ,• compiled, together with commentary and 
provocative questions about the proper allocation of authority 
and responsibility 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 govern­
ment profit ssional societies, and the subjects themselves or {in 
some cases) their parents or legal guardians.

Coincident with »he renewed regulatory and scholarly 
interest an instance of unethical experimentation again be­
came front-page news through articles describing a Public

i
i
i

U.S. Department of Health. Education, and Welfare. Ths 
Institutional Gums to DHEW Poucr on Piotzction or Human 
Subjects, DHEW Publication No. (NIH) 72-102. US. Government 
Printing Office. Washington (1971) at 4.
« Id., citing 21 CFR130.
"ZdatS.
“ Id at 5-7.
" Jay Katz, with assistance of A. M. Capron and E. S. Glass. 
Experimentation with Human Bsincs. Russell Sage Foundation. New 
York (1972).
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• Id at 23-24.
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38 Contipensating for Resaarcn lofanes; Chapter 2

znenta for continuing review, aoa absence cf effecavo enforce­
ment procedures.“ Moreover, the panel noteth®

No policy for t2«r ccmp^nsatioo of research subjects 
harmed aa 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 
benents 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 participa­
tion in research.”* *7

From February through July, 1973, the Subcommittee on 
Health 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 institutione which showed that the ethical 
sensitivity 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 panel's report on the Tuskegee Syphilis Study and 
raised questions of administration and authority highlighted in 
his casebook.* His colleague. Alexander M. Capron, raised 
similar concerns and specifically suggested an indemnification 
program for all research subjects “to cover all consequences of 
their participation, including those arising unforeseeably and 
without negligence."*

As a result 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 Institutional Review 
Boards (IRBs) at ail grantee institutions, it also created the 
National Commission for the Protection of Human Subjects of 
Biomedical and Behavioral Research. The CommUsion was 
charged with investigating and reporting to the President the
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provided compensation {with.-mt proof of nejligenssj for 
subjects injured sa 3 resuli of participation !a ros^-j-rch 
activities supported in whole or in part by Federal funds. Ail 
three, however, failed to gain Departmental backing, reported- 
ly because of one or more of the fallowing

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

(2) ̂ Alternatives to a Federally administered prcjpam
aww not been explored; and

(3) The problem was nut adequately defined.-*'

The next step was taken by the HEW Medical Malpractice 
Commission which forwarded its report to Secretary Elliot 
Richardson in January 1973. Although it had not been charged 
with the reaper sibiUty of reviewing human rwaw-h
Malpractice Commission included in its report a recommenda­
tion that “whenever a grant or other funding is provided by the 
Federal government for medical research involving human 
subiects* the grant should include a sum sufficient to provide 
either insurance or a self-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 Sen*-rnber 1974. prompted by a request by HEW 
Secretary O par 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 creation of a 
Task Force (composed of HEW staff) tc 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 “weedier a 
problem exists whioh is serious enough to justify the resources 
needed to develop a compensation mechanism."-

The Task Force met 24 times over a period of 18 month. 
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 principal investigators) to have 
occurred over a three-year period: (3) an analysis of current 
Federal compensation programs, end (4) responses from the 
insurance industry to inquiries posed by the Assistant Secre­
tary for Health.-

-W ~ "——————

- Revokt of ths Sccuta>y's Commission on Mzdical MALraxcncx. 
UA Department of Health. Education, and Welfare (It.'S) at 79.

- Tasx Fomcx Rirorr. tupra note M. at 01-2. 
“ Id. Appendix A at 9.
- Id. at II-l.
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" National CcmnuMkrn for the Protection of Human Snbjecta. tupra 
note 83. Roconuneixhtion 4(0 (W) and (v). at 21.
" 43 Fnaaai RaGvnx S1SS8 (November X197B).
•M
• WilUam J. Curran. Cotnpetuatjon for Injured Aaooarch SuhjectK 
HiguJation by Informed Coneont m Naw Emg. J. Mm, S4B (WTPJ. 
” latter from EateUe A- Flahbeiu. General CounaeL to Robert Badtua 
(Jr jtaary 17.1079).
" Uttar from John A. Cooper. MJ), tfreaidanL AAMC. to Joseph A. 
Califano. Jr, (June 25.1070).
"Mata.

d Review Boarda) that prcupective subject! be told whether 
treetEsant or compensation would be available if hana occurs 
as well as whom to contact in such un evenLrf That recctnmen- 
dation was impteuwiited by D11EW in an “Interim Final 
Regulation" which took effect January 2. 1979.’* In issuing 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 compensa­
tion for physical injury and only to those physical injuries 
arising from biomedical or behavioral research.’^’

Nevertheless, the research establishment was uneasy." At 
least one major university cheuenged the adoption of a new 
regulation without opportunity for public review and comment 
as required by the Administrative Procedures Act” The 
Association of American Medical Colleges (AAMC). respond­
ing to what it called “great confusion and consternation within 
the Nation’s universities, medical schools and teaching hospi­
tals." convened an ad hoc study group to “examine the 
feasibility of acquiring appropriate insurance coverage and to 
develop positive 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 development 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.”" Finally, 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, 

was received at HEW on June 28.1979, just e few weeks before 
Califano was replaced as Secretary of HEW by Patnda R. 
Harris. In the first week of October. 1079, Secretary Harris sent 
a memorandum to the Chairman of the Ethics Advisory Board
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finally requesting that the Board consider whether or not 
there is an ethical obligaoog to compensate injured subjects. If 
so, the Beard was then asked to consider whether it would be 
ethical to impose the limitations that the AAMC suggested 

might be necaasary.®
Beforr the Board could formally agree to consider the 

compensation question, word came that the Board would be 
'.rrminated at the end of the 1960 fiscal year. Since it waa otill 
in the precesc of completing two other reports, ths Board's 
Chairman and Vice Chairman decided that H wookl be 
infeasible to attempt a study of the compensat on 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 Hamourg. 
Vice Chairman of the Ethics Advisory Board, conveyed this 
recommendation to the Commission >»t its first meeting in 
January I960 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 under­
take 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 prob­
lems reladng to the feasibility of compensating for research 
injuries that underlay »he questions posed by Secretary Hams 
to the Ethics Advisor, Board. Attempts were made to obtain 
data from various sources on the nature and taciaence 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 officials of the 
hi.Tir.nre industry to determine the likelihood that private 
insurant* of appropriate coverage would be available to 
research institutions. 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 detaUed 

piinns and analyses of the experience of two research 
institutions 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

- Memorandum from Patricia Roberts Harris to the Chairman of the' 

Ethics Advisory Board. (October 4.1»79).
• Memorandum from the Staff Director. Ethics Advisory Board, to the 
Under Secretary HEW regarding reassignment of the Board's duties 

(December Zl. HOT J-
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44 Oir.parisatir.g for Sssnarth Injurws: Chapter 2

<« '.3ity. MiMcuri. A sunilar report deecribing the in> tr­
ance prwaEi covering oicmedicai research in Sweden was 
prepared for the Commission by the physician responsible for 
assigning a r sk factor to each research project (from which 
picmiiun rat .-s 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 
.might information on the nature and frequency of adverse 
effects experienced by subjects in research supported, con­
ducted or otherwise regulated by various Federal agencies. 
Officials of the National 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 mail from snprcxduateiy twenty other Federal 
agencies known to conduct or support research with human 

subjects.
Because the Swedish insurant program relies upon a 

procedure of assigning a risk factor to each research project, 
the Commis on also requested a review of existing literature 
on adverse »-.iects of twenty selected invasive procedures used 
in biomedical research (e.g.. 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 institution. The findings of that 
study are also discussed in Chapter Four.

Members of the Commission staff held a series of discus­
sions with senior officials of major insurance companies, 
brokers and trade associations to solicit their cooperation in 
determining the extent to which private insurance coverage 
might be available or. alternatively, the advisability of provid­
ing for self-insurance through collective insurance oools. 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 
Federal government has an obligation to provide compensation 
for research-related injuries. Of particular concern was the 
extent zi the government's obligation (if any) to persons whose 
partidpation in research involved testing a new therapy from 
which they expected to benefit At public hearings, the 
Commission beard testimony from the Association of Ameri­
can Medical Colleges, the American Sodety of Clinical Oncol­
ogy, the Assodation of American Cancer Institutes and others 
urging that the Commission not recommend that compensation 
be provided to patients who participate in research to test new
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therapeutic intirventiana from which the subjects expected to 

benent
A contrary position was urged by a representative of the 

DES Registry who, in several appearances before the Commis­
sion. described the difficulties of "DES daughters" in obtaining 
and paying for medical care necessary to identify early signs of 
cancer or other abnormal conditions associated with their 
mothers’ ingestion of DES during pregnancy. .Although most of 
the women who took DES in the 1940s and 1950s did so on the 
advice of their physicians, several hundred women participat­
ed in research designed to test the effectiveness of the drug 
after it was already in general 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 iniured 
subjects receive a ipensation." The Commission noted re­
peatedly that its taek 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 mecha­

nisms for compensating for personal injury and the extent to 
which such remedies would be available in the case or 
research injuries. In addition, health policy analysts 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 materials. 

Finally- 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 rega’d is 

reflected in Chapter Six.
In summary, the Commissicr re-ieived testimony from 

Federal officials, expert consultants, professional organiza­
tions. insurance industry officials and members of the general 
public at public hearings in January. May and September of 
1980 and in January 1981. Commissicners deliberated dunng 
those meetings as well as in May and September 1981, while 
reviewing preliminary drafts cf this document Thus, major 
portions of six Commission meetings were devoted to review-

- Sm as-. Tsstimony of Phyllis Wetherill. on behalf of the DES 
Reristry. tr»nscripl of the 4th meeting of the Presidents Commission 
(September 15. 1980) at Z12 Letter from Bennett Stark, founder 
National Committee for Victims of Human Research to Morris H. 
Abram (January 17.1980): sae Appendix T to this Report
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concerns.
a 1-------
medical

i
of good will differ in their beliefs concerning the 

moral importance of compensation of injured research sub­
jects and this division of opinion over the educal issues 
explains some of the lack of consensus as to the need for and

I
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Anv policy on the possible compensation of injured 

research subjects must take into account many 
factors: the cost of such a program the program s vulnerability 
to abuse, technical difficulties in administration, and the

i

subiecto The arguments are not definitive and thus will not 
overcome all doTbts ra.sed about research injury compemm- 

opinion ^viewed* by the Commission and to provide the 

reasoning behind the Commission s conclusions.

Preceding page blank

Persons

jects. and this division of opinion over

„l and in oppoaiilon

Any policy on

raXrth’e cZ Of a program the program’s vulnerabilRy

to abuse, technical difficulties in administration, and the 
political influence of those who would benefit and those whose 
Se“ might be adversely affected. Behind tbm 

ncems. however, loom some basic ethical questions. Is there 
moral responsibility to compensate research subject.for 
edica! bills, lost wages, and other out-of-pocket costs ‘hat 

a direct result of injuries sustained in ^search ‘
sponsored by the Federal government? Is the s
obligation limited to informing subjects of me risks? Or is the 

subject’s consent insufficient to guarantee that no wong is 
done? Is compensation for injury required as a matter of 
justice? If not might it be morally.impOrtant ^^ 
beneficial effects on society, or because it provides the 
opportunity to realize an ethical ideal other than justice?
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The ArguoMut from Feirr.eee The ethical nona underlying 

most of the literature favoring a program of compensation is 
that of fs imess, 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 there is a “mutually beneficial scheme of soda! 
cooperation.” then “a person who has accepted the 
benefits of the scheme is bound by a duty of .'air phy to

50 Compensating for Research Injuries: Chapter 3

A Question of justice

The basic case for a program of compensation for injured 
subjects can be stated briefly: Medical and scientific experi- 
menUtion. 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. Society 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 both the 
physical burdens and the associated financial 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 unavoidable human costs of the societal research 
enterprise which benefits everyone.

The argomant in favor of compensating injured subjects 
proceeds from a simple rale of thumb for determining ‘he 
justice of the distribution of burdens and benefits in context* 
like that of medical research: those who receive the benefits 
aiuMild be those who undertake the neks. 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 distribu­
tive justice is not a major concern. When, however, as is often 
the case in research with human st'bjects. 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 regard­
ed 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 
la a further means of limiting the burdens borne by individual 
subjects in research.
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society, which must "take its turn." The research subject has
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1 Bernard BoxilL Consent and Compensation, iiwmj. v- w
this Report at 18 quoting John Rawls. Legai Obligation and the Duty of 
Fair Play, in Sidney Hook. e<L Law and Phuosowt. New York 
University Press. New York (1964) at 9-10.
’ lames Childress. Compentaling injured Research Sub/ecU: I. The 
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Stated as such. <hia = prit-dpie of distributive justice: it 
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be just. This principle is invoked, for example, by morel and 
political theorists to justify the extraction of taxes from those

■
i

\

who may never have signed an actual agreement to contribute 
to the state’s budget. The idea is 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 ideal of reciprocity 
in social 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 du its part.
Professor James Childress formulated for the HEW Task 

Force a related principle which called for compensation if:

(I) The injured party accepts or is compelled to accept a 
position of risk...(2) The activity is for the benefit of 
society...(3) Society, through the government or its 
agencies, conducts, sponsoro, or mandates the practice 

in question.2
If these features are present, then whether or net the injured 

party was a volunteer,
(tjhe moral I inciple of fairness creates a societal* 
obligation to thi» participant who can claim as his right 
not merely consideration of damages but compensation 
at leort for major injuries. The obligation is voluntarily 
inuh.ed by the society, through its establishment, 
endorsement or mandate of the practice in question, 
aud its acceptance of the individual’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.1

Professor Childress’s contribution seems to have been incorpo­
rated into the Task Force’s official view, as expressed in the 

ethics chapter of its final Report:
[Blecause society is both the beneficiary and the spon­
sor of research, compensatory justice (‘that form of

1 p^n.rd Boxih. Consent and Compensation. (1980). Appendix C to

Moral Argument. 8 Hastwc* Ct*. R» Zl. 24 (December 1978). 
* Id. (emphasis in the original; footnote omitted).

The Ethical Basis for Compensation 51

do his part and not to take advantage of die free benefits 

by not cooperating.”’

dictates an assignment of benefits and burdens that is held to 
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Further, soldiers

...could sustain compensable injury—even serious iuju- 
ry or death—without anyone being guilty of negligence 
or any other tort (S]cciety. 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 dohe to 
individuals, whether they are volunteers or dreflees, in 
connection vritn their service to society *

The Task Force cautioned that "the analogy... is by no means 
perieri." but reported being “impressed by the obligation on 
th* part of society to provide compensation...."T

The Task Force’s desire to bane its recommendation on an 
appeal to fairness has evident approcriatenear and appeul. 
Though these principles of fairness do not command universal 
assent among contemporary moral or political theorists, they 
have received considerable support in leading theories of 
distributive justice. They provide a moral basin for government 
mechanisms necessary for the harmonious functioning of laige 
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.

•HiW Secretary's Task Force au the Cumpeiuiatien cf injured 
Research Subjects. Rsporr. U.S. Department of Health. Ed-ucatiorM aud 
Mfclfaiv. r/ashingtcc (1977) (harekwfter cited a* Task Foacs Rsrorr) 
atVl-4 
»Id. at VI-2-3
• id. at Vl-3.
T Id.

SZ Ccmpensating for Research Injunes: Chapter 3

justice which ueeks to redress injury even when no fault 
or blame is aucciated with 'die injury') may crane into 
play for the redress of inpiriet. suffered by in
connection with bionwoicai or behavioral .■esearch 
conducted, supported, ir regulated by the Federal 
Governmccu* *

Another importin' precedent is the Veterans’ Ccmpeimation 
for Sarvice-Connected Disability cr Death Program. The obliga­
tion here is toward those

who have entered Into a spedai relationship of service 
to the American society, and who are. therefore, entitled 
to special compensation in the event of o service- 
connected disability. In short the American society has 
recognized a special obligation tc ccmpenscte veterans 
for injuries sustained in connectiov with their service 
since society is both sponsor and beneficiary of their 

services. ‘
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^iMU$htforwar± the ^ubtect is lol? of thtr Saks he consents to 
irtraing tint ex£rtir»?w.t ev^a iscu^ii those riskt ore present and 
be has no* bean jsTMnieed onv p.mpeinwtjcn. Why. thet^ would 
socxet* be ociigated compensate tha cnse of injury?

The Task r’orce. arte* nj’icb drb?'<, took a itrcr^j stand on 
thia question:

udhruaed ccs'ent in the research setting functions as a 
mxgnttk'n of aod a protection for a person', integrity 
and su-ntHnn". but tiers nut imply a waiver of the right 
cf »»^ui io cotupersehor *0 the ever t of tajuiy.... 
Rvem if a sul“eci perfevtiy undetst*>noti a research 

p.-ocactam Mtd .agrees to part ci pah: in that procedure, 
the wdaiect's cmssnt dues not in and of itself, include 
expriiity or duplicity, a weivet of cGmpe’'sa'.'cr!. 
[viohanxeers 3»ay _nvk infcru-eU consent to participation 

in fiuwnediri! snv. beliUYir>ral -esecrch without ihareby 
suxrtiidetitrg the ngh-. tn he t?<»peusaieu thculd injury 
ocsv*

Bui fg, the Task ron>5 stated, vm to ““ipect the 
autonomy ct "he uotentbu tubiuc;. it » at leas’ iniasily 'ilSivtlt 
to nsd^ntsirtt. why there is a nersi requirasant to cuotpitnevte 
a sudjeef wao :x'n «a*iV. to participelirn without the exuecta- 
Oon of rxtmpenstiuau ta raa» of injuqt; 3 revpoct for autonomy* 
requires the object's conient ?sr K* ?fc>tui*ed befwe it veg hiqo or 
her as a taseerch rurtj<*et wiiy wo.«id fLat same ■.•aspect liot

W'quirs thsit the srbect bo penFitt-d tc agree ‘o shoutoer 
the risk injury witbru’ trie possibility of con-penur von?

Tha V>sk Force, it trust hi lecaiied. was speaking of a 
uw>*ut fieni (aud ~iw;ao) that icendy listed the nsika and 
bene*:* of proerdues, together with a atatemeni or cot’ain 
rigbu of the pad wit having nothing to do with compensaticx 
Fxrhap^ it could bo said of that consent fnnu. and of the 
prjeess nf obt^ming onsent which ih<- fona records, that the 
dgolng ar.d consenting did ntrt aurvunt to an assrjv.ption of 
mpuo»ib-iity for risk. Sher Gy *»ftei the Task Foret’., report, 
htwrevei, tnstituti&ns -.•uceiving Federal funds for research wenx 
told to include »u explicit s'stemcni on ibcir policy of 
providing or not providing nodical care and other ccmpr:-.sa- 
doF.1* Thus the ccnsert ’mm becstne scaethlng c'oser to an 
explicit aosvinpUcn of risk And ihe forc-s could be tuade even 
cksm-r on this «/>«—iw example, with the addition ot a 
Maance such ae: ’In ^(jning tiiis form I knowingly and freely 
assume all ruka attendant to the uornegligcnt conduct ni this 
experiment and do not expect and wilt not seek to hole othara 
liable for. corupansation in case of injury not resulting from 
negligence." to ihis totter instance, if not at present, it is

M terpextoatJng for Research Injirtex Chapter 3
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difficult tc understand a contention that the suDiect's consent 
did not entail ar. aaaumpticn ot risk.

Thus, there would seem to be an inconsistency in a 
position iha. would allow a sunject of medical research to 
volunteer his or her time and comfort but not to assume the nsk 
of possible injury. When the subject agrees tc participate in an 
experirriunt. he or she voluntarily makes mft to society of the 
time and inconvenience involved in pan.cipalion. and agrees 
to bear any discomfort, which may be quite substantial. In 
some cases, subjec t are paid for their time and trouble, but 
often they are not. One does not think that unless they are paid 
a sum prcoortionai to their contribution, they have been 
treated unjustly. Indeeu. subjects who are not paid may be 
especially admired. Their participation in the research is 
rintply accepted as a gift.

i
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A subject is. moreover, in a position to give still another 
gift. Thia is the gift of security, the assumption of the risk of 
injury without guarantee of compensation. Some potential 
subjects mignt be willing io give only the gift of their time and 
trouble, but others are wilting tc give not only that gift but also 
the gift of security. Why should it be considered unjust to 
accept the second gift if it is perfectly ethical 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.

a1
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■'■•■.•A,,



prospective petienta to take chances. The regulations governing use of 
taman subjects are in many respects protective of subjects regardless

I
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of their Willingness to accept risks. The argument here is. ratnor. that 
the government is not being unjust in being unprotective.
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ticn than whether this should even be a axed

When one fails to compensate injured subjects, though 
fiscal resources are available, one does not display the virtue 
of charity. Indeed, since the need arises because these subjects 
have displayed their concern for others by becoming subjects, 
a failure 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 

n This is not to argue that compensation would violate any right of

58 CompensatiDg for Research Injuries: Chapter 3

is no injustice dcce to anyone by failing to compensate 
injured subjects.11

Fairness v*. Cy—nr These two perspectives on the 
question of whether failure to compensate injured subjects of 
medical research is unjust thus lead to quite different conclu­
sions. The argument from fairness holds it to be unfair to 
impose the financial costs of injury upon those physically 
injured in the course of altruistic service, to the community »e 
research subjects. The second perspective stresses the freedom 
of citizens to volunteer their secui-ity as well as their conve­
nience. As long as subjects make their choices freely, no 
injustice ia done if only those subjects are accepted who 
assume responsibility for the cost of injuries.

Which of these two perspectives ought to be adopted in 
the case of research-related injuries? The Commission recog­
nizes 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 divergence in 
thinking about social justice generally.

The fairness argument, stated in isolation, seems particu­
larly convincing. It is. intuitively, quite unfitting that persons 
already injured scould be saddled with the attendant costr. 
and it ia equally (nfitting 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 
aaked tc waive rights to compensation if injured on the job. 
even thou^i 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 ob’ained; what matters is 
less whether an employee would agree to be denied compensa-



..”~1
i

Ths Ethical Basui for Ctrac^nsation 57

iV
»

»

i

t)

r-

1

i

J

\

i

i

1
i

• i

i

-

“j

;

“ A contrsry-to-fact hypothetical might help »o clarify thia point 
Suppose that a private insurance company were wilhcg to sell 
insurance policies to individuals for individual research projects and 
found a means to do so which did not involve large transaction costs. 
The policies would compensate the subjects in case of injury, just as 
the program recommended by the Task ’ orca would do. Imagine that >. 
a given subject is first asked to volunteer for a medium-risk study, and 
at the same time asked to buy his own insurance policy. The terms of 
the request, then, are that the subject donate his time and trouble, .,nd 
that in addition he pay out the (say] additional $1.50 that the 
insurance company charges for insuring him. The researcher accepts 
no volunteers who are unwilling to donate the St .50 along with the 
time and trouble. One may suppose further that the researcher has no 
problem in finding enough people of good will and adequate pocket 
money for the experiment.

