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A

Social Perspective

on

Compensation for
Injured Research
Subjects
Judith P. Swazey. Ph.D.*

Leonard Glantz,

J.D.

r

Introduction
Since the nid-1950's, the issue of compensating sub;ec_» for

been addressed from legal, economic, public policy, and. to a lesser exlent, moral perspectives.'" The purpose of this paper is to place the
injuries related !o their participation in research has

topic of compensation for injured subjects in a historical and
socio-cuhural context.** Thai context includes a perspective on
the aren3 of research with human subjects, in which the compenis embedded, as well as broader currents of societal
concerns, attitude... and values that influence, and are influenced
oy. research involving human subjects. S'_r.h a framework, we
feel, is esscn'.u'l to understanding the issues around compensation, as well as to understanding why the subject has been
afloat but unresolved for a quarter of a century and sn hy it is now

sation issue

under the purview

of a Presidential

• Executive
Director.
Massachusetts.
'

Medicine

in

Commission.

the

Public

Interest

Boston.

Law and Medicine. Boston University Schools of
Public Health, Boston. Massachusetts.

Assistant Professor of

Mediane and
February 19S1

The paper is based, in significant measure, on themes thjt emerged
during S November 25. 19b0 consultants" meeting of the President's
Commission, convened

to discuss socio-cultural aspects cf

compensating

The me*tmg was attended by Mr Alexander M. Capron. Mr. Alan Weisbard, ana Ms. Barbara Mis hi in of the Commission
staff: Commissioner Renee C Fox: and as consultants Protcsson Roy
injured subjects.

LeSove. Barbara Rosenkrantz, Stephen Toulmin. and the Authors.
Mishkin. B. Bc-kjround pope r on compensation for research- related
Presidents Commission for the Siudy of Ethical Pn.olerns in
Medicine and Biomedical and Behavioral Research. Nov. 1930.
:

injuries.
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Historically and socially, thir paper places (he compensation
issue within the framewortc of the efforts to protect human subjects that

were generated most

War Crimes

specifically by the Nurs..uberg

Trials. Related topics that

we have

identified as

providing a perspective on compensation issues include the nature ot human subjects research, the social roles or attributes of
research subjects, the gift-exchang( dimensions of being a research subject, and the question of why. in 1980-81. there again
is a surge of interest in and debate about compensating injured
subjects.

Civen the paucity of relevant historical and social science
research and literature bearing on these subjects, this paper
should be read as a provisional essay that. '1 large part, suggests
topics needing more study and elaboration.
are not directly
addressing the question of whether injured research subjects
should be compensated, or. if so. what the form and substance of
a compensation program or programs might be. However, we do
share two views that emerge in the paper. First, available evidence indicates that compensation has not been a "significant
problem" in teims of numbers of injured subjects or costs. Secondly, however, we fe«d ihat it U a significant issue socially and
morally, irrespective of ls aclua! magnitude, because of what H
says about our values and attitudes toward the role of human
subjects. And with Childress, we wou'd agree that compensation
ought to be provided at least for research-related injuries under
1 *
the moral principle of compensatory justice.

We

:

The Protection

Human

of

Efforts to protect

human

Subjects

subjects reflect an ambivalence in

individual and social views regarding research. On one hand
there exists an understanding 'hat research is a social pood and
provides us with beneficial knowledge and techniques. On the
other haiid there arc concerns and suspicions about the motives of researchers, the consequences of research and the use of
human beings as experimental objects. 4

*

We

are not. here, drawing dis,i nctioo3

between "normal" volunteers
and nonth^rapeutic research; we
are using "research" in the sense advocated by the N'aiional Commission
For the Pnxedion of Humcn Subjects, as distinct from nonvalidited

and

patients or

between

thera[>eutic

practices or innovative therapies.'
1

Childress, J. Compensating injured research sub/eels:
Argument. Hastings CENTER REPORT 6: 21-27. 1376.

/.

Trw.

Atom/

1

National Comrcisjion for the . roteclion of Human Subjects of Biomedical and B*haviorai Research. Report and RECOMMENDATIONS:
Research Involving Children. DHETvV Publication No. {OS] 77-0004.
Washington. 1977.
Neliun. D.. and Swaz^y. J. Science and social control contfoversiei
over research on violence, in H. SLoie. e 4 Scientific Expertise and
"

..

A
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Social Perspective

The very name

Human

tion of

of the National Commission for the ProtecSubjects of Biomedical and Eehavioral Research

assumes a need to "protect" such subjects, while the title and
M. H. Pappworth's book. Human Guinea Pigs, s demonstrates how a segment of the population views research on
content of

human

subjects.