The terms of the subject's agreement in this hypothetical would 
be perfectly and obviously just in the view of those who construe 
consent as involving assumption of risk. Perhaps not everyone would 
be willing to volunteer for experiments if they had to buy an 
individual insurance policy as a condition for joining. But if they did. 
they will not have been treated unjustly. A^ain. if it is morally 
acceptable for them to volunteer their time and trouble, it must be 
morally acceptable for them to volunteer the extra $1.50. And if they 
were insured by a private insuror, there would be no apparent need 
for any government compensation program, even though the subjects 
may be injured in an experiment designed to benefit society generally 
and conducted or sponsored by the government

The contrariness-to-fact of this hypothetical deserves emphasis. 
The Commission has investigated the possibility of providing subjects 
with the chance to purchase individual insurance policies at the time 
of enrollment in research projects. The Commission's consultants 
have reported that such a scheme would be utterly impracticaL Thus, 
if no compensation program is undertaken by research institutions or

I

justice: one amphasizing the achievement of an equitable 
pattern of distribution of the benefits and costs of research, the 
other strsssing the transactions of free agents, whatever the 
resulting distribution. On the "onner view, the government has 
a strict obligation to compensate injured subje.ts. and its 
present failure to do so constitutes 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 constitute 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 Ccmmission. 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 resuitu If subjects hen reject the 
promise of compensation, tb-y would appear to wish to donate
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by the government, subjects will continue to be uninsured for lost 
wages, and. for those having inadequate health insurance, for medical 
bills resulting from research injuries.
” Amos 1'versky and Daniel Kahneman. The Framing of Deciaion and 
the Psychology of Choice. 211 Sconce 453 (1981).
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both their time and their security. But in the absence of such an 
offer of future compensation, cna 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' desire to help science may 
sometimes occur.

Many subjects will have an altruishc 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 compensation for injury, but 
refuse to do so knowing that they will still 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 com pen sa- 
tior. 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 under­
take a small, accurately estimated risk of a minor harm of 
known character. But rules concerning compensation of sub­
jects 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 especially 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.1* Events of different orders of 
magnitude of probability may be given the single rating of 
“unlikely.” Assigning full responsibility to the subject for
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cal research. Nevertheless, it is Siting 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 standarc than the caveat emptor of the 
marketplace.

I
*

Additional Reasons for Compensation

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

Appropriate Regard for Patient-Subjects' Well-Being. Jus­
tice is not the only standard of morality. 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 com­
ply with the rules of conduct required by justice.

Ordinary English does not provide a precise vocabulary in 
which to distinguish these sorts of wrongs, nor does moral 
theory itself speak with one voice—in part because tlie 
classifications are matters of substance as well as semantics. 
Still, it is worthwhile to make a rough distinction between 
considerations of justice and other, still important, moral 
considerations As regards the present subject, the most 
important such consideration would be the distress of anyone 
injured 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 all 
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 institutions. If. as Henry Beecher wrote, medical 
experimentation must be "ethical in its inception."1* then, one 
may add. it must also be ethical 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 selfish 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, although it may lend 
support to a decision that rests on a stronger mora’> claim. But it 
depends on showing that a serious need of injured subjects can 
be met without imposing disproportionate burdens m others. 
One is. after all. not considered irresponsible for failing to do 
something heroic, only for failing to meet a great need without 
great cost to oneself.

“ Henry K. Beecher. Ethics and Clinical Research. 274 Ns* Eng. J. 
MED. 1354.1380 (1966).
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Public Concapdcns of Justice. Although the moral sensibil­
ities of the public on this issue are not known, there are certain 
indirect indications that lack of compensaticn of injured 
subjects is. or would be. seen as wrong. A television documen­
tary on injured subjects, for exampie. stressed the lack of 
compensation as one of the wrongs perpetrated.” And the 
government gave considerable publicity to its efforts to locate 
and compensate the victims in certain widely reported cases of 
research-related injury.’* Finally, many individual researchers 
provide the immediate medical care needed by injured sub 
jects, presumably because they feel some sort of moral 
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 ’he 
public subscribe to it. Even those who arc 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 as a whole.

Research on human subjects, if done as part of a broad 
attack on disease, 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 suojects who are injured 
in research. The moral impcriance of medical research—a 
value worthy of respect and protection—thus adds weight to a 
conclusion in favor of compensation for research injuries.

Obligations to Subjects in Therapeutic Research
A crucial issue is whether compensation is owed to all 

subject' whose medical condition worsens in some respect in 

" Miiuion: Mind Control, produced by Pam Altmeyer. American 
Broadcasting Company. January 3a 1979.
“ See, eg.. James H. Jones, Bad Blood. Free Dress. New York (1981) at 
az-ia.
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do much less well thf.n those in the other arms, and even if those who 
do less well would have done better had thej received standard 
therapy outside of the experiment. The reason is tnat the subjects, at 
the time of entry into the study, did not take positions of added risk: as 
far as could be ascertained, each arm was as likely as were the others 
to turn out to be the best one. (Where the arms of the randomized tnal 
are not of equal expected therapeutic value, of course, the arguments 
in favor of compensating might apply.) Hence there would be no 
sacrifice imposed on the subjects by the study, nor would there be an 
act of altruism involved in enrolling, unless there were added dangers

L
solely for research reasons.

“The considerations set forth here do not require compensation of 
the subjects who experience poorer outcomes in randomized trials in 
cases in which all aims had equal chances of therapeutic success. 
This will be true even if most or all of the enrollees in one of the c....c

32 Compensating for Research Injuries: Chapter 3

the coarse of research. The ethical arguments already devel- 
oned are premised upon some notion of sacrifice, of giving a 
benefit to the whole. This situation is met most clearly by 
subjects m “nontherapeutic research" who undergo procedures 
unconnected with their own condition (indeed, they are often 

"normal volunteers").
At first sight, "therapeutic research”—that is. an experi­

ment designed to gain generalizable knowledge about a 
medical intervention by employing it under controlled condi­
tions with a group of patient-subjects—would appear to be 
disqualified ethically because participating subjects may be 
opting benefit for themselves as patients rather than being 
solely vessels through which knowledge can flow to others 
This view would treat therapeutic research as an example of 
ordinary (albeit innovative) therapy for purposes of compensa­
tion; patients who become subjects are seen as taxing no 
greater risk than they would otherwise face in dealing with 

their illness.
The distinction between therapeutic research and innova­

tive therapy is a narrow one. In innovative therapy, a physician 
is simply trying something new to benefit the patient often 
because existing remedies have failed. In therapeutic research, 
a physician-investigator follows a research protocol in order to 
produce generalizable knowledge through testing out a medica 
intervention that, it is hoped, may be of benefit. This goal 
creates at least a potential conflict of interest on the part of me 
physician-investigator, over and above any hazards inherent in 
the particular study design. Each patient who is also a research 
subject is exposed to the possibility that the proceoures 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 certam 
procedures).’* * The patient could avoid this jeopardy by seeking 
the innovative therapy outside of the research context, where 
this is available. Where the patient instead decide- to become
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arguments for compensation of injured suDjecrs on iaim«s 
grounds simply do not establish so strict an obligation.

Several additional considerations add weight to the argu-

f
reasons, in all of these cases, the medical intervention being 

SlUUieu may ------- .
subject, but compensation forjnjuries

contribution to society.

Conclusions
A program of compensating for research injuries will help

to equalize the burdens of progress

OUierwise i«m vcij ™ r—«---------- • ,.,Ln»kor

practical reasons, it is not persuaded by the latter 
the Commission does not hold that compensation is basic 
right (such as the right to a fair trial), to be Prov>ded regardless 
of cost, practicality, or other policy co"s,dfera‘*on®irnT^; 

for compensation of injured subjects on fairness

stance. First the moral claims of charity and generosity ought 
not to be ignored-although the obligations they create have

—-- re W -
reason for added “protection" in the form of after-the-fact 
recompense at least for any serious harms expenenced by 

subjects.®

- A further benefit of a general program of compensation wouldI be 
partial amelioration of certain harms visited by u^'h>“1 
practices. The overwhelming majority of research “a
ed under honorable conditions. Research »«enUsts wh.le having a 
research agenda in addition to any therapeutic relationship with a

,er. because there have been exceptions. Only a few cases have 
to light, but there does not exiat a means of monitoring the 

actual consent process closely enough to deter a.scientist determined 
to break the rules. Further, studies of the incidence of injury have 
relied heavily on reporting by those who would have caused the

i
I
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otherwise fall very unevenly on people. Competing conceptions
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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 a just 
and compassionate government, both as the sponsor of most 
biomedical and behavioral research and as the meuis through 
which society acts on matters of common interest, such as the 
search for new biomedical discoveries. Whether a program 
should be adopted depends on the need for it (Chapter Four) 
and the alternative 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 at which the program would be aimed 
(Chapter Six). Moreover, a full evaluation of the ethical 
arguments for and against compensation for research injuries 
must take these practical considerations into account. Such 
practicalities are in themselves ethical mattere 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 misfor­

tunes.

i
i

I

injunes. Thus there is some cause for concern over injury due to 
participation in research under fraudulent conditions, as when poten­
tial benefits are exaggerated or risks are undisclosed.

There are existing legal remedies for harms visited upon subjects 
through deception and fraud, and it would be convenient for the 
Commission to be able to-formulate its recommendations without 
having to consider these cases. It is reasonable, however, to ask 
whether the existing legal protection is adequate, and. if not. to 
suggest policies which might help to protect subjects. A general 
program of compensation of subjects injured in research would 
provide a partial remedy for the problem of injuries to subjects 
recruited through deception, and the Commission counts this as a 
point in favor of a compensation program.

M Compensating for Research Injuries: Chapter 3
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but important conclusions:
(1) the incidence of serious injury and the absolute 

numbers of people seriously injured are smalt

(2) most injuries are trivial in nature and require no 

medical intervention;
(3) of those injuries that require intervention, most are

only temporarily disabling:

r4) most senous injuries and 
research are more likely to result from underlying 

disease than from the research per se;
(5) patient-subjects in the™peuti^ research.

to suffer injury; and

(6) the existence of compensation programs
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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 dearly distinguished from) “adverse effect" 
“clinical event." “significant medical event." "complication." 
and "unanticipated consequence. ’’

Many studies employ some scale of seriousness to distin­
guish among the consequences of research. Such distinctions 
tend to be made along a dimension of disability (i.e.. trivial, 
temporarily disabling, permanently disabling or fatal) or io be 
operationalired 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 
indude lost earnings as well as medical care costs).2

The lack of a uniform definition of injury makes it difficult 
to compare reports on the consequences of research. Keeping 
this potentially serious limitation in mind, the Commission 
analyzed data from many sources in order to try to determine 
whether injuries of any significance (either in terms ot frequen­
cy or seriousness) are occurring in research with human beings 
in such a way 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?

it would seem that the most relevant data to answer these 
questions would come from institutions with compensation 
programs already in place. Since no published information was 
available from these programs, the Commission solicited 
reports from the University of Washington in Seattle and the 
Quincy Research Center in Kansas City. Missouri. Data from

• In Phase 1 drug trials, far example, ’i may be appropriate and 
necessary to note all “events." including consequences of the drugs 
and intarcurrent illness, but such "events" are not the same as 
research-related injuries. Furthermore, some of the terms used to 
connote injury actually precede injury in time. That is. a "complica­
tion" may. if it is not handled correctly become an injury and 
therefore be only an indirect consequence of the research. /Vthough it 
is important for informed consent and 1RB clearance to indicate what 
are considered to be possible (hence anticipated) consequences of the 
research, and it is important for scientific purposes tn take account of 
unanticipated consequences of research, these are not the same as 
research-related injuries. For discussions of injury it is the seriousness 
of the consequence, not its predictability, which is important.
2 Office of Technology Asssessment. U.S. Congress. CoMressAttON 
ro« Vaccine-Related Iniueies (1860).
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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 of 110) involving 
0XJ7% of the subjects (10 out of 14.942). None of the subjects 
were partially or permanently disabled and no deaths were 

reported.
This exceptionaDy 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 meens of 
reporting adverse effects internally. An "Adverse Effect Re­
port" is used when there is a likelihood of a claim against the

■ n,^. MrCann and lohn R. Peltit. A Report on Advene Effects 
Insurance for Human Subjects (1980); see Appendix H to this Report. 
The dais were updated by Ms. McCann in February 1982.
• It is noteworthy that even where a compensation program exists at a 
single institution, the precise number of research subjects is not 
known. It should also be noted that subjects participating in behavior­
al research have been excluded from the compensation program since 
the second year of the program.

The University of Washington in Seattle and the Quincy 
Research Center ia Xantuis City. Missouri, reported their data 
Hoarding numbers of subjects covered and the kinds of 
research in which they were involved, the nature and inci­
dence cf 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 definitions 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 the years 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.’ During that period, inves­
tigators were required to submit detailed reports to the Human 
Subjects Review Office on the subjects involved in their 
research and any adverse effects experienced by those sub­
jects that were possibly related to their participation in the

Nature and Extent of Rasearch-Reiated Injuries 67 

these rcperts were -^xnpared vvith existing data from other 
sources, incinriin^ s previcusly published longitudinal study of 
a drug testing facility in Middgan. tmd broaa-based data from 

mult*ple institutions.
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uaivertiry. while a "SUtui Report" ie required on an annual 
buis for ail adverse eifecta. The former baa been used and are 
summarized for nine years; the latter have been in effect for 
only four years. Although the report* 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, making it very difficult to calculate incidence rates. 
Fortunately, for purposes of this Report, most of these impreci- 
sions appear in reports of effects that were merely transient 
and triviai.

A further difficulty in interpreting 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 unan­
ticipated consequences has not been resolved by die instituion. 
At present current policy allows individual investigators to 
report whichever they prefer. In the adverse effects and status 
reports, therefore, the term is apparently used in both ways.

The Commission staff reviewed the descriptive informa­
tion 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. 
Omilting "trivial" injuries (such as headache, nausea, diz­
ziness, soreness and other transitory symptoms not requiring 
nu dical intervention} the staff calculated that in the first eight 
years 144 subjects (or 004% of the estimated total of 358,000) 
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 
Office in the first nine and one-half years of the compensation 
program, but only 18 claims for compensation were submitted. 
The small size of this figure is probably due to a combination 
of factors. First, although subjects are toid that medical care 
available in case of injury, they are not specifically infonned cf 
tho 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 final point. McCann and Pettit report:

It is known that some medical care and other profession­
al servicss are provided to subjects who experience 
both antixpated and unanticipated adverse effects for 
which nc claim is made against the adverse effects 
compensation program.... How such care is financed or 
accounted for is not reported to a central office, 
therefore this information is not available. The following 
means are likely: time donated by the health profession­
al: costa absorbed by a grant or contract, as appropriate.



 ..... 

59

clini-

rates are very low. patients are
 and. although the incidence

X

| 

I

claim. --------
not been made. 

Non therapeutic

1
Arnold. M.D.. Director

effectiveness i------ -— -
Th* phases proceed sequentially.

I
i

cases in which —----- u^-r,
th. re,..rek

run“"^y" .hl U^ P-yLn, n,.d. -a. 

toiw ,ha. ra.al.eP from

UP tn the last several years.
fa ail cases in which an injury is foundi ta. have oeen 

related to the research procedure some, payment has be« 
made. Most have been very modest (from 32 to S248;or 

expenses]
A claim for an

and Therapeutic Drug Testing: Quincy 
Canter. A second report wa9 prcpa,5dr ,O ^ 

Resoarcn of Quincy Research Center in
drug testing facility whose subjects

Nature and Extent of Research-Related Injuries
the Cmicai Resel^Center. and reciprocal ser-

yTces provided within the health protessions.

Both Ore lolal number of dmrud^uerv 

"^'n' rCTl *"> "O™*1



-r
. i

.K-

rea^. F«t the teeting of drug, and
r _ ••____i---- ----------— /-4i«oa«0 ■tafp* in

!

V

i

?

i

»

a

i
!

i

were more eaaily and immediately rewived via there- 
peutic intervention and additional physician consulta-
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more likely to be hospitalised (1.43% vx OJK) and to die (0^4% 

vs. G).
It appears that most of the clinically signiScant aide effects 

occurred because of preexisting disease in patient-subjects 
rather than as a direct consequence of ie experimental drugs 
or participation in the research. None of the six deaths and 
only seven of the 36 hospitalizationa could conceivably have 
been research-related, whereas three of the five hospitamta- 
bons for normal 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 
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tion and resulted in a minimization of the amount of 
actual risk to participants and additional sequelae such 
as early termination from protocol and/or hospitaliza­
tion. Thus. Phase 2 data indicate that normal male 
participants were able to tolerate the ultimate hazards 
of early Phase 1 drug testing without serioua sequelae, 
as evidenced by findings of no deaths and few hospitali­
zations but increases in participant referrals for addi­
tional medical care and physician consultations. We 
beHeve the same drug-related complications would have 
been fatal or very serion- in ill outpatients.*

A third sugge.tion from Dr. Arnold’s data is that tho 
number of clinical events is directly proportional to the length 
of exposure. The average number of days on protocols was

• Arnold, supra note 6 at 12.
• Id. at 30.

devices for “efficacy’’ requires preexisting disease states m 
selected participants; second, testing under these protocols 
involves research participation of greater than average dura­
tion; 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 clinical evente. In addition, protocol 
termination and alteration of protocol designs are more hkeiy 
in Phase 2 studies than in Phase 3-4 studies.

The available data on significant clinical events with 
participant and protocol sequelae support the coj’du- 
sion that the incidence of drug- and participation-related 
events is higher in Phase 1 protocols employing normal 
participants by reason of heretofore undiscovered drug 
effects that are toxic to a greater or lesser extent to 
human subjects. By employing normal adult male sub­
jects for the conduct of Phase 1 protocols, these events 
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Nature and Extant of Research-Related Injuries

almost twice as great for patents than tor normal subjects (25 
vs. 14 days] and an tha average, patients had 35% more clinical 
events per particip^-Obviously, existing illnsss is a con­
founding variable in rving to ascertain the relationship 
between risk exposure anti 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 mi>y be difficult to differentiate whether it is due to the 

preexisting illness or to the in’ervention.

Noutherapeutic Drug Testing: MichigM State Prison. A 
previously published study of research injuries was conducted 
by Dr. Chris Zarafonctis and other members of the Protocol 
Review Protection Committee for the State of Michigan Depart­
ment of Corrections.” They examined clinically significant 
adverse effects in a Phase 1 drug testing program involving 
normal prison volunteers during e twelve-year period from 
1964-1976. Records were reviewed for 80S protocols involving 
79 iM participants over 8K534 subject days.

The authors reported 58 adverse drug reactions and six 
additional “complications” temporally related to the drug 
study, forming a total of 64 subjects (.2%) who experienced 
“■ignifirant medical events” (r.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 advene reactions and only one of the complications were 
permanently disabling; one su-jact. on placebo, died of cere- 
brcvascular hemmorrhage while asleep. Thus, a clinically 
significant medical event occurred once every 9602 days of 
subject exposure or about once every 28J 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 bow representative 
these particular institutions are of the research universe.

Broadly Saeed 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

» McCann and Pettit also reported longer average risk duration for 
patients than for normal volunteers although it waa found to be highly 
variable (3 to 20 times greeter) depending on the pedicular mix of 

research projects in any one year.
« Qiria I. D. Zarafonetis, Philip A Riley. Park W. Willis. Lawrence H. 
Power. Judson Werbelow. Lew Farhat WendaU Beckwith and Benwrd 
H. Marks. CliniiMily Significant Advene Effects in a Phate 1 Tetting 
Pngrant. 24 Cun. Phazm. » Txra. 127 (1978).
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u See the Commiuion'i Biennial Report on Pkctbchnc Human 
Su»J«cts. Government Printing Office, Waahington (1981). for findings 
and recommendations on data on research participation and injuries. 
u The agency reported two injuries since 1975: one subject who fell 
while testing emergency egress from mobile homes and one who 
allegedly injured his hack during research to establish portability 
guidelines for the FTC
’♦ Philippe V. Cardon. F. William Dommel, Jr. and Robert R. Trumble. 
Injuries to Research Subjects: A Survey of Investigators. 295 New Enc. 
J. Med. 850 (1978) (report prepared for the HEW Secretary's Task 
Force on the Compensation of Injured Research Subjects).
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of injuries would be the Federal agencies that conduct, support 
or regulate research. Unfortunately, very little retrospective 
data is available from Federal 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 hare to know the total number of 
human subjects participating in research, the portion involved 
in various types of research, and the probability and severity 
(collectively termed “risk") of injury associated with each type 
of research. Again, the facts needed to carry out this approach 
appear to be lacking.

Government-Reported Incidence of Hann. The Commis­
sion has found that data on research-related injuries and on 
research subjects generally are extremely limited in terms of 
both the amount of information available and its generalizabil­
ity.11 Despite the very major role of the government in research, 
there is no comprehensive Federal mechanism for collecting 
data on injuries. 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 Federal 
agencies that conduct or support research with human sub­
jects. 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.11 Neither the government as a 
whole nor the individual agencies have data on the number or 
kind of injuries sustained by subjects of Federally conducted, 
supported, or regulated research.

The only Federal attempt to collect and analyze data on 
research injuries was a special study conducted in 1976 by 
Philippe Cardon and his associates for the HEW Secretary’s 
Task Force on the Compensation of Injured Research Sub­
jects.14 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

I\
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Nature snd Extent of Research-Delated Injuries

subjects of therapeutic or nontherapeuti*: research. Injuries 
were classified as: trivial, temporarily dioabiir^ permanently 

disabling, and fatal.
Investigators reported on a total of 132.615 subjects. 

Overall. 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 re­
search.) Of the mere than 39.000 jubjects participating in 
therapeutic research studies. 10.8% experienced adverse af­
fects or injuries most of which were trivial in nature. Only 2.4% 
of subjects were temporarily disabled, less than 0.1% were 
permanently disabled and approximately 0.1% died. Most of 
the 43 fatalities were not clearly related to the research. In fact 
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, only 8.8% experienced injuries, most of which 
were trivial. Thirty-seven people (0.1%) were temporarily 
disabled, one person was permanently disabled and there 
were no fatalities. The authors correctly point out "the data 
are a gross summation of the many interactions and percep­
tions of patients and subjects, principal 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 re- 

sulti."”
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 such information. How large a bias this introduces 
into the data is not known. These data are not. however, 
inconsistent with those reported by McCann and Pettit for the 

University of Washington.

Prospective Approach. An alternative method for deter­
mining the incidence and seriousness of research injuries 
would be to look forward rather than backward. Each research 
project entails certain steos or procedures. Some of tnose 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. Agair..

r — ~~
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the more sophisticated numbers needed for risk estimates are 

available.
Number of subjects. Very little information is availab.e 

about the numbers of people serving as research subjects at 

the Federally funded biomedical research that is conducted 
SoSho^ ±e country, the number of subjects involved in 
Studies is not known. This is also true of other Federal

from figures currently .availaHe; ^^^nc^nsw  ̂

and assumptions to be reliable. Thus, without either the 
numerator or the denominator with which to determine -he 

of research-related miuries. neither th. eb.elute 
magnitude of the problem nor the me of the universe from 

which it emanates can be known with certainty.
Subject 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

74 Compensating for Research Injuries: Chapter 4  

unfortunately, neither basic data on numbers of 3ub;ecta nor 
the more sophisticated numbers needed for nsk estimates are 

available.
Number of subjects. Very little information is availab.e 

about the numbers of people serving as research subjects at

Petricciani. M.D.. Director. Bioresearch Monitoring Program. FDA

was estimated that
appro^iately WO^OOO subjects are involvedI annuafiy m PHS- 
.uppoited clinical trials (ie, controUed studies of new thera- 
pi2)*Such trials are only a part of the research •UFP“^ 
die Public Health Service; a large amount of research 
studies of basic physiology, normal growth and development, 
and a variety of other inquiries utilizing normal volunteers.

Other partial estimates include the Food and Drug Admin- 

^limroTre^d^g” -hTuA of'm.dic.1

^irseems unlikely that a firm estimate of the number of 

subjects at risk for injury at a given time could be PreP®reJ 
from figures currertly available: any suer, conclusions would 

be bued on too meoy level, of •PPrommabon’.

the number of subjects involved in

agencies supporting research.
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Income
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Additional figures on subjects’ characteristics are divided 
__i;— nf nmipr.ts rather than nercent of subjects.

a disease process; annougn me suujcmo ------------------------------j --

patients suffering from the disease, since the research provides

51.0%
48.0%

i

,-r,.
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characteristics of subjects participating in biomedical and

j

i

20.7%
7.1%

11.7%
51.3% 
31.5%

Female
Male

White
Black
Other

Higher
Middle
Lower

Newbern
3 months-6 years
7-12 years
13-18 years
19-40 years
41-64 years
65+ years

5.8%
9.2%
5.3%
7.6%

42.0% 
20.8%

7.4%

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 appar­
ent inconsistency is easily explained. First, research in preven­
tive medicine is usually conducted on norma! volunteers yet is 
considered therapeutic (e.g.. vaccines, controlled diet to pre­
vent heart disease, flouride in toothpaste to prevent cavities). 
On the other hand, some studies are undertaken to understand 
a disease process, althougn the subjects must necessarily be 
patients suffering from the disease, since the research provides 
them with no treatment, these studies are considered nonthera­

peutic.
These data do not indicate the numbers of subjects 

involved in each kind of project. Although ore might assume

behavioral research. Principal investigators were asked to 
estimate the aee sex. racial and income distributions or their 
experimental subjects. Projects were then weighted, based on 

« . _ —-1-.—— .. nntirnotoc nt

Appendix to Report and Recommendations: Institutionai. Review 
Boards. National Commission for the Protection of Human Subjects. 
U. S. Government Ponting Office. Washington •■'478).

expel iiueuiai --------- ------ y' _
the number of subjects, to produce overall estimates or 
demographic characteristics of research subjects.

Table 1. Demographic Characteristics of Biomedica; and 
Behavioral Research Subjects
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Figure 1. Subjects Participating In Research 
(By Percent of Projects)*

Source. Survey Research Center. 1977. Table XV.4

Therapeutic Research [

Nontherapeutic Research [////]

l* Cooke and Tannenbaum, supra note 18. assume that since the 
proportiona of therapeutic and nontherapeutic protocols are approxi­
mately equal so are die numbers of subjects in each kind of study.
■ Cardon. st al. supra note 14.
a Arnold, supra note 6.
“ Cooke and Tannenbaum, supra note 18.

Compensating for Research Injuries: Chapter 4 

that the number of subjects in therapeutic and nontherapeutic 
research, for example, are equal.” the actual data on this

question are fragmentary and contradictory. Cardon found in 
his review of 132.615 subjects in 538 projects supported by NIH 
and ADAMHA that the subjects in nontherapeutic research 
outnumbered those in therapeutic research by more than two 
to one.” Arnold in his examination of more than 5000 subjects 
participating in pharmacology research found they were evenly 
divided between therapeutic and nontherapeutic.11 Generaliza­
tions to the universe of research subjects cannot be made from 
either study. '

Although the proportion of subjects participating in thera­
peutic and nontherapeutic research is not known, the relative 
proportions of types of studies are known, as shown in Figure 
2. The Survey Research Center found in its survey of IRBs that 
43% of the projects reviewed by IRBs were therapeutic 
research, designed (or likely) to provide some therapeutic, 
diagnostic or prophylactic benefit for the subjects.” The 
remaining studies were nontherapeutic in that they were not 
likely to provide a health benefit to the participants, but rather

i

t

26V,

11 
General 

Population

•Totals may add up to more than 100‘7, since respondents could check 
more than one kind of subject. \

ii
Patients
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Figure 2. Distribution of Therapeutic/Nontherapeutic Projects 
(By Type of Institution)

Source: Survey Research Center, 1977. Table XV4
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That same study found that 65% 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% of the 
studies involved “behavioral interventions” which were de­
fined to include educational intervention, modification of an 
organization or service delivery system, social psychological 
therapy and behavior modification. The remaining 28% 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 poten­
tial 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 medical

were expected to benefit society at large fin the form of new 
knowledge) or to benefit other persons suffering from, or at risk 
of. certain diauraers.

UMUto. MWlol SdM. OllOT AU
(N.«n) (N.im (N-n«| (N.Ml) |N-Mm

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.

I
I

!
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history (S0.1�). ael!-administered questionnaires (45.3�). and 
interview, (3n).is 

Figure 3 1bow1 the percent of all J?Searcli aubjecta 
exposed to tile four invaaive procedure, .noet frequently used 
in research. It ia important to note that the majority of aubjecta 
would have und�-one ,ach _.r these procedures aa a routine 
part of their trectment or diagno1ia evPD if they bad not been 
participants in reseucb. Furthe..-more. although the procedure• 
are labelled "invaaive;' many carry no riak of physical injury. 
Cooke'• examination of research procedure, auggeata that 
moat subject.a participating in Federally aponaond or regulated 
reaearch are expoaed to no di.acemible risk. The remainder of 
subject.a may be submitting to procedurea involving aome risk 
of physical harm. but ir moat cuea apparently would have 
undergone thoae procedures anyway for diagnostic or thera­
peutic purposes. 

Flp:re l. Percent of All SubJecta ExpoMd to Four lDvulve 
Procedures Moat Frequently Uaed ID Research 

Soul'C'e: Robert A Cooke. Survey� Center. J9IO. Tables J...5 
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In a ah;dy prepared for the Commisaion. Dn. Mary Huvey 
and Robert Levine "!valuated the literature on rilk of injury 
uaociated with twenty invaaive procedurea uaed in human 
experimentation and alao evaluated the reliability of :he riak 
eatimatn themaelvea.a. Riak of injury waa defined as "the 

• � A. Cooke. Some Nola on the Subfet:U of Biomedical and
&haYioro.J Ra«JrCh (19e0); u. Appendix D to thit Report. 
• Mary Harvey a:id Robe-rt ). Levine. Risk of l1;ury Auociated with

.. ·-- ---·------, 
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probability of injury cccurring when a •�fie procedure ia 
performed :-epeatecily •mcer similar circwruJtancea. .. [I)njury 
occurs as a �suit of one er more coinpliC3tic:,M auociated with 
the performance of an inva.ive medical or surgicai procedun:· 

Moat published report, ot research projecu in which these 
procedures were u.aed either did not d.iacuas complication.a and 
injuries at all or did 10 only in descriptive tema. Reports that 
did exist were incomplete and inconsistent thereby maJtinR it 
impo11ible to establish meaningful estimates of research riw.
An att�mpt to extrapolate &om the clinical literature to the 
research literature revealed further difficulties. Not surprising­
ly. retrospective re::,oru of injury tended to � lowe1· than 
proapectiv'! reporu for the same procedure• because of 
underr<!porting, low response rates. and insuffident data in 
exiatins medical records. Prospective studies tended to give a 
wide range of estimates. 

Finall�•. tile c:ircu.matances under which procedures are 
performed aib:t the amount of risk in·1olved. The skill of the 
investigators, familic.rlty with the procedures, equipment avail­
ability, institutional policies and the existing disease state of 
the patients &re just some of the variables which influence the 
o...currence !lot only of the initial complications. but also their 
subsequent resolution. 

For example, it baa been SU@8flted that at least ao�e 
prucedurea requiring aophiatiuted technology Vf! best per­
i-,rmed in hospitals that do numy such procedures each )ear.• 
Conversely, at least one study baa raiaed the question ''wheth­
er acce11 to the latest ob1tetrical savvy and Jle&r may lead to 
ov�rmuch intervention. possibly bootting the risk u well u 
the cost of having a baby:,. Thus although 90me 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 ia evident from the preceding diacuaaion that full data do 
not exist with whici. to answer the queationa poaed initially. 
One has neither broad-baaed retrospective data on overall 
incidence of injury nor adequate data with which to calculate 
the extent of expected injury in the �Y'Ch uwverae because 

Twenty Invasive Proct!durn U•«l in Heman Experimentation and 
Auenment of .'u!liability of Rid Estimo�• (1980); ue Appendix E to 
thia Report. 
• Haro,d S. Luft. John P. Bunker and Alafn C. Bnthoven. Should 
Operation• be Regionaliz«J?. 301 NEW ENG. J. Mm. 1304 (1919). 
• Small H:111pita/11 Found Better for Normal BinJta. 22 MmlCAL Woiu.:> 
NIWS 25 (December;, 1981). 
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Dene of the components is known with precision. Federal 
agencies do not know hew many subjects there are nor how 
they are distriouted across the different kinds of research 

endeavors.
What studies there are do show that most research 

involves minimal or no risk of physical harm. Yet it is 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 Federally funded or regulated research. For 
them, as for those who invite them to undertake risks on behalf 
of society, the questiou of compensation is real and of 
immediate importance. Furthermore, the studies of the Quincy 
and University of Washington programs demonstrated that 
compensation was paid at those institutions without overbur­
dening the research enterorise. Finally, it it likely that only 
when there are functioning compensation progrema—even on a 
limited, pilot basis—will the lack of data be remedied.

!

i
!
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Existing Remedies and 
Their Limitations
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Although injuries in the course of IRB-approved biomedi­
cal or behavioral research appear to be neither frequent nor 
severe, they do occur. When subjects ore injured, what 
remedies are currently available to them' Do existing judicial 
or administrative remedies assure adequate compensation?

The Commission has found that to a certain degree, some 
of the claims by 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 care is 
provided, often without charge to the subjects (or their health 
care insurers), as a matter of professional and institutional 
responsibility. For subjects with minor, short-lived injuries 
(who constitute a large proportion of injured subjects), the 
provision of free, on-the-spoi medical care dispenses with any 
need for formal •‘compensation" for r»sean± injuries.

This informal means of resolution is. however, neither 
universal nor comprehensive. On occasion, research injuries 
could have severe consequences for the subject’s physical 
well-being and ability to earn a livelihood or perform family 
responsibilities: further, they juld require continuing medical 
care or supervision over an extended period. In such circum­
stances. 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 de­
mands exceed the capacity of their research budgets or the 
discretionary funds available to them.

This chapter examines several issues which arise when 
serious injuries do occur. What factors currently govern the

1 Testimony of Edward Holmes, M.D., on behalf of the Association of 
American Medical Colleges, transcript of 4th meeting of the Presi­
dent's Commission (September 15. I960) at 169-74.

X
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ability of injured research subjects to secure medical care and 
financial redress for injuries sustained as a result of participa­
tion in researci- ? To what cegree .-ire these factors, particularly 
as reflected in the legal rights of injured subjects, in accor­
dance with the ethical claims of the subject and the moral 
obligations and responsibilities of the investigator and the 
wider society? What changes are necessary to give legal effect 
to the underlying ethical claims?1

: i
I

■ i 

! 
i ’These issues are addressed, at least in part, by a growing legal 

literature on compensation of injured research subjects. Many of the 
seminal early treatments are discussed in Chapter Two of this Report, 
including articles by Ladimer. Dietrich. Bergen. Sticke! and Calabresi. 
Other a’ticles noteworthy include: Bernard R. Adams and Marilyn 
Shea-Stonum. Toward a Theory of Control of Medical Experimenta­
tion with Human Subjects: Ths Role of Compensation. 25 Case W. 
Res L. Rev. 604 (18751; Nancy E. CahilL Compensation of Subjects 
Injured in Experimental Medicine Programs: The Ethical and Legal 
Considerations. 1 J. Legal Med. 110 (1979); Ciba Foundation Study 
Group, Medical Research: Civil LiAaui-r-t ano Compensation for 
Personal Injury: A Discussion Paper, The Ciba Foundation. London 
(1980j; Patricia J. Cooper. Compel sutP -• for Human Research Sub­
jects: Reform Ahead of Its Time?. 2 J. Lscal Med. 1 (1930); Bernard M. 
Dickens. Contractual Aspects of Human Medical Experimentation. 25 
U. of Toronto L. J. 406 (Fall 1975); J.B. Harmon. Compensation of 
Research Subjects for Adverse Effects, in U.S. Department nf Health. 
Education and Welfare. Issues in Research with Humpn Subjects. 
DHEW Publication No. 80-1858. U.S. Government Printing Office. 
Washington (1980); Seymour Perry. Compensation of Research Sub- 
jec‘s for Adverse Effects, in Issues in Research with Human Subjects; 
john ;L Robertson. Compensating Injured Research Subjects: II. The 
Law. 6 Hastings Ctr. Rep. 29 (1976); Arthur Jay Silverstein. Compen­
sating Those Injured Through Experimentation. 33 Fed. Bar J. 322 
(1974).

See also the discussions of compensation for research injuries in 
Charles Fried. Medical Experimentation: Personal Integrity and 
Social Poucy. American Elsevier Publishing Co.. Inc.. New York 
(1974) ct 13-43. 165-72; George J. Annas. Leonard H. Gluntz and 
Barbara F. Katz. Compensation for Harm: An Additional Protection 
for Human Sublets, in Informed Consent to Human 
Experimentation: Ths Subject's Dilemma. Ballinger Publishing Co., 
Cambridge, Mass. (1977) at 257-277.

Two additional bodies of legal literature address questions 
similar to those arisuig in the research context. Fcr pioneenng 
discussions of nonfault insurance for adverse effects resulting from 
standard medical practice, see Clark C. Havighurst and Laurence R. 
Tancredi. ‘Medical Adversity Insu.nnce' - 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 (1 ?73).

Articles discussing comper.sa’ion for injuries associated with 
vaccine or immunization programs include Marc A. Franklin and 
Joseph E. Mais, Jr.. Tort Low and Moss Immunization Programs: 
Lessons from the Polio and Flu Episodes. 65 Cauf. L. Rev. 754 (1977);
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Irving ladimcr. L^}al and Reffulaiory Perspectives in Mass !mmuni- 
xation Programs. M3 Insubance Law Journal 459 (1978); Leslie C. 
Ohta. Immunization Injuries. Proposed Compensatory Mechanisms - 
An Analysis. 11 Conn. L Rev. 147 (1978); Bonnie L. Siber. Apportioning 
Liability in Mass Innoculations: A Comparison of Two Views and a 
Look at the Future. 8 N.Y.U. Rev. of Law and Social Change 231 
(1977). For comprehensive recent discussions of compensation issues 
in broader contexts, see Eli P. Bemzwe.g, By Accident not Design: 
The Case for Comfiehensivs Injury Reparations. Praeger Publishers. 
New York (1981); Jeffrey Q-ConnelL Ending Lnsuvt to Injury: No­
Fault Insurance fox Products and Services. Univ, of Illinois Press. 

Urbana. 111. (1975). v v  .
’ Cases based solely on "mal-research” have not been reporteo. 
Virtually all decisions resulting in the award of damages to injured 
research subjects appear to be based, in whole or part, upon proof that 
injuries resulted from participation in research to which the plaintiff 
(or individuals authormed to act on his or her behalf) did not grant 
legally effective informed consent Such cases might be litigated on 
the basis of negligence or. in some jurisdictions, on the legal thrones 
of trespass or batter/. Alexander M. Capron. Informed Consent in 
Catastrophic Disease Research and Ireatment. 123 U. Pa. L. Rev. 340. 

403-423 (1974).
Thus far. there has been only a single reported appellate decision 

in a North American jurisdiction sustaining a damage award for a 
research injury. Hfdushka v. University of Saskatchewan. 52 W.W.R. 
606 (Sask. Ct. App. 1965) (upholding jury verdict of 522.500 based on 
lack of adequate informed consent). In a second case, decided as this 
Report was in preparation, a New York jury awarded $2.9 million in 
damages to an individual blinded by retrolental fibroplasia. The jury 
found that following his premature birth, the plaintiff had been 
enrolled in a randomized clinical trial of oxygen therapy without the 
consent of his parents. The jury awarded damages on the basis of both 
malpractice and lack of irformed consent. Burton v. New York 
Hospital. An appeal is now pending.

Informed consent issues have also been raised in ongoing 
litigation growing out of research on DES conducted at the University 
of Chicago in the early 1950s. Mink v. University of Chicago. 460 F. 
Supo. 713 (N D. Ill. 1978). The first human use of an artificial lieert. 
while perhaps not constituting "research with human subjects" m the 
technical sense of that term, also resulted in htigatiou over the 
adequacy of informed consent; in that case, plaintiffs challenge was 
rejected by the courts. kan> v. Cooley, 493 F.2d 408 (5th Cir. 1974). 
Thus, when subjects are en.-o'led in research protccnls without proper 
consent, and their participation results in injury, the injured subjects

Existing tteotsdias and Their Limitations

NegJrgenca
Custcmarily. redress for personai injurte? is provided m 

the legal system by the law cf torts. Fcr 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 
investige tor or Lhe research institution. At present such legal 
liability mutt ba predicated on a showing of negligence? That
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may seek relief in the court) on the baaii of lack of informed consent. 
The remainder of thia chapter places primary emphasia on means of 
redress available to Injured subjecU who would not be in a position to 
complain that their inlrrmed consent was totally absent. 
« William L Proscer. Handbook of the Law cr Torrs. (4th ed.) West 
Publishing Co.. St Paul. Minn (1971) at §30. p. 143.
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ia, unless the pLJatiff-aubject can prove the defendent was "at 
fault” he or she cannot legally recover for the injuries.

Requirements for, and Obstacles to. Recovery. Che tradi­
tional formula for 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 certr.in standard of conduct (“due 
care’*) for the protection of others against unreasonable 
ricks.
(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.4

The standard of “due care” in human research conducted 
by a professionally qualified investigator would be that 
established by his or ha: peers. Thus, in order to prevail in a 
lawsuit 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 (.•>.. was “negli­
gent”) and as a result caused the subject's inju-y. Needless to 
nay. it w 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 prot’>cols, would provide some 
standards for judging the due care a researcher on procedur­
al matters.) In addition, the injured subject would probably be 
barred from recovery if negligent conduct on hie own part 
contributed to the injury or if he “assumed the risk” o? 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 special 
difficulties erise because it is often hard to prove negligence in 
the setting of advanced scientific research. Of course, research 
scientists, like biomedical and behavioral scientists in stan­
dard practice (and like ail other human beings), are not 
immune from simple carelessness. The lack of due care in such 
instances may be palpable and easy to Drove. The very ethos 
of scientific investigation, however, requires that research be 
conducted precisely, and the available data on incidence of
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I 
resea:-ch illju..,� {,ind 1.,be 'Jlrrua1 absen� oi court decisiona 

, awara� dair.a5!:$ for ��e�tJy conducted re�arch) 3ugsest 
thc.t erm� carele�s enough •o ·r<!sult in senocs i.njury are very 
rare in biomedical and behavioral rei.eat""..b. 

C.>nsiderably mere :iubtle que■tiona may be posed in 
p.uticular cases regarding the decision to move from animal 
�.xperimentation to reSf!arch with human subjects. the deaign of 
the research prot<lCOL and tech .. Jcal aspects of the � 
conduct of th'! protocol. Scif!ntif.c judgments mu.at be made a\ 
many points a!ong the way. Whn are such jud�cu negli­
gtt'lt? Under traditional tort principle�. the llurden is on the 
injured subject to prove. by expert te1t1mcny. rne "standard of 
r.are" ow.ed by the inve,tigator (an,,;. ar.y reviewin$i bo-Jies) to 
:he :esearch sub;ects. Marshalli113 such expert eviJence may 
be an exceedingly difficult undertaking for the h!.learch 
,ubject. In addition to the hijU1ly tt:chnical nature of the iuun 
!!,-.0:._-ed. the 1ubject iray em: untcr diffu.ulties in f�d:ng other 
invnt41atc:s willing to testify ou his behalf-a pbet1ome!?en 
parallel •o the so-<alled "c-onspiracy oJf silence" in medical 
malp •• cUce litigation.• 

Tee difficulties of establishing negligen� in the rnearch 
■ettir.g are further complicated by the legal requirement of 
.. fon:■eeabilit)." AG 1tated by the late Dean Williao Prouer: 

Neglige>.!ce..Js conduct which ran. below the standard 
estabHshed by law for the protection of others qairu,t '• 
unreasonable ru,;._ It neceuarily involve■ a fol'fteeable 
riak.. .. Jf the defendant could not reaaonably foresee any 
injury at � result of hia act. or if hia conduct waa 
rea1oc11ble in the light of what h-. could antici�te, there 
ia no negligence. and no liability.• 

The ap?lication of Liu, legal requirement of foreaeeability 
t:> part!cular facru11J situations i1 often controversial. and lqal 
aciiolara diaagree even as to the iswding principles. Give::i the 
very nature of acientific research •• a venture into the 
unknown. the foreseea!>ility doctrine introduce, an unpredict­
ablt1 :::1d confo1J1ding factor into any litigation concerning the 
conduct of n=.e11rch. Re■earch ia often ca.rried out preci■e!y 
became the range of conaeq!1encea of a pMttici;!ar interven.ion 
and tha probability of each outcome are unkn.own. The 
reNarch is conducted in order to find out more about them. In 
these drcumatancea. what are tLe "foreaeeabie" rialu. a!td 
what are the 1tc;,a re.?10:1ably require<a to protect ag3inst 
them? Can that be known prior to canying out the reNarch? 
� intriNic. difficulty of such queations suggesu the magr.i• 

• S-. e.,.. Melvin M. Belli. An incient :heropy Still Applied: The
Silent M«Jicol Tfftltn>t:,11. 1 V1U,N;0v., L Rsv. 250 (1958); Richard M.
Ma.rbu. Con•pi.-ocy of Silence. 14 CL.-"'.·MAL L REv. 520 (llile5J: No•e. 
�reaming tht1 'CoMpirocy of Silence'.· Smtuu,ry a.:id Common Law

\ 

lnnovatioM. 45 MINN. L Rsv. l!J'llJ (198!).
• Prouer, •upro note 4. at g 43, �- 250. 
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tude of the burden placed on an injured aubject who. in order 
to prcv:iil. muat eatabliah the appropriate atandard of care and 
pr--ve it to have been brellclled in hia or her particular caae. 

A further aet of obstacles to recovery. legally character­
iud a■ .. defenses," focu1e1 on the conduct of the injured 
aubject in ag:-eeing to participate in the research and in 
complying with the requirements of tile reaearch protocol. A 
aubject whose \UU'Casor.able behavior contributes to his or her 
injury may be ba:r.?d from recovery entirely on srounds of 
contributory negligence. or be limited to a nt<' · -:t da&llage 
•�•rd under the newer doctrine of comparative r.... �nee. An 
injured subject ciay i&lao be required to overcome the claim 
that he or she a11umed the ,;,k of injury in agreeins to 
participate i.n the research. 