Concerns about
(and abused)

the

ways

name

that

human

subjects could be used

were solidified by the
revelations of the Nuremberg War Crimes Trials. The resultant
Nuremberg Code was the first formal ethical statement of the
need to set standards for protecting the rights and welfare of
in the

of research

human

subjects. Societal concerns about human experimentahowever, have a long tradition. As early as 1767 an English
judge condemned the use of a new device for setting broken
bones. The judge found that use of the device was a "rash action"
and said "he who acts rashly acts ignorant'y."' As a more recent
example, an American judge stated in 1926 that "a failure to
employ the methods followed or approved by his school of practice evidence either ignorance or experimentation on his part.
The law tolerates neither."'
tion,

Of course, both medicine and research have changed since
these blanket condemnations were issue d. However, they provide a perspective on one view of research, and indicate the
widely shared belief that research subjects need protection.
Assuming that one believes that human subjects either need
or deserve protection, such protection can arise before, during or
after the involvement of human subjects. The goal of the Nuremberg Code is to offer protection to subjects both before and
during research. It lists criteria for research w4Wch should not be
conducted (e.g., where there is an a prior, belief it will cause
death or disabling injury) and discusses how it should be conducted (e.g.
suffering).

to

avoid

The Code

ai!

unnecessary physical and mental

also gives the subject the

power

of self

protection by stating that the "voluntary consent of thp human
subject is absolutely essential." Not only dees this mean all subjects must be free to refuse to participate at the outset, but also
that they may withdraw their consent during the research if they
so choose. Consent therefore works to protect the subject before

and during research.

An

additional before-the-fact protection involves the review
someone other than the investigator. In

of proposed research by

THE Public. Oslo. Norway:

Institute for Studies in

Research and Higher

Education, 1979.
1

Pappworth. M. H. Human
Eosion: Beacon Press, 1S68.
*

Slater v.

8 Geo.
'

III.

Owens

v.

Guinea

Pics:

Experimentation on Man.

Baker and Stapleton. B.C. Eng. Rptr. 860 (Michelmas Term.
17C7).

McClsarfy. 313 Mo. 213, 231 SAV. 682. 685 (1926).
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1971 the National Institutes of Health promulgated The Institutional Guide to DHEVV Policy on Protection of Human Subjects,
which required institutional review of research prior to its
being conducted. This was codified into an institutional review
board system in 1975.* These institutional review boards are
supposed to assure that the benefits of the research outweigh the
risks, and that subjects give an adequately free and informed
consent The focus, then, is to prevent harm and to protect individual autonomy.

None of these mechanisms resoond to the question "What
happens if these safeguards fail and the subject is injured regardless of our efforts?" We believe tha' this is one of the reasons why
the question of compensation has arisen and is important. It is a
logical extension of the mission (o protect human subjects from
harm. Once an injury has occurred it cannot be undone, but its
impart on the individual can be reduced by compensating him
for his less.

We

would

also point out that this concept

When Walter Reed

is

far

from new.

studied yellow fever in Cuba each volunteer
partiripa' but received an additional $100.00

was paid $100. 0U 't
if he contracted '.he

disease.

Our

willingness or unwillingness to compensate research
subjects is indicative of our tUtitudes toward them. During the
Nuremberg War Crime Tribunals the defense lawyers demonstrated that in one experiment involving infecting conscientious
objectors and prisoners with malaria, the conscientious objectors
were insured and the prisoners were not. Part of the colloquy
follows.'

0

Q. Witness, on the basis of your great experience, don't you have
any idea why '.here was this distinction? You are an expert in
all

these fields.

A. Well.

I

presume

it

was

out of

sympathy

for the C.O.'s.

The

Army were

insured by the government, and, I
thought— I should believe that might have been thought to be
a good idea to insure the C.O.'s for the same reasons that they
were taking experiments that had a small amount of hazard in

soldiers in the

them.
Q.
A.

Was there sympathy not felt in the case of prisoners who had
volunteered for experiments on behalf of the general public?
I

had nothing

Thus

I

to do with that or determining the conditions.
cannot answer "yes'" or "no."

'

40 FKD. Rec. 33528 Aug.

*

Bean, W. Waiter Reed:

8.

1975.

A

Biographical Sketch. Arch. Int.

Med.

134:871-876. 1974.