The "aaaumption of risk" la�l bu been J009ely uaed by 
courts and commen�ton to ieKribe • variety of CU'C'.JDl· 
atancea in which an indivic!...11 confronts • known danser, ii 
injured, and ii tl:.en denied I ecovery !>y the courts. ,.. noted by 
Proaaer. the doc!:ine "baa been a subject of much controversy 
and baa been 1unou.1ded by much confuaion. .. "7 Expreuing a 
view consistent with much rer.ent scholarship. Professor. John 
Flemins and Steph«in Susann.an arg.ie that in many aituationa 
in which the law impoNa the entirr. 1011 on the victim nther 
than pennittins recovery. the result is '"perhaps be.t explained. 
not on the sro•md of 'Halll'lption of risk.' but rather becaUN 
the defencant was not negligent. Often in thne caNa the 
Injurer baa offe� tc; provide a ben.96t :o the vict.m which can 
practically only come with a risk atteched; and tLe well­
warned victim baa quite rHaonably chosen to confront the 
riak.',. 

' Id. at §98. p. 439. 
• John G. Fll1mln1 and Stephen D. Suaarman, Pel'Bpectivn on 

Coo1pen.atin.g Accid,ml Victim• (1980). �• Appendix V to this Report.
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Applyin.g thi: analv11i1 to· the aito.1atio.: oi the injured 
research 11,;bject. ?rofasao� F!eo:ing and Sugarman fuld it 
''wmecesa&ry to iae the doctrine ·u.,.i=prio!'l of ri!}." t:> explain 
why well warned research subjec!!t ...-hose misfortune it i11 tc 
suffer from a cal"f!fuJly run experiment will faii to recover 
damages in a suit baaed on negligence.' .. 1n such circum-
1tsAGea. there has simply been no negligence, and hence no 
basu for a recovery. 

A closely related question ia whether a 1libject wains hia 
l15al rights to recovery in llJ'1l1)ting informed consent to 
�rticipation in research. particularly since. in c:>mpliance with 
45 Cl'Jt §46.118{a)(6), subjects participat?ng in re1earch 
involving m.:.,-,, than miTti.·,al risk must be provided "an 
explanation as to whether any compenaaticn and an explana­
tion a■ toJ whether any medical tn!atmenta a,.. available if 
injury OCCW'I ...... The answer to thi1 queation is clear. Federal 
�tiona explicitly preclude "any exculpatory language 
through which the subject.:.ia made to waive or appear to 
waive any of the aubject', legal righta. or releaaea or appear1 to 
release the lnve1tigator. the 1ponaor, the wti�tion or ita 
agentl from liability for oegligen�:.,• Even in the absence of 
such explicit reguiatory )�"U�e. the courts di1favor exculpa• 
tory c\auaes in medical context.a," and there are aubatantial 
policy llf1lUJl.1enta eup�rting thia po1ition.u 

Other difficulties encountered by injured reaearcb aubjects 
aeeking relief in the courta are common to all tort litig•tion. 
Forem011t among these i1 the problem of cauntion. Proof of 
causation may be particularly difficult in the research setting, 
requiring sophisticated anaiysis of often 1ubtle 1tatiaticaJ 
variatiom in riaka and outcomes. In negligence and other tort 
litigation. the burden ia on the injured party both to come 

�Id.at :?3. 
• 45 c.F.R. §48.118 (1981).
u Sn. •-6·· Tunkl v. Repnta or the University or California. 32 C.U..
Rm. S3. 3&3 P. Zd 441 {l9ft3).
11 S.. e,1� Comm6Dt. Let,oJ lmpJicotioM of PsycJ,o/OfiictJI &March
with Human Subr,cu. 19110 Ouu L J. 285. Z12. 

Altbouah the subject .llay have known what the �menter 
lntnded to Jo and may have been willlna to have .ha done tc 
".Jm. 1t1IL the subject may not have Cwly realized the riw 
involved. Mere knowledp or the racta which CNate the risk of 
harm la not enouab unleaa there l1 a tnae ap.,reciatlon of the 
nature IUIJ extent of the riah; only then ii the •ubject'1 anent 
stvwn under drcwmtancn which make It l ... lly effective. The 
Important point bere. bowevar. la that. in ucar1alnina wb�ther 
die subject Uuly appreciated the risk of harm involved. it it 
tmvttable tlat con.aid11radom of policy. depend'n, on the mull 
dnlred.. wiU con.ac:ioualy or UDCOftlciouly influeoce t!ie court·, 
dedaion. 

S- auo Anna, "' al� ,upra r.o!e 2 at 257-51. and f1nnin, and
Sap,,naA. •upra note II. at 22-�. 
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Compensating for Research Injuries: Chapter 5

forward with evidence suggesting causation and ultimately to 
persuade the trier of fact that his or her injury was “proximate­
ly caused’’ by the defendant’s breach of a standard of care.u

A plaintiff claiming negligence must also surmount hurdles 
posed in some situations and in some jurisdictions by doctrines 
of chantable immunity (when the research is conducted by a 
charitable institution) and sovereign immunity (when the 
research is conducted or. perhaps, supported by a govern­
mental agency), and by statutes of limitations which, in seme 
jurisdictions, effectively preclude recoveries for certain latent 
injuries. With the exception of the latent injury problem (which 
is discussed in the Appendix to this Report14), these doctrines 
are not peculiar to the researen context and do not require 
detailed discussion here.

Critique of Negligence as a Remedial Mechanism. Quite 
apart from the considerable difficulties of prevailing in a 
negligence action, a more fundamental question 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 
Comnu•A-on'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 struc­
tured to preduue recovery for injuries not resulting from 
negligent conduct. It is widely recognized that “despite the 
exercise of the highest degree of care and skill by the medical 
investigator concerned, death or a personal injury which was 
quite unforeseen and indeed quite unforeseeable might be 
suffered"1* by a research subject. In many settings, the 
obstacles to recovery may be—indeed, probably are—quite 
appropriate. There ought, after all, 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 simply reflect 
the protections established by society against the misapplica­
tion of this legal power. But if research subjects should, on 
ethical grounds, be ccmpensated for their injuries, despite the 
lack of negligence by an investiga'.or. 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 DES litigation, "jtjhe doctrines of tort 
law were devised for straightforward moral situations—some- 

u See pp. 138-139 i.ifra. 
“ See pp. 140-141 infra: see also Appendix S to this Report

Royal Commission on Civil Liability and Ccmpensation for Personal 
Injury. Report. Her Majesty’s Stationery Office. London (1978), VoL 1 
at §1339 (hereinafter cited as Royal Commission).
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Existing Remedies and Their Limitations

body's misbehavior causes harm to somebody else—and for 
narratives that observe the three unities of classical drama: 
time, place, and action.’"-4 The focus of traditional •negligence) 
tort ujetrine or. the immediate parties to an accident—the 
victim and the allegedly negligent defendant—fits the moral 
equation of research injuries only imperfectly. The immediate 
parties—subject and investigator—encompass only one aspect 
of the widei society’s interest in oiomedical and behavioral 
research. Much rese «rch is conducted with the encouragement 
or. indeed, financial support of the government itself. The fruits 
of research accrue to the society at large, in a form economists 
term ’positive exte-malities.’’ Thus, society as a who.e has a 
direct stake in the conduct of cHentific research. E zen on the 
theories supportive of a ’’fault" component in tort litigation, the 
presence of strong societal externalities suggests a modifica­
tion in the usual calculus of fault, so that society will share in 
the financial burdens, as well as the benefits, of research 
activity. Thus, the traditional emphasis of negligence law on 
the ’’moral drama” of ‘he defendant’s behavior fads to capture 
(in economists’ terms, to ’•internalize”) the societal interest in 
the conduct of research. Other approaches, not founded on 
negligence, could do so mere successfully.

A final point, different in character although carrying 
similar implications, derives from the natu.e of the relationship) 
between investi .ator and subject in the conduct of research. 
Idea'ly. the relationship is a collaborative one in which the 
subject knowingly accepts certain risks of physical mmry on 
behalf of society and participates, together with the invei^a- 
tor, in the ongoing research.17 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 0. 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 reiuctanct to 
provide necessary immediate care when the prevision of such 
care might alert a possibly litigious subject that something bad 
none 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

v Michael Kinsley Fate and Lawsuits. 1G2 The New Republic 20. 21

*’ See, e.g.. Talcott Parsons. Research w.th Human Sub.ects and the 
PmfessionaJ Compleg. 38 Daedalus 325-360 (1989); Rente C. Fox, 
Experiment Perilous. The Free Press. Glencoe. >11. (1359).
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“ See. e^- David Mechanic. Some Social Aepecte of the Medical 
Malpractice Dilemma. 6 Dun L. 1179 (1975).
• Royal Comkssiqn, eupra note IE, at §1341.
•Id.
" Note. Medical Experiment Insurance, 70 Colum. L Rkv. 965. 968 
(1970).
■ Escola v. Coca Cola Bottling Co- 24 Cal. 2d 453.150 P-2d 436. 440-41 
(1044).
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medical malpractice has poisoned relationships beriveen doc­
tors and patients?* * The Commission believes that the malprac­
tice system should not serve as the model for remedying 
injuries that arise in ethically conducted biomedical and 
behavioral research.
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Strict Liability
Britain's Royal Commission on Civil Liability and Com­

pensation for Personal Injury (the "Pearson Commission") 
recently recommended the doctrine of strict liability in tort as 
an alternative to the negligence system for providing compen­
sation 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, against the authority to 
whom he has consented to make himself 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 liability 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?

Roots in History and Policy. The doctrine of strict liability, 
which permits recovery without proof of negligence, has 
ancient roots in Anglo-American 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, several 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 “ultrahazar- 
dous” or “abnormally dangerous” and to defective products 
(including but not limited to, those products posing extraordi­
nary Hanger). A variant of strict liability theory applies to 
pharmaceuticals and certain medical device; which are 
viewed as “unavoidably dangerous.”"

Contemporary courts and scholarly commentators have 
sought to justify the expanding scope of applicabil ty of strict 
liability on explicit policy grounds. In one landmark decision, 
the Chief Justice of the California Supreme Court explained:
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Existing Remedies and Their Limitations

Even if there is no negligence, however, public policy 
demands that responsibility be fixed wherever it will 
most effectively reduce the hararda to life and health 
inherent in defective products that reach the market. It is 
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 contempo­

rary 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 social justice, who 
can best bear the loss 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 no unequivocal guid­
ance." Three factors have been recognized as favoring applica­
tion of the doctrine. Research activity is clearly valuable to the 
community." F’.sks of injury cannot be entirely eliminated by 
the exercise of reasonable care." In some sense, research is 
not a matte- of “common usage.” although this conclusion 
might be disputed." On the other hand, research is typically 
not conducted in inappropriate settings."

Probeoly the critical factors in determining the applicabili­
ty of strict liability doctrine 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”” While the popular imagination might be tempted to 
anawer 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. "1’

” Prosser, supra note 4. at §75. p. 404 original citations omitted. 
" American Law Institute, Restatement (Second) or Torrs, §519 ff 
(1970).
» Id. at § 520(f). 
■ Id. at §520 (c). 
"Id. at §520 (d). 
"Id. at §520 (e). 
"Id. at §520 (a). 
" Id. at § 520(b). 
" See Chapter 4. /n/ra.
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92 Compematmg for Resea.rdl Injuries: Chapter s

In addition to thl!se facton1 specified by the Second 
Rnttztement of Torts, courts cons£dering the applicability of 
alrict lla!illlty to resea.rdl with human aubjects would be 
guided by existing legal precedents. An irutially plausible 
1t rgumen.t can be constructed. O!t the basis of several early 
English and American cases, that phy1iciana experiment "at 
their peril." Closer examination of theae cases. howevPr, 
indicate, that they do not concern research in ita modem ieme 
and should not be viewed as IJOVeming preadenta for the 
application of strict liability to contemporary research. 

The earliest such case. Slater v. :1.:lUI' and Stapleton. 
CS.,• waa d�ded by an English court in 1787. prior to the 
advent of the legal doctrine of n�ence. The decision �pceld 
a judgment ag,dnst an e:ninent 1urg.wn who employed a novel 
means of treating a broken leg. with unfortunate re11ults. The 
court no!ed that "many men very skillful in their profeaaion 
have frequently acted out of the common way for t.',e sake of 
trying experiments" and held that such behavior opened the 
way to liability in tl,e event of injury: 

(TJhia waa the fint experiment �de with this new 
instrument and if It was. it wa1 a rash action. and he 
who acts rashly act, ignorantly .... • 

Slater waa follo wed. a century later. by an American case, 
Carpenter v. Blake. • There the court aaid: 

[W]hen the cue i1 one aa to whic'h a 1yatem of 
tre;tment haa bee:1 followed for a long ti.me, there 
1hou:d be no departure &om it, unleaa the surgeon who 
doa it ia prepued to take the riak of eatabiiabing. by hi1 
aucceaa. the propriety and safety of hi.a experiment» 

Taken together, the Slater and Carpenter cases appeared 
to "tablish the proposition that phyaiciana depart &om 
.. tablishP.d modes of treatment at their peril. and that injuries 
resulting &om experimental treatme.it would be actionable 
without further proof of negligence. 

Yet for aneral reaaon.a it would probably be mistaken to 
apply � proposition to contemporary research. rU'St. the 
conduct .at iaue in Slater and Carpenter wu not ICientifically 
designed research in the modem sense. but the .. trying out" of 
an "lnnovAtive therapy" or "nonvalidated medical procedure," 
for which different norm! may be appropriate. Second. contem­
porary requirements that Federally supported reaearch pau 
acienti.6c and IRB miJater sugeat that the gap between .. human 
experiment1.1tion" and profe11ional norma of practice ia nar­
rower today than wu true of the ccnduct condemned in the 

• 15 &,. Rep. B110 (17111).
• Id. at 85t-«1.
• Carpenter v. Blab. eo Uatb. 418 (N.Y. Sap. CL 1871). rrr'd on other

pounds. 50 N.Y. eee (tin).• eo Bari>. at 524.

l.i :.a ( :. 32)(!3 4 
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•urgery is to progress, there must be a certain amount of 
experimentation carried on.’*- The legal requirements were.
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Existing Remedies and Their Limitations

early legal 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 employ innovative or experimental treatments.

The beginnings of this change were already discernible in 
iia nineteenth century. In an 1885 case. Jackson v. Bumham. n 
the court, while repeating the rule that “if a physician sees fit 
to experiment.Jte should do so at his penl.”’7 construed the 
rule to require only that the physician “must be able, in the 
case of deleterious results, to satisfy tne 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 

niwi explicitly that “if the general practice of medicine and

essentially, those of consent and reasonableness: “such experi­
ments must be done with the knowledge and consent of the 
patient or those 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 Slater and Carpenter, to 
the reasonableness criterion of Fortner v. Koch, paralleled a 
more general tendency in tor*, 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.” and which today

- 20 Colo. 532. 39 P. 577 (Colo. 1885).
”/d.39P.at58C.
"fdatsao.
• 272 Mich. 273.281 N.W. 782 (Mich. 1935).
”/dat765.
“/d
• One possible exception may be Helling v. Carey. 83 Washed 514. 
519 P.2d 981 (1974). in which the Washington Supreme Court found the

riant opthalmologists negligent as a matter of law for failing to 
conduct a pressure test for glaucoma on a young patient, despite 
undisputed testimony that such testing was not heretofore required by 
the “standards of the profession.” Tne court concluded that in the 
circumstances presented, medical professionals should be held to a 
highor standard. Another justice concurred in this result but argued 
that the court was in fact imposing a standard of liability which 
"approached that of strict liability" (Concurring opinion of Utter. ).). 
lustice Utter urged that the court should explicitly recognize the 
applicability of strict liability doctrine to medical malpractice, in part 
in the belief that awarding compensation on the basis of strict liability 
rather than negligence would avoid unfairly ‘ imposing a stigma of 
moral blame upon doctors who...used all the precautions commonly 
prescribed by their profession in diagnosis and treatment" /d at 964. 
See also Gates v. (ensen. 595 P-2d 919 (Washington. 1979).
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“ A second branch of strict liability doctrine, that applicable to 
defective products, requires brief mention here. Under the doctrine of 
products liability, as fon-iulated in §402A of the Second Restatement 
of the Law or Torrs one who sells a "product in a defective 
condition unreasonably dangerous to the user or customer" may be 
strictly liable for physical harms caused thereby, without regard to 
whether the seller "has exercised all possible care in the preparation 
and sale of his product." The applicability of this doctrine to products 
which may be employed in research, particularly pharmaceuticals and 
certain medical devices, is a matter of controversy. Comment k to 
§402A of the Second Restatement recognizes a category of "unavoid­
ably dangerous products." including drugs, "which, in the present 
state of human knowledge, are quite incapable of being made safe for 
their intended and ordinary use.” Such products are not viewed as 
defective, and hence are outside the scope of §402A products liability, 
if they are “properly prepared, and accompanied by proper directions 
and warning." Nonetheless, particularly through their interpretation of 
the warning requirement, the courts have imposed rather expansive 
lability on drug manufacturers, often basing their decisions on policy 
grounds arguably applicable to biomedical research as well. In one 
much discussed case, concerning liability for a polio case arguably 
induced by a vaccine, the Fifth Circuit Court of Appeals analyzed the 
issue this way.

'Until Americans have a comprehensive scheme of social 
insurance, courts must resolve by a balancing process thr head- 
on collision between the need for adequate recovery and viable 
enterprises.... This balancing task should be approached with a 
realization that the basic consideration involves a determina­
tion of the most just allocation of the risk of loss between the 
members of the marketing chain.’ ..Statistically predictable as 
are these rare cases of vaccine-induced polio, a strong argu­
ment can be advanced that the loss ought not lie where it fails 
(on the victim), but should be borne by the manufacturer as a 
foreseeable cost of doing business, and passed on to the public 
in the form of price increases to his customers.

Reyes v. Wyeth Laboratories. Inc.. 498 F.2d 1264. 1294 (Sth Cir. 
1974) (quoting Helene Curtis Industries v. Pruitt 385 F. 2nd 841. 882 
(Sth Cir. 1967)). The Court thereby imposed liability for failure to warn 
of i less-ihan one-in-one-ro'Uion risk of contracting polio from a live 
virus vaccine. A snniiai e.:alysts might be employed in a research

Compensating for Research Injuries: Chapter 5

provides perhaps the closest analogue to research “malprac-

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 in 
legal 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 
strict liability.**
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strict liability be im- 
enactment Thus, the proper question 

extended to encompass research with human subjects.

Critique of Strict Liability. The question of extending[Strict 
liability to cover research with human subjects P°“®8 
tial policy issues, whose resolution depends in part on the 
SerStiVe. to which strict liability is being wjTJo be 
.ure, the availability of a cause of action for strict liability 
would enhance the position of injured research subjects “nable

f

f

SSS’a^edoctrine's applicabUity tc.biomed­

ical reseurch also arose with respect to legal liability associ­
ated with accidents at nuclear power installations, and this 
uncertainty (and the possibility that courts in different states 
might rewlve the issues differently) P^yed a major role m 
promptiig Congressional action on tne Pr.ce-Anderson htpsla- 
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instance, against the investigator or the research 
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Existing Remedies and Their Limitations

Outside the main body of strict liability law which arose 
and expanded in scope primarily as a matter of judge-made 
hw.lSta ices have arisen in which the doc'jme s scope has 
been expanded, or limited, by legislative action. Indeed, tile

I

appropriate source

SSrJ’SAZSSwSTmiht be available under state law. The 
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In addition to ail of these oft-criticized features of court- 
room litigation in general, the application of strict liability 
doctrin: 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 a lay jury7; 
there is no provision for fact-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, ihe 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 voluntari­
ly with full knowledge end appreciation, encountered a 
recognized danger4* however, the doctrine’s precise contours 
are likely to vary considerably among jurisdictions, injecting a 
further element of uncertainly into the litigation.

Thus, srhile in many respects an improvement over the 
currently applicable negligence approach, the adoption of strict ••

i

if
• w.m:- 38
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Compensating for Research Injuries: Chapter 5

the process would likely be long, costly, and uncertain. Tee 
injured subject’s ability to recover would depend, in substan­
tial part, on his or her abiiily 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 "rould also be high.
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Existing Remedies and Their Limitations

liaoility as a legal remedy for research injuries is in no sens; a 

panacea.

Nonfault Approaches
A number of administrative or insurance compensation 

mechanisms are already in place in the United States. While 
only a few small-scale, nongovernmental programs are specifi­
cally directed toward compensaiing subjects injured in re- 
seairh, several mare broadly based serial welfare programs 
provide incidental benefits to such persons.'"

Government Compensation Programs. A multitude of 
Federal, state, and local government programs provide com­
pensation of various types to the injured, medical care to the 
ill, and financial assistance to the needy. None of these 
programs is universal in coverage or comprehensive in scope. 
Nor do initiatives for comprehensive national health 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 through the Federal Emp'oyees’ Compen­
sation Act (F£.CA.). For elderly retirees injured in research. 
Social Security and Medicare may relieve much of the financial 
burden. For others, the only recourse may be io Federal and 
state welfare systems, for which they may or may not be 
eligible. 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 a 
num her of currently functioning governmental compensation 
programs. One of the Commission’s objectives was to deter­
mine the degree to which existing programs meet the needs of 
injured research subjects. In this regard, the Commission 
ccrresponded with over twenty Federal agencies and depart­
ments, 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 Ariministration- and the Veterans Administration, to 
discuse the availability of retrospective data and the feasibility 
of collecting prospective data reflecting the incidence of claims

• Existing programs are discussed briefly infra at pp. 114-122 and ere 
described more fully in papers prepared for the Commission. See 
Chapter 7 infra.
• F-E.OA.. 5 U.S.C. §8102(a).
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98 Compensating for Research Injuries: Chapter 5

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 considerations of time and cost 
ruled out nrospective studies by the Commission. •rhua. 
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 subjects injured in 
research. The primary source of protection is” general health 
insurance that may be carried by individual research subjects. 
Although such individual health insurance is neither universal 
nor comprehensive, it does provide a source of benefits to 
insured individuals for health costs associated with research 
injuries.- Such insurance does not, however, cover lost wages 
or other non-health-care related costs associated with serious 
injuries.

While general health care coverage for persons participat­
ing in research offers e* least a partial answer for medical 
costs associated with research injuries, industry representa­
tives 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 tht 
extraordinary difficulties and expense involved in efforts to 
secure private insurance to cover risks in a much-discussed 
bone marrow transplant case.- More generally, the transaction 
coets and administrative burdens of writing coverage for 
individual participants in research were considered to pose 
insuperable problems in marketing such insurance.

•While there have been occasional suggestions that injuries resulting 
from voluntary participation in research activity might be excluded 
from coverage under terms of existing health insurance policies, see 
John Robertson. Compensating In/ared Research Subjects: II. The 
Law. 8 FUstincs ?r>. Rct. 29 (1976). it appears that such statements 
result from a collusion between the use of insurance nroceeds to 
support the reseau h itself, which is typically precluded by insurance 
contracts, and the use of insurance proceeds to pay for standard 
medical care necessitated by an injury associated with participation 
in research. The Commission has been unable to document instances 
of insurance company exclusions of the latter type, and the Commis- 
sion’s insurance expert, George Bernstein, testified that on the basis of 
his extensive Uquiries within the insurance industry, no such exclu­
sions crnently exist or are contemplated. Transcript of the 6th 
meeting of the President's Commission (January 9.1981) at 187-88. 
• Letter from Albert L. Broseghini. Ph.D. (Director. Research Adminis­
tration. The Children's Hospital Medical Center. Boston. Mass.) to 
Senator Edward M. Kennedy (December 2. 1974). reprinted in the 
HEW Sauatary's Task Force on the Compensation of injured Re­
search Subjects. Rxporr. U.S. Department of Health. Education, and 
Welfare. Washington (1977) (hereinafter cited as Task Foacs Rxrorr) 
Appendix B at 123.