Annas. C, Glantz. L. and Katz, B. Informed consent TO human
experimentation: The subject's dilemma. Cambridge. Mass.: Ballinger Publ. Co.. 1977. p. 105.
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7

Concerns about

Compensation
As the foregoing quotation indicates, discussion of whether
or by what means injured research subjects ought to be compensated is not a new topic Its legal and policy dimensions have
been aired, largely by academics, for some 25 years, and by the
Federal government for a decade. But it has generally been a low
key dialogue, conducted within small circles, and seemingly has
never been a "hot" enough issue to be resolved at a Federal
policy leveL
Federal Initiatives
fact that NIH developed three compensation proposals
during the 1970s, and that the compensation question has been
part of the mandate of three Federal-level commissions concerned with biomedical ethics, is both part of the answer and part
of the question of "why the interest and discussion?" In terms of
identifying an organized "constituency" that has generated and
sustained discussion of compensation for injured subjects, it is
the Federal government through its various task forces and reports. Why this has been the case, however, is not clear from
published documents, beyond the fact of the government's role
as a major sponsor and conductor of research involving human

The

subjects.

The very

fact ilial this discussion lias been carried on for so
even without resolution, is indicative of the strength of the
perceived need to protect human iubjects through a compensation mechanism.

long,

Relief

from

Liability

should also be noted that (he issue of compensation is not
merely of interest to those who wish to protect subjects. By having
a no-fault compensation system similar, perhaps, to workers'
compensation, it would be possible to relieve sponsoring organizations from liability."
It

As is widely known, the drug manufacturers would not produce swine flu vaccine until the Federal government agreed to
indemnify '.hem against loss from suits filed by injured recipients

The desire to limit the legal
sponsors also stems from the realization that injury
drugs and devices may not become apparent for years

of the virtually untested vaccine."
liability of

from new

or even generations.

• Surprisingly,

there seems to be no interest on the part of investigators
support a no-fault compensation system even though it might give
them some measure of protection from lawsuits. One can speculate that
this is due to the fact that there are virtually no lawsuits against investigators arising out of research activities.
to

" Neustadt. R., and Fineberg. H. The Swine Flu Akfair: Decisionmaking on A Slippery Disease. Washington. D.C.: Dept. of Health.
Education, and Welfare. 1978.
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The Role of Bioethics
As the activities of the National Commission, the Ethics Advisory Board, and President's Commission suggest, the development and influence of the "bioethics movement"' during the
1970s seems to be another factor that has stimulated concern with
compensating injured research subjects. Although the bioethics

human experimentation has been a major focus of analysis by those engaged in the application of ethics to medical arenas. Like the
topic of research with human subjects, the bioethics movement
needs more historical and sociological study for us to fully appre12
ciate its nature and import
In this context, the creation and role
of the National Commission, the Ethics Advisory Board, and the
President's Commission are phenomena that merit analysis, for it
is by no means self-evident why "bioethics" has thus entered the
arena of Federal health/medical policy deliberations during the
1970s and 1980s.
literature that deals directly with this topic is slight,

Regulations and Laws
Closely interrelated with the attention that bioethics has
paid lo human experimentation has been the development of
11-'*
regulations and laws governing research whh human subjects.

The development

of institutional

review boards, in particular, as
and welfare

a system designed in principle lo protect the rights

of subjects, has
officials far

in

human

made

sponsors, investigators,

more aware

of the ie^al

and

and

institutional

ethical issues involved

subjects research, including injury-related

compen-

compensation issues was fostered, most
prominently, by the hotly debated "Interim Final Regulation"
;s
issued by HEW in November 1978. requiring a consent form to
include a statement about whether or not a subject will be compensated for injury in terms of the provision of medical care. This
requirement has been incorporated into the new DHHS regula6
tions on research involving human subjects."'
sation. Attention

to

Broader Societal Concerns
Concerns about compensating injured subjects, then, are
one facet of social, ethical, and legal concerns about the conduct
of research with human subjects that have been marked in
" Fox, R. The sociology of modern medical research, in C. Leslie, ed.
ASIAN MEDICAL systems: A comparative study. Berkelev. CaJ.: Univ. of
California Press. 1976. pp. 102-114.

" Annas. G.. Glantz, L. and Katz.
experimentation, op. ctt.

" Swazey.

J.

B.,

Informed consent to human

Protecting the 'animal of necessity": Limits lo inquiry in
Daedalus 107: 129-145, 1978.

clinical investigation.

" 43 FED. REC.
14

51539. Nov.

3.

1978.