• f:

r

■K

?

!

V

J 3

p
;

?

:
i

i
:

I
i

i 
!
!

:

:

k

i

J

i

i

i 
i
I 
j

I

:

i

[

5
2

I

i

1
i
I
!
.«

I

__________Existing Remedies and Their Limitations 99

Insurance industry representatives were considerably 
more favorably disposed to a system which would provide 
blanket coverage for all research subjects at a particular 
institution during a given period of time. A substantial 
consensus emerged that such blanket policies could be written 
and premiums set cn the basis of the overall research mix and 
past claims experience of a given institution, although specific, 
high-nsk protocols might require individualized underwriting 
examination. An institution-wide approach would entail sub­
stantially lower transaction and administrative costs. (For 
example, the private insurance company that provided cover­
age for research injuries at the University of Washington as an 
“add-on" to the university’s liability policy initially set the 
premium at 50« per subject.") Furtnermore. rate-setting on an 
mstitution-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 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," or that the additional costs 
and administrative burdens involved would be outweighed by

• The University of Washington has for several years been a self­
insurer. The total amount paid in claims to injured subjects in the 
nearly 10 years it has had a formal compensation program averages 
less than 5« per subject This amount does not include the value of 
free medical services provided to subjects. See Chapter 7 infra. 
" Such a “market control" approach has been discussed by Guido 
Caiabrest Reflectians on Medical Experimentation in Humana, in 
ExMxtMKxrAnoN wrra Hitman Subjects (ed. by Paul Freund). George 
Braziller, New York (1970). and Clark C. Havighurst Mechaniama for 
Compenaating Persona Injured in Human Experimentation. Task 
Foacs Rwokt, aupra note 49. Appendix A. at 81-108. among others. 
Professor Harry Bostrom of the University of Uppsala in Sweden 
tMtified to the Commission that an analogous system is currently in 
effect in Sweden. Bostrom. On the Compensation for Injured Research 
Subjects in Sweden (1980); see Appendix K to this Report However, 
the voiume of research in Sweden is such that a single individual 
(Profesaor Bostrdm) is able to review all insured protocols and to 
determine insurance premiums on the basis of comparative evaluation 
of risks associated with them. The vastly greater scope of research 
conducted in the United States would, in the view of the 
(and of represents a ves of the insurance industry), render such a 
“ratings bureau" approach to American research totally impracticaL 
Further, on the basis of a careful analysis of risk literature conducted 
tor the Commission, a minutely graded ranking of risks would be 
impossible or grossly misleading. See Mary Harvey and Robert J. 
Levine. Riak of Injury Aaaociated with Twenty Invaaive Prvced-irea
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Compensating for Research Injuries: Chapter 5

eny ability of the “market” to reduce the amount of truly risky 
research beyond the existing system of IRB review. Further 
rndusby 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 Septem­
ber 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 “unlim­
ited 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 assessment of experience under those programs" 
as the best route to develop an actual program for the 
compensation of human subjects."
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need for compensation as well as the honzo,nt,al 
transaction costs, vulnerability to abuse, and difficulties ot 
administration that providing compensation might entail. In 
other words, it must be determined, first, whether the mad«’ce 
of injuries to research subjects is great enough tc warrant 

tatitvtton ot a formal compea-lion

be prevented from escalating uncontrollably and consum­
ing an inordinate portion of the overall research budget. In Jus 
Part, the Commission explores, first, the manner in which data
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trative remedies, the Commission found (m 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

SiXTpenLKe^^^^^



Conduct An Experiment !

6
!

/

i

4

*:

!

i
t

1

1

i -

« J

j

i

!
i
:

!
!

i
I
I

I
I
ii
I
I

i

i

The paucity of reliable data was described in Chapter 
Four. No definitive national data on the incidence or severity 
of injuries in Federally conducted or supported research exist. 
The costs of acquiring comprehensive data tnrough a methodo­
logically valid retrospective survey would be very high—in the 
Commission’s view, too high to be justified. Further, the results 
of any such survey would be criticized because • etrospective 
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 
potential 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 abser.ee of 
injuries. Other greups end individuals possessing great famil­
iarity with biomedical research suggested that the inadequa­
cies of the data be remedied. The Association of American 
Medical Colleges, for example, argued for "instituting 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 real experience."1

Although wishing to avoid the term “pilot” program which 
might be misunderstood as a commitment to moving to a full- 
scale program, the Commission agrees with the thrust 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,

1 Letter fror John F. Sherman, Vice President Association of Ameri­
can Medical College*, to Chairman Morris B. ALram (May 7.1980). 
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104 Compensating for Research Injuries: Chapter 6

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 compen­
sating for research injuries.* 1

As a baseline for comparison, data are needed on the 
incidence of research injuries nationally. To this end. the 
President s Commission, in its first Biennal Report, recom­
mended that the regulations governing all research conducted 
or supported by Federal agencies be amended to require 
annua) reporting of the number of research subjects as well as 
data about their injuries.1 Although this is a procedural 
suggestion and was made in the context of a review of the 
Federal rules on research, it is at its heart a matter of ethical 
concern. (The Commission was disappointed to find that most 
researcn sponsors have not regularly compiled data on the 
occurw’.cc injuries in 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 abou. 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 a form to be completed 
annually by all principal 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 already implemented 
just such a requirement for all research it sponsors.

’The Commission took on a request to provide advice about the 
development of a means for compensating research subjects for 
injuries that occur in the future. It lacks the authority for the 
investigation that would be needed to determine whether retrospec­
tive compensation should be made to subjects who may have been 
injured in past research projects. A number of such subjects are 
pursuing claims in the courts already, as described in Chapter 5. 
’ President s Commission for the Study of Ethical Problems in Medi­
cine and Biomedical and Behavioral Research. PwrrecnNC Human 
Subjects. First Biennial Report on the Adequacy and Uniformity of 
Federal Rules and Policies, ano their Implementation, for the 
Protection op Human Subjects in Biomedical and Behavioral 
Research. U.S. Government Printing Office. Washington (1981) at 73.
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* US. Office of Economic Opportunity. Puuminaky Results of the 
New Jersey Graduated Work Incentive Experiment Conducted by 
the Office of Economic Opportunity (February 18, 1970); see also 
.Mice Rivlin. Systematic Thinking for Social Action. Brookings 
Institution, Washington (1971) at 94-108.
* Henry W. Riecken and Robert F. Boruch. eds.. Social 
Experimentation: A Method for Planning and Evaluating Social 
Intervention. Academic Press. New York (1974) at 1-39: Rivlin. sufo 
note 4; Campbell Reforms as Experiments. 24 Am. Psych. 419 (1909;
* The office within HHS that is most familiar with Research involving 
human subjects is the Office for Protection from Research Risks at 
NIH. That office does not. however, have extensive experience with 
design or evaluation of social experiments. Thus, the Departmen* * may 
wish to tum to the Office of the Assistant Secretary for Planning and 
Evaluation and perhaps to other bodies with expertise in this field in 
assigning responsibility for the design and conduct of the research 
compensation experiments recommended here.

I

Althcugh this system should provide basic info: mation 
about risks and injuries in research, it will not reveal the costs 
and benefits of having a compensation program. Therefore, the 
Ccmmisaion rornmmends that a modest social policy experi­
ment be conductad to determine the need for. and feasibility of. 
comprehensive or partial programs to compensate injured 
subjects.

During the past two decades the Federal government has 
conducted a series of experiments in which new social policies 
have been implemented under reasonably controlled condi­
tions and evaluated in order to see how specific aspects of the 
policies work in practice. Such experimentation has been u«ed 
to test the effects of instituting a negative income tax. housing 
allowances, and various types of health insurance plans.4 The 
use of social policy experimentation has been encouraged by a 
broad range of scholars and policy analysts as a “rational" 
approach to policy innovation.4 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 .seated or constituencies 
formed that force the government to remain committed to 
ineffective programs. Given the importance of empirical data in 
evaluating the need for. and feasibility of. a compensation 
program, a limited experimental trial seems particularly appro­
priate.

The Commission recommends that the compensation ex­
periment be designed and administered by the Department of 
Health and Human Services with appropriate consultation 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 experi­
ment. including its administration and evaluation?
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Specific Aims of ihs Experiment
The experiment with formats for compensation should be 

desigrrd to answer the following questions:

(1) How great is the need for a program to compensate for 
research in; tries?

(a) 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 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 
li.e^ how effective are existing means in meeting 
ecGDomic needs)?
(f) To what extent does failure to provide adequate 
compensation create serious problems for injured sub­
jects or for the research enterprise?

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

(a) Does the institution of a formal compensation pro­
gram undermine current, informal methods of providing 
for the immediate medical needs of injured subjects?
(b) Would the availability of compensation bring more 
research injuries to light (Ze., encourage the reporting of 
injuries which would otherwise not be known to persons 
other than those immediately involved)?

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

(d) Does the availability 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 entailed in a compensa­
tion program?

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

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

(c) How difficult is it in practice to discern a causal 
connection between research interventions and subse-

t !
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quent adverse effects? What approaches to the determi­
nation 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) How would the costs be affected by the inclusion of 
Federally supported as well as Federally 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 “nonbeneficial 
procedures'* therapeutic research would be excluded 
from the compensation program? Can such injuries be 
reliably identified?

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

<

i
I
i

I

Research Plan
Although the actual 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 general guid­
ance concerning the scope and nature of such research. 
Particular features of possible compensation programs are 
discussed in Chapter Seven.

The Commission proposes thut the three sets of questions 
listed above be answered by experimental compensation 
programs established at a small number of institutions and by 
ongoing collection and analysis of data from these institutions 
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 insti­
tutions willing to participate in the experiment. Uniform data 
should be collected cn the number of subjects participating in 
research, number of injuries, seriousness of injuries, and so 
forth. Additionally, all injuries resulting in claims for compen­
sation 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 die intent of providing possible 
therapeutic benefit to patient-hubjects.

In addition to providing information about the general 
feasibility of a compensation plan, the experiment should 
provide a basis for determining whether any type of compensa-
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The effects of introd'icinv a compensation program on 
existing mechanisms foi dealing with injuries resulting from 
research could be partially assessed ‘trough the use of 
historical controls at the comp msating insetuhons; however, 
sufficient data do not appear to exist Consequnnty. a number 
of institutions without compensating programs should be 
selected as “matched controls" and monitored according io the 
data-gathering protocol established tor institutions si which 
the experimenial compensation programs are being tester. For 
such a comparison to be meaningful, of course, there must he 
no systematic differences between the two groups of institu­
tions (other than presence or absence of a formal compensa­
tion program). The noncompensating institutions that are 
monitored will serve a dual purpose. Besu.es being the 
“control” group for the compensating institutions, they will 
provide data against which to check the anneal reports 
submitted by principal investigators (/.e. how many injuries 

occur, how serious they are. etc.).

Mothodological Issues
The Commission encourages those designing the research 

to give careful consideration to the following methodological 

issues:
Sample Selection. z\s with ad 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 huwerer. given the wide variety of

!
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Conduct An Experiment

inetitutinne in wbica research is conducted. Institutional ret­
tings for research ran,'fe from the Clixical Center at the NEJ. tc 
universities, medical schools and hoaoitals. to smill indep< r- 
Hont research faditiea. One apprucch that mighi be uket ia 
known as “quota sampling." Institutiou involved in Federally 
conducted or supported research would be grouped in appro­
priate categoria*. A sample containing a certain number 
(quota) of institutions from each category would then be 
drawn. Within each category of institutions in the sample, half 
would initiate an experimental compensation program: the 
other half would be monitored in a similar manner but would 
not have a compensation program. Under ideal circumstances, 
the selection of institutions from each category in the sample 
would be random, as would be the assignment of institutions 
within sack 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 
*he NIH Clinical Center, because of its centrality in Federal 
biomedical and behavioral research and its traditional leader­
ship role in the scientific community, should not be randomly 
aasitned but should participate in the experiment as a compen­
sating 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 go 'emmant on other research institutions.

With respect to Federclly supported research conducted at 
non-Federal ft search institutions, the major issue in consider­
ing sample selection is whether participation should be manda­
tory (r.e.. tied to federal funding) or voluntary. Scientifically, 
mandatory partlripation is preferable since it reduces the 
likelihood of biased sampling that would occur if the "self­
selected" institutions that volunteered to participate differed 
»« a group from thosa that do not. The Commission sees 
several advantages in voluntary participation, however, and on 
balance believes that if possible, participation should be on a 
voluntary basis. The asaistance of groups such as the AAMC 
which support a limited, experimental evaluation of research 
injury compensation should be sought in persuading institu­
tions to partici pa’e in the experaneni.

Two approatdtes might be used to reconcile the desirabili­
ty 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 noncotnpensating status on a random basis, but to allow 
institutions to “opt out” of the experiment if th«y were 
^willing to participate in their assigned role. An alternative 
approach would be to solicit institutions to volunteer to
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agreed to participate in she experimental compensation pro- 
mioht far exami.le. offer to cover the

Sample Size. In determining ’he number of insatutioM that

^ledto minimize the costs of conducting the experiment The

SSSeTfc; quotaH^mpling. at least two in.atuUons from

injuries to occur, there h a danger that the particular expert-

1

may be unrepre^entahve of later raactio^ a valid evaluation 
of * compensation program may rurt possible un i

?s

I

(compensating* or control group, 

incentives in order io assure that a
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sufficient number of
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participate in the experiment on the understanding that they 
would then be assigned randomly either to the expenmenta 
(compensating* or control group. Under either approach it 
would be possible fur uis government to offer institutions 
incentives in order io aasure that a cuffide-t
institutions would be witling to participate. For institutions that 

adequate statistical sensitivity {/>.. an adequate ability to

CTuipensating institutions. Otherwise, st bstantial real-world 
differences between compensating and ncncompensating insti­
tutions would fail to show up as “statistically significant 

effects” in lhe experimental data.
Duration of Study. Three considerations a.gue for conduct­

ing the study over a period of several years. First, the incidence 
of research injuries is expected to be quite low -Unlessi the 
studv continues long enough to allow a fairly large sample ot 
injuries to occur, there is a danger that the particular experi­
ence 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 immediate­
ly a study of short duration may underestimate the rate ot 
injuries. Finally, becaiue initial reaction, ‘c ’ "mrei progtam

operates long enough to become established and known.

Costs
Until the parameters of the recommended experimental 

evaluation of compensation approaches are more fully delin­
eated—a task which the Commission believes can only be

^Ttile ^n^ent might, fcr example, offer to cover the 
costs of compensating fur tijur.es that occurred on non-Feder- 
ally funded as well as Federally funded research (provtded. of 
course, that the former as well as the latter passed through IRB 

review).
Sample Size. In determining ’he number of insatutions that 

will compose th* sample for this study, the implementing 
agency will need to balance the need for reliable data with the 
need to minimise the costa of conducting the experiment The 
following considerations are relevant to this decision:

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

(2) Given that institutions are the unit of analysis, a
sufficient number of institutions must be studied to obtain 
adequate statistical sensitivity {/>-. an adequate ability to 
detect differences) when comparing compensating and non- 

couipensating institutions. C------------- --
differences between compensating and ncncompensating insti-
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carri"d out by those with final ruporwbility for �igning the 
experiment-a !1 impo .. ible to estimate the e:>1ts of the 
experiment. Rough yardltiw an provided by the experience 
of the University of Wuhi.ngton. whe:e c.oinmercial premium 
coats were leu than $1.CX> per covered subject (and actual 
payments were leH than s, per au!>ject), and by the Quincy 
Research Center. where coats were lees than those associated 
-1th workers' compenntion premiu:ns for profeuional eru­
ployeeL In addition to premium costs, of course, th.s experi­
ment will incur certain administrative coats and the coata of
design and evaluation.

The Commiuion notes that under existing Publi.:: Health 
Service policy, reaa.::>nable insurance coat.I incurred by contrac­
tors and granten are already allowable expenses. Thu-. tl:.P. 
implementation of a compeiuation experiment would not 
-:real.I! a new catesory of expeme insofar as insurance 
premium coats are concerned. By atatute. funds are available to 
to-IS for research and developmen! expenmenta on progranu. 
The Commiuion believe-a that such funds mignt u.efully be 
applied to the compenaation experiment. and that a satisfacto­
ry experiment could be conducted for ct v�ry small fraction of 
1" of CWTent Federal expenditures on biomedical research 
grants end contracta. 

Standards for Evaluating the Desirability of 
lutitutingaCompemationProgram 

The e•.h:cal desirability of compensating victims of re­
Haren injuries is strong. but the dll!Ciaion whether to adopt a 
compens3tio:1 !lystem mu.t in the Commi11ion'1 .iew be made 
by balancing th!! seriouaneaa of lhe problem agaitut the coats 
and practical difficulties of the 10lutio11. A finding of substan­
tial need would argue! strongly in favor o! a compenaatiQn 
program even if significant coata and practical difficulties 
might be entaaed. If the need for a compenaation program is 
ahown to be small. however, the C09t and difficulty of 
adm.ini1terina make • permanent program 1eem much le11 
nec:.naary or desirable. 

A flndJng that relatively few serious injuries occur to 
aub;ecta in rnearch should not in itself be taken to indicate 
that no compensation program la needed. Few serious injuries 
mulling from p:operly conducted rnearch have been �ported 
or d.>CJJDented. The example, of l"l!search injuries moat 
&equflntly ntcited {i.e� the Tuakegee 1ypbili1 e.xperiment. the 
CIA-spouored paychoactive drua research. and 10 forth) 
OCCUJTed prior to th� existence of the review proce11es 
required by curTfflt Federal regulations. Nonethele11, it It 
underu�ble tbat bcmsn research involves some riakl. In the 
long nm. It may weU be more protective of the field of 
biomedical and behavioral research for it to be prepared to 
meet any human dJauter which may rnult from ill activitJea. 
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The altamat!v.-. mOWU31 deciaio.n to do nothiag to provides a 
fair and simple avenue of rel.la in the eveJit of ,erioaa iDjwy­
csrrie. 9itriow � for pilhlic CDDfideDca ill ICieDce and 
8Cienti.iic raean:h. Moreovff. my Provam adopted ill the 
wakr. of ,ucii an neat woold almost eert.aicly .be lna well­
decigned thm one adopted in light of the rnulta of a well­
cooducted socw policy experiment' 

• Par • 6a1lr •tt. r kla ol Iba i.. al dllll for lll}lariee 
arialna "- c.ntaiD caw Ill ...._..tic nrrrrda. eoe pp.13.i-1SL 
n. tan1.a V9 ddDed ad tbetr pradical 111..,,.donehtpr.,.. ...,_
ID"w-dt•S.
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Consider V arious 
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uve, rejected by the Commission, would be to create 
through the judicial system. It doej not seem wise
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> the'pearson Commission s recommends-

scheme would have the advantage of administrative 
simplicity. Clatms can generally be ha"dled^^ly JJ* 
since the claimant would not be seeking retire., from 
the researcher, his employer or the funding agency, it
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What features might be tried out as part of the social

plan, to determine whether they might «rve a. 
further study and experimental evaluation
^don for research injuries. While the existing a^
annear to ’re inadequate, they point to the possibility of a non 
judicial, nonfault system of compensating for research injuries. 
The factors favoring this approach are nicely summed up in
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114 Compensating for Research Injuries: Chapter 7

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 
consideration in the mind of the investigator?

This chapter first reviews the governmental and private 
insurance models and presents the reasons for their rejecton. 
The rest of the chapter discusses the varying features that 
might 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 Re­
search Subjects in 1975. Those materials included detailed 
descriptions of four major Federal compensation programs: the 
Federal Employees’ Compensation Act (F.E.GA-). the Black 
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 accompa­
nying this Report?

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 health policy analyst 
who reviewed in some detail the suitability of F£.CA. 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 Social 
Security disability programs. Medicare, and state workers 

compensation programs?
Members of the Commission staff also canvassed the 

literature and reviewed administrative and legislative propos­
als regarding compensation for injuries associated with vac­
cine 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 inquiries took advantage^ of 
ongoing studies concerning compensation programs in other

> Ciba Foundation Study ( roup. Medical Rsszaich: Civil LiAStunr 
and Compensation ros Pei^onal iNfusr. Ciba Foundation. London 

(1960) at 9.
• Frederick G.G. Barber. Report on Federal Model*. KEW Secretary's 
Task Force on the Compensation of Injured Research Subjects. 
Rsrorr. U.S. Department of Health. Education, and Welfare. Washing­
ton (1977) (hereinafter cited as Tas< Foacs Rsrorr) Appendix A at 

167-198. . , , z-
‘ Stanley B. Jones. Existing Federal Programs as Models for Compen­
sation of Human Subjects (1980): see Appendix M to this Report.

5
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^proximately three £

sttvcture to most state workers’compensation plans^“nuu^ 
benefits are paid directly by the government and tend to be 
more comprehensive in scope and more generous m amounts 
(narticulady for highly paid employees) than state plans. The 
program Is adminiSerad by the Office of Workers Compensa­

tion Programs within the Department of La nor.

FKC.A provides benefits to covered employees both for

(o, lo.. of-y... doll„

pay level. Awards are subject to administrative review but are

I
d

or disease, rehabilitation services, and compensation to - 
------in the event of an employee s death. Compensation levels

compensation requirements of such individual..

F-E-CA- is not

----------provides benefits to covered^ emp’oyees b^th for

i

!
i

!
J

injuries.

FXGA
F£.OA. is

not subject to challenge in the courts.

FJLCLA. has been extended, by statute, tc. apply to a

and Other Workers’ Compensation Programs, 
the workers’ compensation plan applicable to

structure to most state workers’ compensation plans, although

J

i

i;

i-

Meto^TaveTheeo devised to accommodate the special

F.E.CA. i» -ut the only Federal legislation providing 
workers’ compensation benefits. The Federal Longshoremen . 
and Harbor Workers’ Compensation Act (the “Longshoremen s

M U.SC. q. s.

tar cited as Comptroller General’s Report on Compensation^ 
• Comptroller General’s Report on Compensation, supra note 5. 
’ See 5 US.Q §§810111). 8141-8143. 8143a. 8144. 8101.
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• 33 U.S.C. Ch. 18. §§901 et seq. Other workers' compensation plans 
embodied in Federal legislation include the (ones Act. covering 
merchant seamen, and the Federal Employers' Liability Act covering 
railroad employees.
•See 42 U.S.C. Ch. 11. §§1351-1854; 5 U.S.C. §§6171-8173: 43 U.S.C. 
§§1335-1343; D.C. Code §§501-504. repealed by District of Columbia 
Workers' Compensation Act of 1979. D.C. Lew 3-77.
” Report of the National Commission on State Workmen's Compensa­
tion Laws. U.S. Government Printing Office, Washington (1972) at 32.
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118 Compensating for Research Injuries: Chapter 7

Act") governs workem' compensation for privately employed 
persons engaged in maritime employment.’ The Longshore­
men’s Act has been extended, by statute, ta provide coverage 
for several additional classes of workers, including persuns 
employed at military, air. and naval bases outside the United 
States; employees of “nonappropriated 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 District 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 . naer FE.C.A.. awards 
under the Longshoremen’s Act are paid by private employers 
and may be appealed in the Federal courts. This administrative 
mechanism is thus subject to several of the criticisms leveled 
against common law tort remedies which entail resort to the 
courts. The Longshoremens Act does, however, provide a 
Federally 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 
prowde benefits to workers who suffer work-related injuries 
and diseases. To be eligible for benefits, normally an employee 
must experience a “personal injury by accident arising out of 
and in the course of employment.”10 Beyond this common 
framework, eligibility criteria and benefit levels vary widely 
among the states; Many state plans are criticized as inade­
quate. particularly with respect to coverage ->f work-related 
illnesses and diseases. A Federally mandated .'■.'ational Com­
mission on State Workmen’s Compensation Laws made numer­
ous recommendations for improvements in its 1972 report:11 
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 FJE.C-A., provide useful mode's 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 *he workers’ compensa-
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At present injured research subjects enjoy no benefits 
comparable to workers’ compensation, although there are

participate in research, while workers affectively have little 
choice al-out incurring workplace hazards to earn ueir hveh-

117

tion approach as a model for research injuries. The history and 

well ^a few significant differences.

Workers’ compensation programs were established in die 
ear1'/ part of this century in response to growing dissatisfaction

should bear the blood of the workingman.’’ Scholars of the 
period believe the adoption of workers’ compensabon laws 
contributed to industrial harmony and social peace.12

of injury incurred in research are truly costs of the research 
enterprise to society—costs necessarily incurred to obtam the 

benefits of scientific progress.
It m., be ensued the. r..e.r<± “

aw—. — — — — —
employment-for-pay (a not uncommon practice among univer­
sity and medical school students), parity of treatment suggest

Sbcuwty. 1900-1935. Harvard University Press. Camondge. Mass. 

(1968) at 45-65.

rationale for woriiCTs’ compensation laws underline some of

Workers’ compensation programs were established in die 
ear1'/ 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 
several requirements under the tort system viewed as unfair or 
unduly burdensome to injured workers, and permitted workers 
to recover if their injuriee arose in the course of their 
employment without proof of fault by the employer. In dus 
■espect workers’ compensation laws recognized industrial 
accidents as an inevitable hazard of modem industry. The new 
approach also recognized that the human costs of “>)ury. hke 
the costs of repairing machinery, were part of the costs of the 
enterprise and should be home by those who benefit from the 

subject’s claim against society, since the volunteer has acted 
altruistically. And to the degree that some subjects participate 
in nontherapeutic research as a convenient means of casual

hoods. To the extent that subjects participate m research 
purely out of altruistic motives, this observation may be 
correct To that extent the analogy between workers compen­
sation and compensation for research injuries is imperfect Yet 
on the ethical plane, that difference adds> weightJo the> injured

notable structural similarities with the situation of ordinary 
American workers. Injured subjects, like workers a century 
ago. face special obstacles in securing relief through the tort 
system Because of the special character of the research 
enterprise as a venture into the unknown, research injuries are 
an inevitable hazard jf the enterprise. Further, the human costs

. . -J
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Veterans Benefits. A second approach carefully examined 
by the Commission is the compensation system administered 
by the Veterans Administration for service-connected disabili­
ty 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, typical­
ly 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 chose 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 compre­
hensive schedule of injuries and diseases, under which varying 
percentage ratings are assigned, depending on the degree of 
severity of any given disability. Taese 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 all young people who entered 
military service at an early age would have the potential for 
attaining an "average civilian occupation income" at the time 
of their discharge. These disability payment levels are adjusted 
yearly by Congress, to correspond to cost-of-living increases

that subjects should be entitled to workers' compensation 
benefits much as are other employeex-for-pay.

The workers' compensation analogy does tend to break 
down with respect to one class of subjects: patients who 
participate -<s subjects in therapeutic research with the expec­
tation of securing personal health benefits. Such subjects may 
seem more akin to patients receiving standard medical care 
(who aid not entitled to compensation on a nonfault basis) 
than to workers eligible for workers’ compensation. Further, 
such patient-subjects pose many of the administrative difficul­
ties 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 health 
conditions; and calculating the benefits owed to persons not 
currently in the work force. Fur these reasons, the Commission 
believes that the uncritical application of workers' ccmpensa- 
aon models to therapeutic research involving already sick 
patient-subjects is fraught with potential hazards. However, 
with respect to ncntherapeutic research (especially that involv­
ing healthly subjects), the Commission concludes that workers’ 
compensation, and F.E.CLA. in particular, offers a potential 
model for compensating injured research subjects.
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The OmmiMion s health policy consultant noted that “if 
participation in researcn experiments were deemed by law to 
be equivalent to ser/ice in the military, research subjects might

tort law system."" The preference of the President s Commis- 

............. from Dorothy C. Rasinski. MD.. J-O-. A”®0*"!* “’*5^

appeal* are taken. No appeal* to the courts are permitted.

The Commission believes a number of features of the VA

compensation plans for injured research subjects. In particular.

I-

£-
t

program is widely regarded as exemplifying the problems 
inhwront in compensating for vaccine related mjunes via the

in the structuring and experimental evaluation cf alternative 
compensation plans for injured research subjects. In particular, 

the “average nun" concept may

may not accurately reflect their true earnings capacity.

‘me vuiiiiiiiwivM v ----------- . . , .
participation in reaearch experiments were deemed by law  
? * _ .__  _ —.ilia — — . Meaarrth atiniPnlft TTllf

«• Exating Federal Program* a* Model* for ComptmaaUon of

^I-nent. US.

A»e^e«., US."Con^ Co^exsx™ rc. Vaco«. 

al Immumzation Work Groups (1977).

extended to new groups of beneficiaries.
Vaccine arid Immunixatfam Programs. Many of the issues 

involved in recent Congressional and Executive Branch efforts 
to formulate a national policy on compensation for mjunes in 
vaccine and immunization program, bear a dose relationship 
to questions arising in the context of research injune- TTie 
Commission notes that the approaches under consideration for 
vaccine injuries are closely analogous to those examined 

here."
The Commission agrees, for example, with the condusion 

of the Office of Technology Assessment that “the ■W1"® nu

r.: i ■■■■

mS-S Veteran. Administration: to Alsn J. W-isbrnti

(WW1-  . . 
1 ■

Haman Sub/ecU. tupra no‘s 4. at 33-34.

JU1ATTO bovsixs (1980J-. Reports and Recommendation* of the Nation-

^wenMtion” can be reduced if it can bo demonstrated that 

the individual was already disabled before entering service, in 
a way definable in the schedule for rating mjunes ana 
diseases. In that event only the “additional disability is 
compensable." research can be prevented from escalating 
uncontrollably administrative cost Claim decisions are subject 
to administrative review, but because of the

otharVA programs providing for the needs of the veteran), few 
appeals are taken. No appeals to the courts are permitted.

The Commission beiieves a number of features of the VA
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17 The Federal government s ill-fated 1976 effort to immunize the 
public against swine flu nearly ended before it began, when vaccine 
manufacturers refused tn transfer their vaccines from bulk to bottles 
for distribution, because the manufacturers were unable to secure 
insurance coverage against potential liability for vaccine-related 
injuries. Emergency legislation was rushed through Congress, provid­
ing that any claims arising from the swine flu program should be filed 
against the Federal government, while preserving the government's 
right to sue manufacturers for indemnification in the event of 
negligence in the production of the vaccines. Public Law 94-360. See R. 
E. Neustadt and Harvey V. Fineberg. The Swine Hu An'AM: Deosion- 
makinc on a Slippery Disease. U.S. Department of Health. Education 
and Welfare. Washington (1978). Under this legislation, the govern­
ment assumed the "duty to warn” potential vaccine recipients of any 
known adverse reactions to the vaccine, and undertook to defmd 
against any claims brought for vaccine injuries.

The results are well known. Although the feared swine flu 
epidemic never materialized, there quickly developed a mini-epidemic 
of claims against the Federal government, many related to the onset of 
Guillain-Barre Syndrome (CBS). As of August 12. 1981. some 4039 
claims for a total of over $2.89 billion in damages had been filed. Of 
these claims. 1523 had progressed to lawsuite, requiring extraordinary 
efforts on the part of lawyers at the Justice Department as well as 
imposing considerable expense on the government and burden on the 
Federal court system. Perhaps the major potential advantage of thia 
system to the Federal government, the possibility that 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 at the time) was put in question when then 
HEW Secretary Califano issued a statement accepting the govern­
ment's responsibility for CBS claims. See Compensation for Vaccine- 
Related Injuries supra note 15. at 13-17. While the legal effect of thia 
statement is open to question, the Justice Department subsequently 
took the position that it would not require proof of a theory of liability 
in cases in which GBS was established (although proof of liability is 
required in all other cases}. As a result, the government incurred both 
the substantial costs of courtroom litigation and liability for tne large 
damage awards associated with such litigation. It is difficult to 
imagine how an administrative mechanism for nonfault compensation 
could do worse.

?
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sion 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 strici liability), is based in part on the swine Cu 

experience.17

Evaluation of Governmentai Alternatives. The Commis­
sion 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 escala­
tion in costs of many Federal compensation programs has been 
the general rate of price inflation throughout the economy, and
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nonphysical injuries: injuries sustained in therapeutic reaeard; 
end injuries sustained in research not conducted or supports 1
by the Federal government Careful study of benefits and coat a 
should precede any decision to include these categories in a 

compensation program.
A third reason why the scope of compensation program 

has expanded and their costa have escalated is the tendenc 
partfculariy in the courts, to accord more liberal inierpretatior s 
to eligi’jility and benefit criteria. Therefore, the Commiaaion 
recommends that court review be precluded initially and doili r 
filings be set on a’varda as features of any program beirg 
tasted cut reexamination of these features ought to awa t 
several years experience with an actual program in place.

A fourth basis for esc dating costs is greater awareness by 
potential beneficiaries m the compensability of mjvjtes. To th s 
degree such awareness leads persons Io make claims who at r 
legitimately entitled to compensation, any “escalation" in cost i 
is a sign that the program is doing its job and reaching thi 
persons intended to receive benefits. However, greater aware • 
MM of the availability of compensation may also lead to

Features of Noniault Insurance Programs

the still higher inCation in medical costs. The Commission sees 
little in the desr.p of a compensation program for ^research

A second factor responsible for escalating co«U is the 
power of particular political constituencies to expand tie 
scope and benefit levels of compensation programs. To sone 
rUgro*. such expansions may serve legitimate pokey interests: 
often it is merely a matter of politics. One of the most sinking 
features of the research injury question is the near-absence of 
any active constituency group of reseerch subjects. the 
Commission s data on ths incidence of research mjunes is 
correct it is exceed'ugly unlikely that any large or powerful 
constituency groep representing injured research subjects will 

arise.
n** presrnce or absence of a powerful constituency group 

does not aff'ict the moral claim to compensation of those 
sobjects who are injured in research. The lack of such a group 
doo, 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 special attention, it. 

articulating its several alternative approaches toward compen 
aatton. to those aspects of a compensation program which 
might expand the scope and expense of a program beycn.1 
those uiitiaily contemplated. Perhaps most significant amonj 

are the questions whether a program should encompasr

deeree such awareness leads persons to make claims who 
. ...a 1.___________. ‘'Menalafinn’’ in Cl

is a sign 
persons i
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of specific suggestions concerning the terms of a compensation

tiallv excessive "induced costs" was
several wdr.es-.es who questions the wisdom of a compensa-I

President's Commission (January 8,1981) at 18G-95. 
’• See Appendices O. P. Q. ft T to this Report.

in covered research at that institution. Terms of 
coverage would be negotiated by the relevant mititubon and 
the insurance carrier, subject to minimum requirement*.. ftemi 
ums would be set according to normal underwriting standard*, 
reflecting the type of institution, the mix of
and any prior claims experience. Coverage “uld be mwi-eted 
either as a separate insurance product or. more likely, as part 
of the overall insurance package provided for the institution.

This is the approach successfully employed at the Univer­
sity of Washington (Seattle) for a number of years, originally in

determine what role insurance mechanism, could wefiiUy play 
in assuring medical care and financial redrew fo injured 
subjects. Several conclusions emerged from these discussions.

The insurers (and other interested parties) made a number

tion system. At halt three distinct model. {.. weUI « 

collec’ive insurance.
institutional Private Insurance Institutional private insur-

xn“ 

coverage would be negotiated by the relevant institution and 
the insurance carrier, subject to minimum requirement*. Premi 
urns would be set according to normal underwriting standard*.

program b.; tested first through a small experiment is based on 

ment that research institutions adopt such plan*.

Insurance Mechanisms as Models
Members of the Commission staff conducted extensive

. « ___ mF 4ha
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a significant concern of

eu 1119k k.*iv»w^.s ------------------r - .
that the potential for induced coats must be

instituting a comprehensive plan or promulgating a require-
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• Dtana McCann and [ohn R. Pattit. A Report on Adverts Effects 
Insurance for Human Subfects (1W0); see Appendix H to thia Report 
at 1.
■ Id at X The University of Washington has for Severn! years been a 
self-insurer. The total amount paid in claims to injured subjects in the 
nearly 10 years it has had a forma! compensation program averages 
Ui: than 5« per subject. This amount does not include the value of 
frsu medic*! e«<rvices provided to subjects.
* See note 18 supru

1
L
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quently. between 1973 and 1979. with the Aena Casualty and 
Surety Company.3* The insurance carriers in that instance 
wrote coverage through a special endorsement to the universi­
ty's comprehensive general liability insurance policy. Coverage 
was original;* provided following a survey of adverse effects 
aasochateii with research ».t the university during a one-year 
base period, at a premium cost of SOr per subject or $17,500. In 
subsequent years, the cost of insurance coverage was a fixed 
charge of $35,000. without regard to the number of subjects 
covered. The university’s human subjects officer and risk 
manager reported that the insurance program “relieved con- 
asms within the university for the economic protection of 
human subjects” and that "there hive been no complications 
in tee insurance program."n

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 resesrch institutions may 
have difficulty in securing coverage. As noted by representa­
tives of the private insurers, “the larger and more respected 
institutions will obtain coverage more easily,” while other 
institutions “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. This will be particularly 
troublesome with respect to research in smaller institutions 
engaged in high risk, even if potentially beneficial, research."11

institutional Self-Insurance. The second model is that of 
institutional self-insurance. Here the institution itself defines 
the terms of coverage and establishes an actuarially sound 
sinking or reserve fund to cover future claims. No private 
insura nce carrier is involved. As a result, the terms of coverage 
are potentially quite flexible, and many institutions find self- 
insurance less expensive and more satisfactory for their needs 
than insurance procured on private insurance markets. An 
increasing number of universities and hospitals have switched 
from commercial to self-insurance in recent years. For exam­
ple. 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.

k
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industry in providing appropriate
But the collective approach would permit greater

operating in the United States.
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coverage. But the couecnve -------- r-—-
spreadhvj of risks among institutions than would 
■elf-insurancc. and could be expected to result m lower 
..taini.Mb,. OO.U..CoU«Lv. to™. P~b <-*•£

compensation-type insurance arrangement, ine mrecwru. 
re^krch center reports that standard rates for research

move forward with a program even in 

by the private insurance I

- 1 for smaller research institutions which
fa« diffiiultie. in secunng coverage jj'

insurance market or in estabhshjng their own self-

HMeanA and Indemnification of
Quutcy Reeearch Center paeOk see Append-x I to this Report. 

" Id. at ;14-35.

’ • for clerical office employees, slightly lew

___  jfjy jin vs a2> ■ux.a'* •••»■ — --- -------
approximately equal to those for analytical chemists.

particularly for smaller research institution*.

not snread as widely as with cmnmercal
• Thus, in the event of an unusual string ot losses (or 

’ ; reserve fund may Ert

4.tateT luring; the ^yjf^state

instrumeniauuaa ur uuup.w...----------------------- ----state of Washington, a legislative chan?; was required before 

the state university could self-insure.

Th. w-patotox P-o?""..'“.7r"S

combines elements of self-insurana and private 
insurance® The research center has provided medica 1 care 
under a self-insurance approach for all research ^“panta 
unce 1975. In addition, th. research center provide, finanmal 
compensation in the event of in)ury through a 
~™™nutinn.tvoe insurance arrangement The director of
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There ire several drawbacks to institutional

claims, mks are i
insurance.----------------
even a Single catasuophic loss), the -------
endangered requiring claims to be paid out of general funds. 
Further, many states have laws limiting the ability of state 
instrume.'italities or nonprofit institutions to self-uuure. In th

especially important

private insurance market or 

insurance programs.
The Commission is noi sw-re of any
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nonfault basis, for

-Th. Public Health Serv.ce Grant. Policy Statement provide, (at p.

19) that:

In certain .ituationr however.
required because c." 7
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Federal government than any 
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Objectives of a Compensation Program
From what haa 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 p<vgram might also 
serve as a means of s-.-dal 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 previously been 
overlooked in decisions regarding the number or type of 
experiments to undertake. Specifically, it has been sugges'ed

may be charged as a direct cost if consistent with institutional 
policy. Such premiums may include those on hazard, malprac­
tice. and other liability insurance to cover grant-supported 
personnel and activities.

See aUo the provisions governing recovery of allowable insurance 
costs at 4S CFR Part 74. Subpart Q. Appendix E (hospitals): and OMB 
Circulars A-S7 (state and local governments): A-Zl (educational 
institutional: and A-122 (other nonprofit organizations).

• The idea of a compensation fund is in no sense original. It 
has. however, usually been suggested as a device for easing the 
plight of the .'ictim. I am not here suggesting it for that purpose 
(worthy though it might be), but radier as a way of introducing 
an additional control element over when a medical experiment 
is considered worthwhile.

Guido Calabresi. Reflection on Medical Experimentation in Human. 
in ExmtMxwnoN wrrn Human Suajscrs (ed. by Paul Freund). George 
Braziller. New York (1970) at 190. n. Z

[

f
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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 regulation*. 
The logic of the Commission’s reasoning would point toward 
regarding the costs of a compensation program as direct coats 
like other identifiable items (including appropriate remunera­
tion of subject* for their time and trouble in partieiparing}

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 compensa­
tion 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 dear.

i
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in excess of any benefitsof compensation—and probably far
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ly the Commission concluded that reoance in J
Xintrol over research is better placed on other means (such as 
prior review by an IRB) rather than on the compensation

system.
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ly sponsored activities."
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<e.g.. providing comprehensive comP^a^on 
other objectives (e.g.. promobon of the most 

• Clark C. Havighurst. Mechanisms for CompensoUng Persuns In-
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<

that a compensation program enuia discourage o«ny 
research2’ and encourage economically -amaent _ aHocaiion of 
research fvmds." To the extent that specific ninding decisions 
take account of the injuries associated with the •

incentive is provided to researchers to exeroise 

fa laudable as such objectives may be. the difficulties in

funds' is. at best an elusive idea!. Even were ——j
feasible they would involve an expenditure of Jime and 
reXve, far in excess of that needed to establish a tair syirtem

Within it* owi: sphere, any program for Prov‘du!«7?t~ai 
sabon ought to be lair and efficient. Thaii is. it should 
like casesalike. (b) involve fair payment for theJiarmwughMo 
be remedied, and (c) disburse payments with maximum 

efficiency and minimum administrative cost.

--------------- for the researdi enterprise or for 

'in’^oFffi^li^ty: a compensation

I

!■
f

- • ■ nd efficient. That is. it should (a) treat

to i. 
nth^-Mnse seen as "too risky" (because of the possible conse­
quences for its subjects) to go forward. ^dee^e 

compensation may make people more L
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cost-effective research). The ultimate choice of objectives will 
be for the policymakers who choose among [or modify) the 
options set forth below. As nored eariier. the Commission, in 
considenns compensation programs, has had in mind solely 
the objectives interna! to the compensation system (i.e.. tair 
and efficient provision of relief to the victims of research in a 
manner that can be administered easily and at a cost that 
impo-es 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:
(a) 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-poiet costs and lost wages) as a direct con­

sequence of research injury.
A recurrent source of confusion as to the intended scope of 

a compensation program results from the fact that medical care 
for subjects injured in research is often provided directly by 
the investigator or by the re irch institution, without enlarge 
to the subject and often with., any formalized accounting for 
the cost of the services renc-red. As a conceptual matter, 
"compensation" encompasses the provision of such care, 
whether or not the financial 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 a fee by care-givers entirely unrelated to the 
research or the research institution, or may otherwise be 
accompanied by a bill 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 financially important 
and must be considered in the design of the financing side of 
any compensation program. Experience gained through the 
operation of the comp-nsation experiment will provide valu­
able clues as to the most efficacious financing structure. In this 
regard however, the Commission recognizes the desirability of 
permitting flexibility as to how medical core Is 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
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Features of Nonfault Insurance Programs

requirement that necessary care be provided in appropriate 
circuxnstances. and that the injured subject not be financially 

burdened by tae cost of ihs care.
(2) Research covered. Coverage should be limited to 

biomedical research and specified behavioral research (i.e.. 
only such behavioral research as is affirmatively determined in 
cdvance to impose more than minimal risk of bodily injury to 
research subjects) which is reviewed and approved in accor­
dance with Federal regulations for the protection of human 

subjects.
(3) Nature of Injuries. Benefits should be provided on a 

nonfault basis to subjects sustaining nontrivial bodily injuries 
or death as a result of their participation iu covered research.

(4) Benefits. Benefits should include short-term, emergen­
cy medical care, longer-term medical care (including rehabilita­
tion) and related services, death benefits, and economic costs. 
(More limited benefits might be available to seriously 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 ot 
eliminated when injury results from the failure of the subject 
reasonably to conform to the provisions of the research (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-Federal 
research institutions should be recognized as allowable direct 
costs under Federal grants and contracts.

Variables to be Included in the Experimental Design
The Commission believes that those with final responsibil­

ity for designing and implementing the compensation experi­
ment should have freedom to establish the configuration of die 
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 
govemmen* is closest. That is. the greater the role of the 
Federal government in the design, funding, and conduct of the

1
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for licensing of new drugs, medical devices, pesticides, ettfj’ 

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 ot the costs of grants and 
contracts; the practice is not widespread, however.

The creation on an experimental bests of compensation 
programs for Federally funded research should encourage the 
sponsors of private research submitted to FDA and other 
regulatory agencies to establish paraUel nonfault compensa­
tion plans and to share their data with the agency overseeing 
the Federal experimental program. Indeed, some private spon­
sors 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 all 
sponsors of research that is privately funded but Federally 
regulated to provide ronfault compensation

Finally, it has been argued that since the ethical consider­
ations underlying compensation do not vary according to the 
source of the funds tc conduct the research, any compensation 
Pegram should apply to all institutional research, not just to 
Federally funded research." "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 net follow, 
mat the cost of any such compensation program should be 
fully borne by the Federal government."* Intra-institutional 
equity could be achieved by voluntary action of each institu­
tion or by a governmental 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.

" Public Health Service Grants Policy Statement at 19.
John R. Pettit. Chair. University Risk Management and Insurance 

Assomation (URMIA) Human Subjects committee, letter to Alan J.

research, and in
the greater the at,...
or to assure the e
assistance to subject.
might cover any or i.

intramuially by Fede:
Federal grants and cn.itracts: and (hi) research submitted to 
Federal agencies in fulf ilment of regulatory requirements (e.g..
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Type uf resxrch and IR3 review. Under well-established 
regulations, ciaiued for the Departmunt of Health and Human 
Services at 45 GFP. Part 45. al! Federally conducted or 
supported research with hnman subjects, must undergo prior 
review. For most of the studies that could produce claims for 
compensation, the procesc required includes prior review and 
aporov.“i by a properly cons ituteri Institutional Review Boa;-! 
[IKB] established by the bod .' conducting he research.