46 FED. REC. 8365. sec. 46.116

(a) (6). Jan. 26. 1981.
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American society since Nuremberg. But these concerns, in turn,
have been generated and responded to in relationship to broader
societal concerns, which human subjects research both reflects
and has helped to foster.
At many levels, from many quarters, and on many fronts, for
example, there is an enhanced concern about "victims"— reel,
imagined, or potential— of all kinds: of human experimentation,
medical and psychiatric care, environmental hazards, the educational system, socioeconomic deprivation, crime and so on.
There also is a related awareness of and concern about groups
with inequality in bargaining power— research subjects, patients,
the residents of a Love Canal, "9 to 5" employees, etc. These
various concerns evoke thought about, and in some cases actions
predicated on. our views about individual and collective rights

and

responsibilities.

——

'

Those who are members of groups who have suffered in the
due to their unequal and unfair treatment have, since the
1960's, come to insist that their rights be recognized, and that they
be afforded fair treatment. The Civil Rights movement has forced
us to examine our values and treatment of certain unfairly
treated groups. We have very recently in our social history come
to recognize the rights of women, prisoners, mental patients,
tenants military personnel, children, teachers, homosexuals and
a variety of other groups. These movements have clearly had an
impact on thinking about the "rights of research subjects." and
cause us to examine our treatment of and responsbilities toward
past

members of
Viewed

this class of persons.
in this

broad

societal context, the isoue of

sating injured research subjects

is

but cne of

many

compen-

issues that

should compel us to articulate our standards of personal, institutional, and governmental responsibilities. What, for example, are
or should be our moral principles about justice as fairne-ss. and
how in turn do we concretely act (or fail to act] on cases involving
compensatory justice?
Another, related social current has been an intertwined popquestioning, doubt, and suspicion about "big" and "powerful" institutions such as government, medicine, and science, and
about the -uthority and power that we have vested in experts of
all ilks. In the area of research with hum^n subjects, this current
is seen in apprehensions about the ways researchers and research agencies, including the Federal government, can mislead,
exploit, or injure subjects in the name of patient welfare,
scientific progress, or public good. Widely publicised reports of
projects such as the Tuskegee syphilis study and the Jewish
Chronic Disease Hospital cancer experiments, and revelations
about the CIA's LSD experiments and biological warfare testing
accidents at Dugway proving ground, have been lightening rods
for attracting attention to problems in the governance of research
ulist

Pit-*
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human subjects.' 7 Indeed, the Tuskegee
CIA's LSD experiments required an e*^nination

and

the protection of

study and the
of how we should compensate injured subjects.

Recognition of the possibility that "research subjects, how-

ever inadvertently, might surfer injury, and the sense that such
injuries ought to be compensated for. also are linked to what
seems to be a pervasive societal malaise or preoccupation with
problems of uncertainty and anxiety about danger and
1*- 1"0
" The sense that in many aspects of our lives we have
risk.
become "a nation of guinea pigs"" is reflected in a lexicon
of phrases that capture our concerns and counter-concerns
about uncertainty and risk (necessary risk, acceptable risk,
uncertaintyof institutional "risk
1977. 'The
American public is being swept by a medical epidemic characterized by doubt of certitude, recognition of error, and discovery
11
of hazard."

danger-of-danger.

risk-acceptance,

risk-of-risk.

and a new occupational category
managers." As Cournand observed in

of-uncertainty).

Spreading Risks and Costs
One facet of our widespread concerns about risk and uncertainty that is particularly germane to the compensation issue involves the ascertainment of the true costs and risks of research
and who should bear those costs and risks. One of the costs and
risks is the impact of injur)' on research subjects. We can choose
to have the injured subject bear this cost or spread the cost via a
compensation program. In this way those who benefit from the
research would help bear its costs and risks. Viewed this way, the
goal oi such a scheme is to reduce a potential harm to subjects
and increase the responsibility of its benefactors. Thus, although
a program to compensate those suffering from black lung raises
the price of coal, and general workers' compensation insurance

may

raise the cost of goods, these higher costs

and serve

reflect the "true" cost,

to protect

more accurately

those

who

provide us

with goods and services.
" Katz. J. Experimentation With
Sage Foundation. 1972.

" Fox.

R.

The evolution

Fund Quarterly
Dinman,

D.

The

beincs.

of medical uncertainty.

New

York: Russell

Milbank Memorial

58: 1-49. 1980.

Bazelon. D. Risk

"

Human

ond

Responsibility,

reality

Science

and acceptance of

205: 277-80, 1979.

risk.

J.

Amer. Med. ASSOC.

244: 122&-88, 1980.

" Lowrance. W. Of Acceptable Risk. Los Altos. Cal.: W. Kaufman,

Inc.

1976.
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To look at this issue from another point of view it could be
asked "What social and cultural values wouid be furthered by
refusing to compensate injured research suojects?" It might be
argued that such a program would be unduly expensive. It would
seem this argument would be based on an assumption that there
is a great deal of injury caused by research. All available evidence would seem to indicate otherwise, but if it were true this
would be a stronger argument to compensate those individuals.
might also be argued that such a system might be too
(and expensive) to create and administer. That is, it
would require a major expenditure of personnel and funds to
administer a program that would benefit a few who are
insignificantly harmed. There is no doubt that the creation of
such a program creates sophisticated problems. How is "harm" or
"injury" to be defined, who is to decide if it occurred in individual cases, on what basis should the amount of compensation be
calculated, and numerous other problems must be solved. It may
even be determined that such a system would be so costly in
comparison to the good it would do that it should not be developed. Should these practical difficulties result in a compensation
program not being developed, it might be the "right" choice— but
a choice which sacrifices the furtherance of other social-cultural
It

difficult

goals.

The idea of thb -hifting of the burden from the subject to
another entity in tb-. jsence of fault is also not new. There are
a number of older cui=;s that stood for the proposition that "if a
physician sees fit to experiment with some other mode, he should
do so at his peril." :4 These cases, strictly speaking, deal with
innovative therapy, not true research. out they are quite clear
that (he risk of loss should be with the researcher, not the subject.
Such a rule served to deter reckless research, as v. ell as shift the
burden to t..e person who might most benefit from the research—
the researcher learns even from unsuccessful procedures that do
<.

not benefit subjects.

What seems

to us. as to others, to

be a present inequity in the
compensating injured

lack of a consensus about a policy for

may be illustrated if we think about research in terms of
two major participants— investigator and subject. If a program
was proposed that would place the entire burden of nonnegligent research-induced injury on the investigator there is
every likelihood that it would be rejected promptly as being
unjust and counterproductive. It also would be rejected because
investigators, unlike subjects, form a constituency, have power,
are capable of self-protection, and are able to assess and assert
their self-inleresis. We certainly do not propose such a system,

subjects
its

but use it to point out the unfairness of the present situation.
Subjects bear this burden, whether larger or smalL because of

**

Jackson

v.

Burnham. 20 Colo.

532. 39 P. 577 (1895).

/
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and the quirk of personal injury law. not because
of social policy or theories of justice.
their social role

Research and the Human Community
A final example of why there seems to be a social climate
that evokes attention to the issue of compensating injured research subjects is a more positive one than those discussed thus
far. It involves the ways in which biomedical research and therapeutic innovations such as dialysis and transplantation constitute a paradigm of several cultural, moral, and religious problems
4
with which modern Western society is grappling.* In its ideal
form, the relationship between investigator and subject is seen as
very different from that evoked by the Tuskegees of human experimentation. Ideally, the investigator-subject relationship

seen as the prototype of the

is

new solidarity toward which modern

man is groping. A vision is invoked of a society conducive to the
establishment of relationships in which individuals of diverse
backgrounds and conditions "collaborate, in equality and trust to
realize 'distinctively
is

human

in this sociocultural

.

.

.

noble.' melioristic goals."

and moral

24-27
It

context, as discussed in a later

section, that we see the importance of the gift-exchange dimension of being a research subject.

Research and

Human

Subjects

have surrounded legal and policy
deal with the issue of compensating persons for
research-related injuries, it seems to us. resides in our lack of
understanding about the development, social roles and attributes
of clinical research and its participants. The centrality of research in medicine, particularly in 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.-^
Part of the difficulties that

efforts

to

and human subjects that we
relevant to placing the compensation issue in a historical and sociocultural context include the
following.

The

would

topics related to research

flag as particularly

• How has "research" been defined, particularly that involving
humon subjects, in terms of the interrelationships between its
content, methods, and objectives?
The continuing discussion about whether or how we should distinguish between therapeutic and nontherapeutic research, for
35

Fox. R_. and Swazey J. The Courage To Fajl 2nd. ed.. rev. Chicago:
University of Chicago Press. 1978. ch. 12.

" Ibid. p. 381.
D Mead. M. Research with humon beings: A model derived from
thropological field practice. Daedalus 9a- 165. 1968.
" Means.
1958.

J.

H.

Ward

A.

Cambridge. Mass.: Harvard University

an-

Press.
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example, bears on the compensation issue if one wishes to make
the "type of research" in which a subject has participated a
relevant criterion for a compensable injury. Here, the questiT.. is
usually framed in terms of whether we ought (morally, or as a
matter of social policy) to compensate only those who participale
in research not intended to potentially benefit a medical problem
that afflicts them. Such a direct benefit, presumptively, removes
the "altruistic" or gift-giving component of being a research subject for the good of society, and therefore makes an injury noncompensable in terms of principles of compensatory justice.