The requirement of proper institutional revi-w would 
exclude from coverage research which has nn» been fully 
scre^neu and which may pose special nsks of injury. Such a 
requirement may be necessary to safeguard the financt.?: 
integrity of the compensation fund and to encourage investiga­
tors to cooperate with the fRB process. (Investigators who 
improperly shori-circuu the review process may be liable to 
injured subjects in the courts under Ihe legal theory of 
negligence per se; in some situations, however, potential 
defendants may escape liability under the defenses nf sover­
eign orchantable immunity.)

Under recent revisions to the regulations on IRBs, certain 
research, in which risk is believed to be minimal or nonexis­
tent. need not midergo full review by the (RB. Some such 
research, primarily that involvng surveys, quest’cnnai~s, and 
educational tests or the study of existing pathological and 
diagnostic specimens, poses no risk of bodily injury and is 
formally ’■exempt" ftom IRB review. Such research might well 
be left outuide 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 peimitted by the new regulations to be reviewed and 
approved on an expedited basis. Biomedical research falling 
within this "expedited review” category may result in bodily 
injury to research subjects {e.g., a chipped tooth suffered by a 
subject who faints and falls following a “blood draw"). 
Therefore, bodily injuries resulting from biomedical research 
subject to expedited reriew probably should be included 
within tbe 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 all 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 character­
ized 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 sub­
jecting subjects to unusual or unexpected stress, or from other 
causes. Bodily injuries resulting from such research should be
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compensable, both as a matter of fairness and to avoid 
imposing administratively difficult requirements for line-draw­
ing between biomedical research and physically risky behav­
ioral research. The regulatory distinction between behavioral 
research eligible 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.

Thu probintn of therapeutic resecrch 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.“ 
The view tliat cil research, whether "therapeutic” or "non- 
therapeutic.” 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 Secre­
tary's Task Force that "the distinction between therapeutic and 
nontherapeutic research ... Is not 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 partici- 
pating in research.” Even setting aside the difficulties of

M A closely related question involves the applicability of a compensa­
tion plan for research injuries to injuries incurred in the development 
of vaccines and in immunization programs. Compensation for vaccine- 
related injuries has received extensive attention elsewhere, notably in 
reports issued by the Office of Technology Assessment See A Review 
or Selected F^debal Vaccine and Immunization Policies supra note 
IS and Compensation foe Vaccine-Related Injuries, supra note 15. 
While vaccine injuries share certain characteristics with research 
injuries in that they are often incurred in governmentally encouraged 
(or sometimes required) activities on behalf oi' the public good, 
vaccine injuries also possess distinctive characteristics. Insofar as 
vaccines, virtually by definition, offer some promise of preventive 
health benefits to the subjects on whom they are tested, vaccine trials 
would be classified as "therapeutic" and thus excluded from the scope 
of compensable injuries under Plans I and 01 as well as under Plan IL 
unless the injuries were caused by additional research procedures 
classified as “nonbeneficial.” It is recognized, however, that subjects 
in vaccine research are typically "normal volunteers." a status that 
might justify classifying the research as "nontherapeutic.” The Com­
mission concludes on balance that all vaccine-related injuries, both 
from the research and development phase and from routine adminis­
tration. would probably best be handled by a single compensation 
system specifically addressed to vaccine injuries.
■ Task Force Report, supra note 3. at VI-9.
” A distinction between "normal" and "sick” subjects is also some­
times advanced as a means of limiting the costs of a compensation 
program. This basis for excluding therapeutic research from coverage 
under a compensation system — that therapeutic research involves
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patieuts pertidpate in highly risky experiments precisely
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patients to enroll in research protocols or for their physician to 
ik«m tn malcA thpTTi eligible to have any adverse

—»

recruited to na.t/mropeutic research on matters unrelated

L fe*..

"trr-V~ aubfects—was not persuasive to the Commission. The proposed 
distinction would exclude from coverage those subjects for whom
“injuries” are most likely to occur and to be of greatest severity, and 
those cases in which separating causes (underlying illness vs. 
research interventions) will be most problematic. The Commission 
finds the distinction between sick and well subjecto to be unaupporta- 
hte as a basis for policy because it might entourage researchers to 
recruit their subjects from amongst sick patients. Sick patients are 
sometiines recruitad to noi.t/ieropeuric research on matters unrelated 
to their illness. The sick and dependent are already a vulnerable 
population, in need of comoassion and p-utection. If a sick person is 
injured in a research project in a way that would entitle a normal 
subject to compensation, under one of the alternative programs set 
forth here, then the sick sublet s claim to compensation rlands on the 
same ethical -rwmd as any other subject s. Special considerations 
about the meascr«»=t of the resulting injuries may. however, need to 
be taken into account For example, the death bench! for a marginal 
dacraase in life-expectancy of a terminally ili patieni-subiett partici­
pating in nontherapeutic research may be subject to a dcllur ceiling 
not applicable in the case of a reieareh-toduced death of a normal 

volunteer.

Ing innovative therapy) accords research injuries preferential 
treatment For reasons discussed more fully below, such a 
preference might not be ethically inappropriate. But tt would 

_____ :___an ^mnirical answer

J
i
!

generate a serious question in need of an empirical ajiswer: 
Would inclusion of therapeutic research within a programs 
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. ss 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

Features of Nonfauit Insurance Programs 133

t+ppgrating injuries that were caused by the research from 
that were not. measuring the extent of the injury is 

conceptually as well as practically 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 
cf administration which could not be justified in light of the 
relatively weaker moral claim for compensating patients who 
parriropati* in research with the hope of deriving persona, 

health benefits.
Furthermore, providing compensation to subjects of thera­

peutic research on any more favorable basis than that applica­
ble tn injuries resulting from ordinary medical practice (includ-
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** For example, in seme therapeutic research, fluid samples are taken 
more frequently or in greater volume than necessary for proper patient 
care, in order to gather additional data or to better document the 
research. Other times, an additions! procedure may be performed 
(e.g.. ■ soinal tap) to lesm more about the metabolic effects of a drug 
’jnder study If information derived from e/aniinahon of the spinal 
fluid, while usetvJ for a research objective is neither necessary for. 
nor related to. the care of the patient, then the tap would be a 
"nonbeneficiul" procedure.

and to advance knowledge. And the subjects are seldom in a 
position to insist on teceiving the experimental treatment 
outside a research protocol. For reasons of science, it ia usually 
appropriate (and sometimes required under Federal regula­
tions} to confine ths o.ocedure 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 enroll in the experiment is a choice d 
prendre ou d laisser.

Some patient-subjects may thus be made io contribute to 
the general welfare in a way they otherwise might not. Yet 
society is not necessarily under e strong obl gation to compen­
sate those who are njured. This is particularly true if the 
"contribution” required of patient-subjects does not in fact 
impose any additional burden on them. The Commission found 
no conclusive data jither »o support or to contradict a 
conclusion that, when viewed as a whole on a retrospective 
basis, therapeutic reseerch produces worse results than those 
experienced by comparable patients in standard (or innova­
tive) therapy in settings not formally designated as "research."

Patients enrolled in experiments, however, are sometimes 
exposed to adc ’ional procedures that are undertaken for 
reasons of the research design rather than strictly for the 
benefits they provide.1* As regards these "nonbeneficial" 
procedures, patient-subjects m 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 practicabililty of permitting recovery for a limited 
class of injuries associated with therapeutic research: those 
arising from research that employs certain procedures that are 
“nonbeueficiai" from the subjects' viewpoint.

All research projects coming within e coinpensarion 
program should undergo prior review. As part of this review, 
under existing regulations (see. e.g.. 45 CFR §4h.ll8(A)(6} 4 
(7)). the IRB or other responsible officials must assure that 
approved consent forms disclose whether compensation will 
be provided in the event if injury. Accordingly, an IRB will
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In this respect, the Commission departs from the recom­
mendation of tho 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 -conse- 
qience of the research."’* * (Emphasis in original.) The Task 
Force did not eiaboiate on what is meant by “direct.” and 
representatives of the insu-ance industry have expressed 
considerable skepticism as to the practicability of this distinc­
tion. 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 f*om research—even indirectly—may be regarded as 
part of the true social 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 provijions governing compenisa- 
bon 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.'**’ The question of whether compensation 
should be provided for psychological or “social" injury (how­
ever defined] has been a controversial one. and hap received 
careful consideration by the Commission.

Although the courts have increasingly recognized claims 
for emotional or psychological damages in defined circum­
stances (e.g., a mother’s claim of emotional anguish on seeing 
her child injured or killed in a motor vehicle accident even in
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• See HavighurtL supra note 27, at 80-40; m« generally, tupra notes 7 
8 in Chapter 2 infra.
“ American ins'irance Association. Statement Before the Pretident'i 
Commiuion. aer Appendix Q to this Report University Risk Manage­
ment and Insurance Asaocidt'.on. Pool Iron Paper Regarding a Compen 
latiun Pngrum for Advene Effects of Human Sub/ecls Research 
(1980). see Appendix R-l to this Report at IQ Letter from John 7. 
Sherman. Phi. (Vice-President Association of American Medical 

CoUeges) to Moms Abram (May 7. 1980) see Appendix T-13 to this 
Report at 8; foftn D. Arnold. Incidence of In/ury During Clinical 
Utarmocology Research and Indemnification cf In/urea Research 
Subtects at the Quincy Research Center, see Appendix 1 to this Report 
at '.9-27; Letter from Philippe V. Cardon. M.D. to Barbara Mishkin (ju)y 
X 1980). see Appendix T-2 to this Report
M Testimony of Dennis R. Connelly. James 0. Morrow and Johr. R. 
Pettit, transcript of 4th meeting of the President's Con-mir.sion 
(September IS. 1380) st 150-54.
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the ibaencs cf actual or threatfned physical injury to the 
sothar herself), many commeniaiors nave expressed concern 
nsenjurirg its degree, and computing appropriate monetary 
damages.41 .All of these concerns have been expressed in 
letters or presentatir.iu to the Cammission horn representa­
tives of the insurance industry, university risk managers, the 
Association of American Medical Colleges, researchers, and 
other independent experts.41

Similar objections have been raised regarding the provi­
sion of compensation for “social injuries." a term left unde­
fined by the Task Force which has resulted in considerable 
confusion and misunderstanding. The Commission under­
stands the term "social injury" to refer to injuries to reputation, 
personal relationships, or legal status resulting from the 
disclosure of identifiable personal inforrnahon gathered in the 
course of research. The Commieaion believes that the most 
serious problems likely to arise tn this <uea (e.g.. unauthorized 
disclosures of sensitive private information) er- better handled 
by a combination of careful prior review of th.t design of 
research projects posing such risks and. when necessary, 
pursuit of legal remedies thruugh the courts.

Nevertheless, as revealed in testimony before the Commis­
sion. the insurance industry appear? willing to provide cover­
age for "social and emotional injuries" having "some relation­
ship to en actual physical injury" and "directly related" to 
participation in research.** It may eventually prove possible, in 
addition, to provide compensation for objective1/ measurable 
damages, including lost wages and out-of-pocket costs, associ­
ated with verifiable manifestation- cf psychclogicai injuries. 
The Commission suggests that the feasibility of such coverage 
be among the variables tested in the compensation experiment

With respect to trivial bodily injuries, which constitute a 
large proportion of the adverse effects associated with partici-
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potion in research, ths Cam- 
mission believes that tbs 
sdzniais trative burdens and 
coats of including such injuries 
in a formal compensation 
scheme are likely to be unac­
ceptably high relative to the 
compensation paid out and to 
the need (measured by degree 
of injury) of the injured sub­
jects. Further, it appears that 
minor research injuries are be­
ing—and can continue to be— 
handled adequately by infor­
mal means, principally first aid 
and other medical care provid­
ed immediately by the research 
team and their institutional as­
sociates. A threshold level of 
bodily injury thus appears to 
be an acceptable prerequisite 
for coverage under the compen­
sation 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 inb-ry to their dignity and autonomy, 
even in the absence of bodily harm from participating in 
research. The question is whether a compensation systen for 
research injuries should serve as a supplemental policing 
mechanism, in addition to the IRB and the possibility of Itgal 
action, to assure fully informed consent The dangers of »ten 
an approach include the possibility of a heavy burden of ciii^s 
and administrative paperwork, significant potential for ucmeri­
torious 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 compensa­
tion program is probably not an appropriate mechanism for 
redress in cases of failure by the mvestigator or the research 
institution to comply with existing laws and regu’ations 
requiring informed consent as a prerequisite to participation in 
research.

Causation. BeU-rmining the cause of injuries experienced 
by research subjects will be difficult at best, especially in the 
context of iherapevtic research or research (whether therapeu­
tic or nontherapeutic) involving ueriously ill patients. Eveu 
where theoretically satisfactory criteria for delineating causa­
tion can be ettablished. the application of these criteria to 
actual cases by a large-scale, bureaucratic claims-resoludon 
process can be deeply problematic. For example, compensa­
tion systems for occupational diseases have been leas than
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medical history. Similarly, subtecta may Jail to heed an 
investigator's directions with respect to diet, ingestion of 
alcohol or drugs, or other limitations on behavior during the 
course cf research. Such failures mav be either deliberate or 
inadvertent, and in many caaes are i.fcely 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.

Time for Making a Claim. The problem of latent effects— 
adverse effects which are not mamiested as injuries for a 
substantial period cf years following exposure to the causative 
agent—will pose enormous difficulties ;n 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 utilued by the 
insurance industry, the insurers will almost certainly insist on 
a so-called "outside limitation’' on their penod 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 compen­
sation (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 receiving 
compensation. Nevertheless, they will not receive it."*

The resistance to providing relief for latent effects is not 
universal. In particular, several Federal workers’ compensation 
programs impose no outside limitation period, end 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.4’

• Connolly. Morrow, and Pettit tupro note 44.
v Section 8122 of F.E.C-A. provides, in pertinent part, that:

(a) An original claim for compensation for disability or death 
must be filed within 3 years after the injury or death....
(b) In a case of latent disability, the time for filing claim does 
not begin to run until the [subject] has a compensable disability 
and is aware, or by the exercise of reasonable diligence should 
have been aware, of the causal relationsijp of the compensable 
disability to his (participation in covered research|. In such a 
case, the time for giving notice of injury begins to run when the 
[subject] is aware, or by the exercise of reasonable diligence
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n(M(a): The Secretary of Labor may direct a permanently 
disabled IndlvLLeal whoee -Usability is compensable under this 
subchapter to undergo vocational rehabilitation. The Secretary 
ahali provide for furnishing the vocational rehabilitation ser-
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The Commisaton heard testimony that a'aort-term njedicai 
care is routinely prnvidad by investigators or research institu­
tions in the event of injury to research sub’ects. usually 
withovt charge to the subject. Yet, 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, examina­
tion of consent forms gathered from a number cf research 
institutions 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 seme related services, is provided in the event of research- 
related injuries although nut announced to subjects in advance.

The situation with respect to longer-term medical care end 
related social 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 is to exist should assure the 
provision of necessary medical care and closely allied ser­
vices. both short- 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? This is a question more of 
bookkeeping and institutional efficiency rather than one of 
ethics. It serves as a reminder, however, that the experiment is 
intended to provide information of practical as well as ethical 
import)

Those planning the compenaation experiment must also 
determine the extent to which death benefits should be

r

provided to a subject's survivors. How, if at all. should such 
benefits be limited in cases of a preexisting condition—particu­
larly a terminal illness? Death benefits might be provided
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related approach is embodied in the Federal Employees’ 
Compensation Act, which provides benefits to disabled volun­
teers 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,'0 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 approach, it carries an ethical 
appeal as well.

This approach is not without its drawbacks however, 
particularly with respect to incentives that might be created in 
the recruitment of research subjects. A fixed scale of disability 
payments might tend to discourage potential subjects with 
higher current or potential eamh^s while inducing participa­
tion by the poor. If this effect is substantial, it would violate the 
ethical norms of a jusi 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. One 
possible remedy, endorsed by the insurers, the medical col­
leges, 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 
wage 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 »hat they include no provi­
sion for adjusting benefit levels in response to inflation. As a 
result, periodic payments which were adequate at the time of 
award become, over the years, completely inadequate to meet 
the needs of the disabled party. This problem could be avoided 
if provision is made to index benefit levels to changes in the 
cost of living.

Limitations on Benefits

Paia 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 constitute, in effect, a way for jurors to

“ Currently $15,922 - $23.5Sa.
" Currently $9,381.
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"punish the wrongdoer" and to provide funds for the injured 

party to pay legal fees.
In nonfault systems, the tacit element of "punishing the 

wrongdoer" is reduced or eliminated, several 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 die 
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 o. t-mimally ill patients, however, a compensation 
system limited to lost wages and out-of-pocket costs—that is. 
one which docs not cover pain and suffering—may amount to 
an empty promise. Patients in such research may offer tree 
altruistic service to the society and may suffer grievously from 
the toxic and painful effects of powerful drugs. The Swedish 
compensation programs provide r. 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 com­
pensation systems. Were such egregious conduct to occur in a 
research context and result in injury, it is likely that the injured 
subject could pursue a legal 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 nonfamt 
compensation systems has often been accompanied by hopeful 
rhetoric about reducing or limiting the role cf lawyers, xhis 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 especially prized rights. Such laws remain the 
exception rather than the rule, however, and few compensation 
systems new provide for the payment of attorneys fees to a 
prevailing claimant. The Commission recommends that fees .or 
attorneys and expert witnesses be excluded from coverage.

Ceiling on Benefit*. In addition to limitations on compen­
sation built into the definitions of injury and of specific 
indemnitiec. the Commission believes that overall ceilings on 
monetary benefits should be imposed to control costs and 

the fiscal integrity of the compensation program(s)



I

»

i

I

I

1
!

?

i
I

I
■
I
i

I
i

i

143 Compensating for Research Injuries: Chapter 7

during the course of the compensation experiment For excm- 
ple. overall limitations of $100,003 and $10,000 per subject 
might be tried. Were a compensation program eventually to be 
adopted, s Federal backup program to provide compensation in 
excess of this ceiling for claims that arise in Federally 
supported research might be advisable.

Offset for Recoveries from Collateral Sources. While one 
important justification for the enactment of a nonfault compen­
sation program for research injuries is the inadequacy of 
existing remedies for injured subjects, the Commission recog­
nizes that many injured subjects are eligible for certain 
benefits from a variety of sources external to the compensation 
plan itself.

The traditional 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 penaliz­
ing people for their foresight in securing health and life 
insurance. Further, this approach is consistent with the theoret­
ical argtunent that to the extent research (or any other activity) 
results in injuries, the cos*s of those injuries are part of the 
underlying social 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 compen­
sation system from an economic standpoint, and similar 
rationales have sometimes been discussed by courts in cases 
involving drug or vaccine injuries.1* 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 signifi- 
canuy reduce the budgetary costs of a compensation program, 
and is strongly urged by the insurers, the medical colleges, and 
some, but not all. participants in the university risk managers 
study. Under this approach, the compensation system would be 
“secondary" to other sources.

The basic justification of a compensation system for 
research injuries is 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 already 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

■ See Calabresi. supra note 26; Havighurst, supra note 27; Zeckhauser. 
supra note 28.
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Sets undertaken, it does not regard it as necessary to attempt to 
quantity ail costs to society of the “research enterprise." In 
particular, the Commission is concerned that the costs of a 
compensation prcgram not be permitted to escalate in a 
fashion that wouid endanger the integrity and continued 
existence of the program itself, much less endanger biomedical 
and behavioral research. Accordingly, the Comn'issicn sug­
gests that benefits under the experimental program be "secon­
dary” to other sources of benefits, so aa to allow limited funds 
to be used where they are most needed.**

Relation to Altaraative Legal Remedies. As previously 
not'd, much of the impetus for a non fault compensation system 
for research injuries derives from the inadequacies of existing 
legal remedies in providing fair and expeditious relief for such 
injuries. Nonetheless, in some ceses. an injured subject may 
perceive the possibility of a large recovery through the tort 
system, as well as a smaller (and more certain) recovery 
through the nonfauit compensation program. The question is 
whether a subject should be permitted to pursue both remed­
ies. either simultaneously or sequentially.

Most workers' ccmpensation systems were designed to be 
exclusive remedies, doing away with preexisting legal remed- 
ies against the employer and fellow-employees. Over the years, 
as workers’ compensation awards have (by statute) remained, 
low while tort swards have increased dramatically, the courts 
have allowed that original exclusivity to be eroded. In the 
present legal environment, there is room for substantial doubt

a The Commission suggests that those conducting the compensation 
experiment not employ compensation programs that would specifical­
ly provide for subrogation of the compensation fund to any claim an 
injured subject may have against any person, other than the investiga­
tors or the research sponsor, nor provide for a retroactive adjustment 
in the amount of compensation after recovery from such a third party. 
It would seem proper to protect the funds available compensation 
payments if the subject s injury has been caused by a third party » 
wrongdoings: moreover, cnce a tort claim against a laird party has 
been adjudicated in a subject s favor, the subject would be receiving 
“double recovery." once from the fund and again from the tort action 
The experience with subrogation rights under other governmental 
compensation schemes, however, is that they are seldom invoked: the 
United States Attorneys to whom they are assigned do not make them 
matters of high prionty because the amounts involved rarely justify 
the costs and other burdens of prosecuting the ciaims. Under Plan t. 
the F.E.C.A. provisions (§8131 on subrogation and §8132 on adjust­
ment after recovery from a third party) could be applied: a choice will 
have to be made under Plans II and III whether to provide for 
subrogation and other aspects of potential excessive compensation 
(see. for example. §8129 of F.E.C.A.. which authorizes regulations to 
recover over-payments) or to allow experience with these issues io 
accumulate during the experimental period in order to determine if the 
cost savings justify the administrative burdens.

I
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that a ccmpensabon program for research injuries that purport- 
od to provide an exclusive remedy for such injuries would be 
acceptable to the courts, particularly if the program impose* * 
i»gnifw-jnt iimitaJcaa vB the size and nature cf potential 
reccvenes and requires binding arbitration of disputes. It is 
■l«« doubtful soaai policy to deny a subject severely injured 
■a a result of negligent conduct his nght 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 prograc 
plus the chance of a large recovery in the court*. These are 
questions that deserve consideration in designing the “vari­
ables" 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 < n injured subject to make a binding election within a 
reasonable time following injury as to which avenue to pursue. 
A subject would thereby waive any legal right* to alternate 
routes of recovery. This is essentially the system now in effect 
at the University of Washington, and it appears to be 
acceptable in principle to the insurers.

Besohrti-Tn of Disputes. Any system involving the accep­
tance and rejection of claims and the determination of benefit 

levels is likely to result in occasional disputes. To the extent a 
r^mpenaatinn system for research injuries involve* 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 recommendeu 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 compen­
sation should be given."**

One vehicle for the resolution of disputes in this context is 
arbitration. Arbitration is frequently employed in insurer* 
contexts, and its use as part of a research-injury compensation 
program appears acceptable to the insurers, as well as to oiher 
commentators.** 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.**
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Aasuxmng that compensation 
ithcuid be provided to subjects injured in research, wbn should

compensation to subject* injured in research is founded on 
service rendered lu society in genera), includlrs futere genera­
tion*. the society at large, acting through the Federal govern­
ment, would appear to be the cppropriaie source of finding for 

a conpensation program.