A related variable, to some, turns on distinctions between
"normal volunteers" and "patient subjects," with only the former
category viewed as potentially eligible for compensation. (A parallel argument that we have heard is that it is morally acceptable
to pay "normal volunteers" for their participation in research, but
not those classified as "patients".)

we would

only note briefly that distinctions between
and nontherapeutic and normal volunteer and pacan become complex, both medically and socially. In terms

Here,

therapeutic
tient

of compensation, policy decisions will have to wrestle with the
question of whether the intent of the investigator or of the subject
are relevant variables. Or alternatively, for example, in the case

be intenticnality but whether
an added component of risk by virtue of a research dimension to 2 p2lie.".! s care and treatment?
of patients should the question not

there

is

Decisions about compensation also bring into play broader
sociomedical questions about what it is that constitutes "research." and in tum being a "research subject." Most would
agree that not everything deviating from standard practice constitutes research. But where then are the boundaries to be drawn?
Is a physician uiir.g an approved drug for an unapproved purpose engaging in research, and the recipient of that drug thus a
research subject? Or. as proposed by the National Commission
for the Protection of Human Subjects, does such drug use. innovations in surgical procedures, etc. fall into a category of "non3
validated practices" rather than "research"? In a compensation
program designed to cover only subjects in Federally sponsored
research, these questions can be avoided by operationally defining as "research" that which is funded or reviewed as research.
This solution, however, begs the broader social as well as
medical question of how research is to be defined, and by what
criteria.

• Hoiv

has clinical research changed during the 20th century in
terms of its social structure and organizction?

This question, which is about the sociology of modem medical
research, involves examining changes in the settings and modes

3

National Commission for the Protection
Research Involvinc Childrkn. op cit.

of
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of organization and operation of the research in which investigators and their subjects are involved." While not rigidly
separable into discrete phases. cJinical research has evolved. particularly since World Wax II. into an "industry". There has
been a progressive shift from the type of small, collegia!, personally intensive units such as those depicted in ihe 1950s by Means
and Fox31 K to larger, more impersonal, and bureaucratic enterprises in industrial and governmental as well as university-based
settings. The growth of a clinical research industry is linked with
certain changes in the social roles and attributes of research
subjects, and both in turn are important dimensions of understanding the direction of concerns about the conduct and objectives of human subjects research.
-

•

How

are research subjects and their ro/e perceived?

we

compenMoral claims and
political and legal arguments for or against compensating injured
subjects rest in part on our perceptions of what it is to be a
research subject— what the act entails and what social role it
This question,

believe,

is

central to decisions about

sating subjects for research-related injuries.

involves.

our views of the research subject are
For example, one can think of three
quite differing societal images of the research subject since the
1950's. In the 1950s, a predominant view was that of the research
subject as hero or as selfless societal benefactor. Patients who
also served as subjects, such as those portrayed in Fox's Experiment Perilous, the physician-investigators who carried on medicine's long tradition of autoexperimentation. and the normal
(healthy) persons who volunteered to contract malaria, inhale
new nerve gases, be injected by curare, eta 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 identifiLike research

ambivalent and

itself,

shifting.

able, often heroic societal benefactors.

33

of the) functions of the Walter Reed Society is that of
granting recognition to human guinea pigs. Membership is
by invitation, and each member receives a certificate commending him for the self-sacrifice through which he has
made a gift toward greater knowledge for the maintenance

[One

"

Advanced medical technology
Ann. Rev. Social, 2:231-68. 1976.

Fox. R.

cations,

" Means. J. H. Ward \ op. ciL
" Fox. R. C. Experiment Perilous.

— socio/

and

ethical impli-

Philadelphia: University of Penn-

sylvania Press, 1974.

"

Davidson.

B.

Collier's, Nov.
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195Z pp. 52-55.
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and the prolongation of

During the 1960's there was a dramatic shift in our image of
the research subject, from hero to victim. Public revelations
about the research projects associated with the names thalidomide. Tuskegee, Willowbrook. ard the Jewish Chronic Disease
Hospital, linked with recent mer-vorie'? of the human experimentation conducted in Hitler's Germany, focused attention on
the possible abuses of the rights and welfare of subjects in the
name of research. The importance of research, and the necessity
and value of the research subject, continued to be affirmed. But
now. drawing too from other events in society such as the Civil
Rights movement and the war in Vietnam, there was an added
emphasis on the need to protect such subjects— to prevent them

from becoming

victims.

The growth

of the clinical research "industry" during the

and 1970's helped to shape another image of the research
subject, one that seems to predominate today. As research increased in volume, especially with the growth of Phase 1 drug
studies and large controlled clinical trials, it became organizationally more bureaucratized and the role of the research
subject became more roulinlzed and less visible. Research subjects have become lees readily identifiable, either as heroes or
victims. While not "employees" in literal terms, we tend to see—
or not see— them much as we do the nameless, faceless workers
in a lar,^2 bureaucracy. And. to the extent that subjects are perceived, dimly, as "faceless employees," they have less and less of
a constituency who identifies with them and thinks about the role
they are playing in society. With respect to the compensation
issue, our sense is that normal arguments and political actions are
likely to be far more intense in the case of identifiable lives—
whether of heroes or victims— than in the case of faceless employees. On the other hand, to the extent we do think of research
1960's

more apt we should be
about compensating them for "work-related" injuries.

subjects as like employees, the

to think

How the research subject is perceived— by those involved in
research and by other segments of society— has links with but is
not identical to the question of why persons participate in research. The factors that moti%'a*.e both investigators and subjects
to engage in research, and that both create and offset the strains
attending these roles, are important to understanding the psychosocial dynamics of research with human subjects." But. as we
viewthe issues most relevant to compensation, they do not include
the complex problem of discerning motives and intcntionality.
Fox. R. Some socio/ and cultural factory in
cive to research on human subjects, Cu\'.
423-43. 1960.
**
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Research and Gift-Exchange

A

dimension of ihe research subject's role that we see as
central to the compensation issue, and cne that to our knowledge
has not been considered previously, is that oi gi/t-er.^'iQnge. Legally, one is under no obligation to repay .a gift. But the sociological norms of gift-giving are quite different from legal norms.
As discussed by Mauss in his classic anthropological work The
Cift. the act of gift-exchange is structured by a triple set of "symmetrical and reciprocal norms": the obligation to give, to receive,

and

to repay.*

By fhis [Mauss] meant that under certain socioculturally
defined circumstances, an individual or a group is supposed to offer a gift to a particular person. Jn turn, the
person (or persons) to whom the gift is proffered is expected to accept it. The recipient is then under social and
moral pressure even.ually to balance out the exchange by
giving the donor something of equivalent worth. Failure to
live up to any of these entwined expectations produces
disequilibrium and social strain that affects the donor, the
recipient, and those closely associated with them*

The gift or donative element in the act of being a research
was recognized in the certificate of membership in the

subject

Walter Reed Society quoted earlier. It is this facet of being a
research subject that underlies the metaphors of heroic action
and sacrifice, of incurring risk for the good of others, which have
been used particularly with reference to research participants
such as those belonging to the Walter Reed Society. But all individuals, we would argue, are giving of themselves in special
ways, both literally and figuratively, when they agre* to serve as
research subjects. Although their role is institutional, it is not a
usual one. in part because of the special, if commonly undramatic. ways in which and reasons for which they are asked to
give of themselves, physically or psych'call,-, for -die good of
others. Framed in terms of g. it-exchange norms, research with

human

a societally valued enterprise. Research is
advancing medical knowledge, for the
benefit of both individuals and society as a whole, and it is
recognized that man is "the animal of necessity" at certain phases
of medical research. Under this sociocultural view of research,
we are all under a certain pressure or obligation to serve as
research subjects: or. in the language of ethics, to bear certain,
usually minimal, burdens for the common good based on principles of justice. In turn, we expect society to accept the gift of
one's being a research subject, and to then deal with its obligation
subjects

is

central to the goal of

to

repay that

gift.

* Mauss. M. The Gift: Forms and Fcnctioss of Exchanges in Archaic Societies. Trans. I. Cunnison. Clencoe, 111.: The Free Press, 1954.

"
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op
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How society can or should honor its social and moral obligation to repay the gift being proffered by the research subject is.
in itself, an interesting and complex question. But one definable
aspect of such repayment seems to us to occur in the case of
research-related injuries. The norms of gift-exchange argue
sociologically, as does the principle of compensatory justice
taorally, that we have an obligation to compensate subjects for
injuries they incur through the gift they give to society by being
a research subject.
"The theme of the gift, of freedom and obligation in the gift,
of generosity and self-interest in giving reappear in our society
like the resurrection of a dominant motif long forgotten." wrote
Mauss." Policy decisions about whether we ought to compensate
injured subjects, as Mauss' words remind us. need to incorporate
within their matrix the motif of gift-exchange and its reciprocal
norms.