With respect to research conducted by the government— 
4^. . intramural research at the National Insiitute* of Health- 
direct government funding of a compensation program is 
relatively straightforward. With respect to other classes of 
research, however, additional factor* may be relevant

One possible function of a compensation program is to 
provide incentives to researchere and research institutions to 
conduct research safely. To the degree that these coats of 
compensation are shared by resecrchers and reeearch institu­
tions. incentives are creaied to eabence the safety of their 
research and to consider carefully the advisabiltity 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 Commiscioc believes, however, that adequate incen­

tives for the careful conduct of • esearch are provided by 
existing scientific norms and the consciences ot those who 
place their fellow human beings at nsk in experiments; these 
internal standards are buttressed by requirements for prior 1RB 
approval and by the possibility of tort action in the even* of 
negligence resulting in injury. The Commission is doubtful that 
imposirg the financial and administrative burdens of cost­
sharing on research institutions would produce added safety 
for subjects. Again this is a matter tliat might be tested, 
alternatively it might be decided £3 <» matter of policy that the 
eectc of a nonfault compensation system should be borne 
exclusively by sponsor* of the research—and. during the 
proposed social policy experiment these cost- ought probably

qiwttiixi* of l«w and fact and
(7) not subject to review by anotls-r official oi the Untied Stoles 
ar ay r court by mandninu* or otherwise.

Fiaaocing stetrsnssma-

pay the costa? Insofar aa the ethical basis for providing
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In this Report the Conunission seeks the answer for the 
following question: Are subjects who deserve compensation 
for research injuries not receiving itr 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 sHidy.

It is apparent that the hypothesis that the Commission set 
out to test actually encompasses issues of both an empirical 
and a philosophical nature. Specifically, the onginai question 
reflects several underlying question-; (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 quesdon 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 investigat- 
ing 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 
injuries 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 Congre'^ in December 1981, the Commis­
sion recommended that investigators conducting Federally 
funded research routinely submit data on the number of 
subjects mvolved 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.

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 for the 
time and trouble of participating in research is termed “remurera- 
don.”
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There are. however, reasons io doubt that this approach 
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will pro vids sufficient data- in the absence of a

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 an­
swered: first, what are the administrative costs of the pro­
grams. including the coats 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 cf 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?1

Clearly, an experimental trial of one or more compensa­
tion 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 ore 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 
Services (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 experi­
ment be undertaken, because in the absence of such an 
investigation of the need for. and feasibility of. compensation 
programs, it believes that policymakers will he in no better 
position to answer the questions addressed by this Report in 

five years than they are today.

» The 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 employ* subject* not affected by the disease being 
studied]. Hie Commi»ion uses the term to mean research to evaluate 
practices or procedure* that are intended to provide, or that have 
•ome reasonable possioillty of providing, therapeutic, diagnosric or 
preventive health benefits to subjects. Such research therefore in­
volve* two parts: (1) the practice or procedure that is being evaluated 
and (2) any nonbenefidal research procedure that is unnecessary for a 
subject's own welfare and is performed solely a* an aid to the 

research process.
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The first part of thia Report expiorea the origin and context 
of the issue of compensating for research injuries. The first 
chapter introduces such social and cultural factors aa 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 II. During this period, proposals for injured 
subjects’ compensation were made in many contexts but
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The suggestion of compensation for research injuries has 
been a mainstay of ethical and public-policy discussions of 
research with human subjects for many years. The tune has 
come to determine the wisdom of those suggestions. The failure 
to resolve the issue not only exposes subject of research to a 
peeeihle.wrong, i* exposes the entire reseanJi enterprise to the 
public recriminations that could follow from one or a series of 
serious, uncompensated injuries to subjects. Toe importance of 
biomedical and behavioral research for this country is mani- 
fested in the many billions of dollars that such research 
receives each year in on attempt to conouer 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 
though 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 Secre­
tary 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 (/.«., 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 cuited to achieve the desired results.
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The committee recommends that health care reform efforts include 
considerations of medical care for research-related injury.

Our current health care reimbursement system does not include cover­

age for medical care resulting from injuries sustained during research. This 

could be accomplished through a system of universal access with adequate 

coverage.

The committee recommends that current and future initiatives to­
ward general tort reform include attention to issues of research- 
related injury, including issues of proof of causation.

The question of whether there should be a special compensation scheme 

lor injuries sustained by children as a result of a parent's participation in a 

clinical study is similar to that raised in the context of research subjects in 

general. The committee does not recommend adoption—at this time—of a 

special compensation scheme limited to coverage of children injured prena- 

lally or preconceptually. Any new compensation scheme focusing only on 

such injuries poses especially difficult problems with regard to establishing 

causation and averting large numbers of questionable recoveries. Appendix 

I) discusses several existing compensation schemes dealing with children 

and illustrates these and other difficulties.

The committee recommends that NIH thoroughly review the area of 
compensation for research injury in general and that consideration 
of implementation of any compensation scheme include attention to 
prenatal and preconceptual injuries to children resulting from a 
parent’s participation in a clinical study.

The committee recognizes that, regardless of their basis or justification, 

fears about liability are real. On balance, however, the committee concludes 

that liability concerns should not represent an impediment to implementa­

tion of public policies that favor the broader inclusion of women in clinical 

studies.

A ith regard to the latter, the new federal policies calling for inclusion of 

somen in clinical studies will help establish new standards that will be 

tvlevant to legal actions.

Many of the concerns voiced about liability in the context of research 

including women are the same as those with regard to the tort system in 

■cneral. For example, expert scientific testimony is necessary to establish 

that a particular drug caused an injury. There are inherent difficulties in 

assuring the unbiased nature of such testimony in what are often highly 

technical cases.
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Compensation Systems
for Research Injuries

This appendix provides information about compensation systems for 

research injuries, including: (1) an account of existing compensation sys­

tems; (2) the history of past efforts to enact a national system; (3) the issues 

to be considered when setting up such a system; and (4) lessons to be 

learned from the experiences of existing compensation systems in the area 

of medical malpractice.

EXISTING COMPENSATION SYSTEMS

There is no comprehensive compensation program to cover injuries re­

sulting from privately and publicly funded research. Current federal policy, 

which applies to federally funded research with "more than minimal risk" to 

participants, requires that institutions that maintain a compensation system 

must inform participants of its existence as part of the informed consent 

process (45 C.F.R. 46.1 16(a)(6)).

Some institutions have set up their own compensation systems, but 

many others lack formal policies on compensation but provide acute care 

for research injuries as a matter of practice. No agency within DHHS, in­

cluding NIH, currently has a formal compensation policy for injuries result­

ing from extramural or intramural research. For intramural research, acute 

care for injuries is routinely .provided.

Beyond acute care, however, an injured research participant’s only re­

course is legal action under the Federal Tort Claims Act (FTCA) (F.W.
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EFFORTS TO DEVELOP A NATIONAL SYSTEM

s

There has been an ongoing debate since the 1970s about the merits of 

establishing a compensation system for all participants injured in research 

(Mariner. 1994). The Public Health Service (PHS) has examined the issue 

of establishing a compensation system for research injuries over a number 

of years. In the 1970s, N1H submitted three proposals to the secretary of the 

Department of Health, Education, and Welfare (HEW)2 that would have 

authorized the federal government to indemnify participants in research 

sponsored in whole or in part by federal funds for any medical and other 

expenses resulting from research injuries. None of the proposals was ac­
cepted.’ In 1973 an ad hoc panel of the assistant secretary for health (HEW), 

reviewing the Tuskegee Syphilis Study, recommended a no-fault compensa­

tion system (Mariner, 1994). Although no such system was established. 

HEW reached settlement agreements with all survivors and with some heirs 

of participants in the Tuskegee study.

In 1975 HEW created a task force to look at compensation for research 

injuries resulting from federally funded, conducted, and regulated research 

The task force recommended that human subjects who suffer physical, psy­

chological. or social injury in the course of research supported by PHS 

should be compensated if the injury was caused by the research and “the

Dommel. Office for Protection from Research Risks, personal communica­

tion. July 1993). For extramural research, the institutions conducting the 

research may formulate their own policies regarding compensation, includ­

ing the option to offer none at all. Most provide acute care for research 

injuries, but the Office of Protection from Research Risks at NIH knows of 

no institutions that offer long-term care (F.W. Dommel. Office for Protec­

tion from Research Risks, personal communication, July 1993).

Despite the lack of federal guidance tn this area, some institutions and 

pharmaceutical manufacturers have set up compensation systems for re­

search injuries. For example, the University of Washington, the public insti­

tution receiving the largest amount of federal biomedical research dollars, 

has had a liability insurance program that would extend to research injuries 

in place since 1976.' But the University of Washington’s program appears 

to be unique. Most research institutions require participants, as part of the 

informed consent process, to attest to private insurance coverage of medical 

costs resulting from research injuries (Kolberg, 1993).

Pharmaceutical manufacturers typically have in-house compensation schemes 

that pay for medical expenses of injuries directly resulting from drug trials. 

Pharmaceutical companies also carry liability insurance that would prob' 

ably reimburse them for loss if a participant brings a successful tort action 

against them.
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injury on balance exceeds that reasonably associated with such illness from 

w'hich the subject may be suffering, as well as with treatment usually asso­

ciated with such illness at the time the subject began participation in re­

search" (HEW. 1977:11-2).

The task force recommended that participants in intramural research be 

covered by expanding the Federal Employee’s Compensation Act (FECA)4 

to include research participants. For extramural research directly supported 

by PHS. the task force proposed that institutions be required to offer assur­

ance of compensation to each participant, with the compensation to be no 

less than that provided under FECA. If upon further inquiry the secretary 

found that it would not be possible for institutions to assure compensation 

for injured research participants, the task force suggested that FECA be 

expanded to cover compensation for these participants as well. For research 

that was regulated but not financially supported by PHS. the task force 

recommended that the FDA consider legislation that would enable them to 

require that compensation be made available to injured research participants 

(HEW, 1977). Drafts of legislation to amend FECA to include participants 

m research were sent to HEW Secretary Joseph Califano. and proposed 

regulations to implement the task force’s recommendations were also pre­

pared. The same week in August 1979 that Califano was scheduled to sign 

the proposed rules and forward legislation to the Congress, he was fired by 

President Carter (Kolberg, 1993). The issue was not picked up by his suc­

cessor.
After the task force released its report in 1977. the National Commis­

sion for the Protection of Human Subjects of Biomedical and Behavioral 

Research endorsed the recommendations but. without further study, recom­

mended only that subjects be told in the informed consent process whether 

or not compensation was available (Mariner, 1994).5

The secretary of HEW then asked the department’s Ethics Advisory 

Board to look into the recommendations, but the board was dissolved before 

it could complete the task. Before its termination, the board requested that 

the President’s Commission for the Study of Ethical Problems in Medicine 

and Biomedical and Behavioral Research continue to consider the issue of 

compensation. The commission concluded in 1982 that compensation for 

research injuries was ethically desirable, and suggested that HEW (by now, 

DHHS) conduct a trial of different forms of compensation systems. Several 

institutions were to receive federal money over a period of 3-5 years to 

cover the costs of providing some form of no-fault compensation to injured 

research subjects (President’s Commission for the Study of Ethical Prob­

lems in Medicine and Biomedical and Behavioral Research, 1982). Although 

DHHS considered such experiments, it concluded that they were not fea­

sible and decided not to initiate the trials (C. McCarthy, former director of 

OPRR. personal communication, July 1993).
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ISSUES IN DEVELOPING
A NATIONAL COMPENSATION SYSTEM

Professor Marnier, in her paper published in Volume 2 of this report, 

discusses a variety of compensation systems for research injuries and their 

advantages and disadvantages. Advantages of a federal compensation pro­

gram include the ability of injured parties to get benefits more easily, be­

cause they are not required to go into court and prove fault; usually, they 

need only show plausible evidence that their injuries were research-related. 

Other advantages include a higher percentage of injured participants and 

offspring receiving compensation, as well as a higher percentage of each 

compensation award going directly to the injured party.

In addition, the costs to administer the system are far less than those of 

litigation. These costs may be spread over all who benefit from the research

Recently there have been more efforts to investigate the possibility of 

compensation for injured research participants. In January 1993, the Re­

combinant DNA Advisory Committee (RAC) sent a letter to NIH Director 

Bernadine Healy, asking her to form a panel to look at covering medical 

costs of research-related, nonnegligent injuries. Thfe letter stated that it was 

"unfair to expect individuals, their families, or their insurers to absorb un­

predictable and potentially substantial medical costs arising out of these 

individuals' participation as research subjects" (Walters, 1993a). In a subse­

quent letter, the RAC appealed to Dr. Healy to ask the health care reform 

task force to address the issue of providing health care coverage for persons 

who are injured as a result of participating in clinical research (Walters, 

1993b).

The effort to investigate compensation for research injuries is not lim­

ited to the United States. Although countries with national health care sys­

tems generally do not face the same pressures to create a separate compen­

sation system for research injuries (President’s Commission, 1982), nevertheless 

two major international health organizations developed compensation rec­

ommendations. The same year the commission released its report, the World 

Health Organization (WHO) and the Council for International Organiza­

tions of Medical Sciences (C10MS) issued their guidelines for human sub­

jects research, which declared that volunteer subjects are entitled to full 

compensation for temporary or permanent disability or death.

These guidelines also recommended that pharmaceutical manufacturers 

assume responsibility for injuries resulting from research they sponsor. A 

recently revised version of these guidelines (1993) states that every subject 

is entitled to equitable compensation, except for expected adverse reactions 

from investigational interventions to diagnose or prevent disease (Mariner, 

1994).
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rev-enterprise, particularly if the program is funded through general tax 

enues (Mariner, 1994).

Disadvantages to a compensation system include the difficulty that some 

claimants may have showing the causa) relationship between their injuries 

and the research. This would be particularly relevant in the case of off­

spring injuries, where causation is often nearly impossible to prove. In 

addition, the existence of a compensation system may result in more people 

making claims under the system than would have otherwise pursued recov­

ery through the courts. This may indicate a real need for the program; but it 

may also result in an unjustifiable rise in program costs, because people can 

misjudge the cause of their injuries (Mariner. 1994).

The issues to be considered in developing a compensation system are 

numerous and complex. One crucial issue that must be resolved is determin­

ing who and w/twr gets compensated (Mariner. 1994). For example, should 

the compensation system be available to all research participants, or only 

those participating in research for which they receive no health benefits? 

The issues are arguably more complex if offspring injured by a parent’s 

participation in a clinical trial are to be included in the system. For ex­

ample, if the parent consented to research after being adequately informed, 

is an offspring injury still eligible for compensation? Would the system 

cover injuries to offspring in protocols where the parent agreed to use con­

traception, and subsequently used inadequate contraception or none at all?

Once it is determined who is to be compensated, the next question is: 

whai injuries will be eligible for compensation'’ The resolution of this issue 

is particularly important for offspring injuries, because their injuries are 

often discovered many years after the research protocol is complete. The 

section below discusses three specific examples of compensation systems 

set up to alleviate medical malpractice concerns, and it demonstrates the 

relative advantages and disadvantages between setting up a system with a 

broad base of compensable events and restricting the system to specific­

types of injuries.

Another important feature of any compensation system is the extent of 

the benefits available to eligible participants. The current ton system pro­

vides the most generous compensation available, with benefits ranging from 

recompense for physical injuries and lost wages to pain and suffering and. 

occasionally, punitive damages (Abraham, 1988). But since a compensation 

system offers some benefit to the participant in the rapid recovery of dam­

ages with administratively easy procedures, the participant is in turn asked 

to forego full recovery. The resolution of the question of benefits requires a 

compromise between the desire to be fair to the participant and the need to 

create a system that will remain fiscally solvent over time. Any compensa­

tion system necessarily limits recovery relative to what a plaintiff could 

gain pursuing a claim through the tort system, which creates some question
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EXAMPLES OF COMPENSATION SYSTEMS 
IN THE AREA OF MEDICAL MALPRACTICE

The debate about tort reform in the area of medical malpractice has 

been an active one for more than a decade. Given the similarity in legal 

issues between medical malpractice and liability for research injuries, ex­

amples of medical malpractice reform efforts may be particularly instruc­

tive to any consideration of a compensation system for research injuries. 

I bis section discusses the advantages and disadvantages of three examples:

of horizontal justice: persons suffering injury from other causes can recover 

full tort damages, whereas those injured through research are entitled to 

limited recovery (Abraham. 1988). This concern would be alleviated, how­

ever, by allowing injured research participants to elect the system in which 

to pursue recovery. In addition, a decision must be made about whether the 

system will be applied retroactively or only to prospective participants (Mariner, 

1994).

A related issue to the scope of benefits is the payment mechanism. 

Built into any compensation system is a structure for paying out benefits. 

Under a third-party insurance scheme, groups and individuals involved in 

the conduct of research would be required to obtain private insurance to 

cover research injuries It a system requires first-party insurance, the par­

ticipant is required to purchase insurance before entering a clinical study. 

Under a social insurance system, the government would insure or reinsure 

individuals or groups conducting research against the costs of research inju­

ries. Finally, patient compensation funds could serve as the available pool 

of money for compensating research injuries, for which contributions may 

be exacted from the various groups involved in the conduct of research 

(Abraham. 1988).

How the system would be administered is also a critical consideration. 

To some extent it will be governed by the payment mechanism selected. For 

example, a third- or first-party insurance-based system will likely be admin­

istered by an insurance company. If the system is government-sponsored, an 

agency will need to be set up to handle the claims. Within issues of admin­

istration are concerns about the participants' right to appeal any decisions 

not to compensate (Mariner. 1994).

Although in theory the creation of a compensation system for research 

injuries appears to be a worthwhile endeavor, it is by no means an uncom­

plicated solution. As demonstrated above, the complexities involved in set­

ting up a compensation system are numerous, and decisions made in struc­

turing the system have direct implications for how fairly the compensation 

system will meet the burden of research injuries.
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ment for medical, rehabilitative, and residential expenses not recoverable 

from any governmental program or private insurance. The infant also re­

ceives reasonable expenses of filing a claim and a scheduled amount for

been paid under the Virginia Act.

and hospitals, with possible surcharges against insurers should that become 

necessary. Currently every physician in the state is assessed $250 annually.6 
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loss of earnings between ages 18 and 65. Eligibility for compensation also 

epends on whether a child was delivered by a “participating physician" or 

m a "participating hospital." Damages are not recoverable for pain and 

suffering. In circumstances where the act applies, the remedies it provides

One distinguishing element to Virginia’s system is its very limited ap­

plicability. Even after an amendment that broadened the act’s original defi­

nition of "birth-related neurological injury,” it remains very limited in scope. 

In addition, the act requires that the disability must cause the infant to be 

"permanently in need of assistance in all activities of daily living." As a 

result of the narrow scope of coverage, by mid-1993 only four claims

The Virginia scheme is financed through annually assessing physicians

Participating physicians" pay $5,000 and “participating hospitals” pay ac­

cording to the number of live births in their facility during the previous

° o, in vnginia ano rionoa enacted nar­
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about------’..........................
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year.
Florida’s no-fault <

Virginia law Its definition of “injury" is different, however, and far more 

claims have been paid under Florida’s act, even though it has been in opera­

tion for less time This may well be not only because of the somewhat less 

restrictive definition but also because Florida provides for a lump-sum pay­

ment of as much as $100,000. All hospitals are required participants under
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the birth injury compensation systems in Virginia and Florida, and the Na-

participating hospital.” Damages are not recoverable for pain and

exclusive, supplanting the tort system.

Virginia and Florida

During the late 1980s. legislatures in Virginia and Florida enacted

particularly high damage awards in cases where infants sustained 

, disabling neurological injury during the delivery process

Under the Virginia Birth-Related Neurological Injury Compensation Act 

(Va. Code §§ 38.2-5000 et seq. [1990 Real. Vol.]), an infant sustaining 

birth-related neurological injury,” as defined in the act, is entitled to pay-

restrictive definition but also because Florida provides for a lump-sum pay-

the Florida act
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NOTES

National Childhood Vaccine Injury Act

The National Childhood Vaccine Injury Act (42 U.S.C.A. § 300aa-l to 

-33 (1989]) was enacted by Congress to provide payments to children suf­

fering harm through vaccine-related accidents on a “no-fault” basis. The 

ostensible purpose was to assure that vaccine production would continue. 

Before passage of the act, the costs of liability for vaccine-related injuries 

were grossly out of proportion to the profits manufacturers derived from the 

sale of vaccines. Under the act. an injured party must first file a claim with 

the Department of Health and Human Services. The injuries eligible for 

compensation are strictly prescribed, and the likelihood of receiving com­

pensation depends on whether the injury appears in the Vaccine Injury 

Table.

The major advantage of the act is that once a claimant demonstrates an 

injury from the Vaccine Injury Table, he or she is eligible to receive com­

pensation for damages, there is no need to show that anyone was negligent. 

The damages are limited, however, including only actual costs of treatment 

not covered by public or private insurance and attorneys’ fees, with caps on 

damages for pain and suffering (Clayton and Hickson, 1990). Children whose 

injuries do not appear in the table must show that the vaccine actually 

caused their injuries, which can be difficult to prove. If a compensation 

award is offered and the family accepts it, they may not pursue a legal 

action in tort against the vaccine manufacturer or the physician. If the fam­

ily chooses not to accept the award (or if the claim is rejected as ineligible 

for compensation), the family may pursue recovery through the tort system 

(Clayton and Hickson. 1990).

The advantages of the act include the guarantee of some measure of 

recovery for eligible children, without the delays and often prohibitive re­

quirements of the tort system—for example, the need to prove negligence. 

Because of the choice to limit the compensable injuries, however, there may 

be injured children who receive no compensation. In addition, the Congres­

sional Budget Office estimates that 220 vaccine-related injuries occur each 

year (Clayton and Hickson. 1990. citing H Rep. No. 100-391, 100th Cong.. 

1st Sess. 693-4 (I987|). But there is a limit of 150 awards a year, which 

means that the act will lapse unless Congress steps in to provide more funds 

(Clayton and Hickson. 1990). Thus, there is reason to be concerned that the 

system could collapse under the weight of eligible claims.

I. The coverage, provided on a no-fault basis, has an upper limit of 

$10,000, is limited to expenses from physical injuries, and applies only to 

injuries to healthy, normal participants (H. McGough. Human Subjects Di­
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a condition of accepting reimbursement for physical injuries, the participant 

waives the right to seek legal action in tort against the university. In the 

past five years there have only been three or four claims for compensation, 

and the university has paid less than S2.000 in compensation for injuries (E. 

Cherry, Risk Management Office, University of Washington, personal com­

munication, June 1993).

2. The health and welfare components of HEW are now the Depart­

ment of Health and Human Services (DHHS).

3. The proposals were rejected for one or more of the following rea­

sons: the social and fiscal implications of the proposal had not been ad­

equately investigated, alternatives to a federal compensation program had 

not been examined, and the extent of the problem had not been fully defined 

(HEW, 1977).

4. FECA is the statute that specifies limited levels of compensation 

for federal employees who are injured in the course of their work.

5. This recommendation was incorporated into the federal regulations 

governing human subjects research (45 C.F.R. section 46.1 16(a)(6)).

6. There are exceptions for retired physicians and others working in 

free clinics. See Va. Code section 38.2-5020.D (Cum. Sup. 1992). .
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