Who

Are Research Subjects Like? The Pandora's
Box Argument

In the often tangled arguments that havF been voicea about
compensating injured subjects, two recurrent concerns have
been (1) that compersalion programs would "bring clinical research to its knees" and (2) that compensation programs would
open a "Pandora's box" of issues about and demands for similar
no-fault compensation policies fcr persons inadvertently injured

many other social roles.
we consider to be outside

as a result of their participation in

The

first

tocsin

is

one

that

the

scope of this paper. It seen_s to turn an. -nd fe3rs that demands
for compensation would be so numerous and the administrative
and compensation costs of a program or progr m3 so enonr.ou3
that we (society) could no longer afford to do research with
human subjects. Here we would only note that such concerns
(a) rest on thus far unfounded assumptions that could be tested by
pilot compensation programs, of which a few are already in existence, and (b) that they bypass the prior and more fundamental
social policy question of whether we ought to compensate injured
;

subjects.

The second concern— are we opening
one

we have

a Pandora's

box?— is

paper by examining
the social role and attributes of research subjects. Our admittedly
provisional analysis suggests that research subjects share some
characteristics in common with other classes of persons. For example, like blood, tissue, and organ donors they participate in a
gift-exchange act that, sociologically, involves powerful norms of
obligations to receive and repay as well as to give a gift of oneself.
In certain instances, like volunteer firemen and soldiers, they
elect to undetake risks 'hat we recognize as especially heroic or

f

that

partially addressed in this

Mauss. M. The Gift. op.

cjL. p. 66.
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other cases research subjects are seen
whose rights and welfare ave
exploited by mere powerful others.

self-sacrificial in nature. In

as belonging to a class of victims,

At the same time, however, we cannot identify research
any other class of persons who
occupy a definable social role. This, in part, is because research
subjects uo not constitute a readily identifiable group like, for
instance, volunteer firemen. One consequence of this is that, with
the exception of refusing to participate in research, subjects have
little ability to protect themselves. They have no common goal,
union, club or lobbying group. Subjects, for the most part, ore
subjects as being exactly like

involved in research for a relatively short period of time and
cannot form a self protective organization. They will never collectively be in a position to demand protection and therefore
form no constituency. Therefore this form of protection, like
those discussed above, must come about not by demands from
subjects but from those concerned with their protection.

These considerations are among those that we see as setting
research sub.eds apart from other classes of persons who engage
in potentially hazardous activities.. To the extent that research
subjects are virtually unique in terms of their attributes and soda' role, social policy decisions about compensating them for
injuries thus can be seen as a unique case, one that does not open
up a Pandora's box of many classes of compensation for nonp.c*fc!igent

On

injury.

wt do

see the case of compensaand appropriate
ways, as stimulating us to think about a transcendent range of
moral ?nd social policy issues. These issues, as we have suggested, have to do with defining and acting on our views of
individual and collective responsibilities as well as rights, with
our sense of justice, and with whelher we should relate to each
other not only as our brother's keepers but our "stranger s keepthe other hand, finally,

tion for injured research subjects, in important

ers"

*

1*

as well.

Revan. W.

1971.

On stimulating the gift

of biood|ediunal).

Science 173.583.

Compensating
Research-Related
Injuries: Ethical

Considerations
Holly M. Smith, Ph.D.*

This paper constitutes an exploration of the ethical justificaarguments against such justification) for providing compensation to experimental subjects for research-related injuries.
Many of the pertinent issues have been dealt with extensively in
Secretary's Task Force on the
reports commissioned for the
Compensation of Injured Research Subjects, and in the paper
entitled "Compensating Injured Research Subjects: I. The Moral
Argument," which grew out of James Childress's presentation
before the Task Force. Hence I shall not attempt to provide a
complete analysis of the problem starting from scratch, but rather
confine myself to clearing up possible sources of confusion or
error in these previous reports, and to examining aspects of the
problem or arguments bearing thereon that have been overlooked in the earlier materials. Consequently this paper will not
present a wholly continuous line of argumentation. In the first
three sections I will lay down some of the conceptual foundations
that are necessary for a clear view of the problem. The fourth
section will be devoted to an examination of the arguments that
have been, or might plausibly be, offered in favor of compensating injured research subjects. The fifth section will address
secondary practical questions, e.g., the question of whether the
possibility of abuses can legitimately be taken into account in
designing or adopting a compensatory program. To fix ideas I
shall primarily concentrate in Section 4 on what I regard as the
tions (or
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core case: a subject who freely volunteers, without renumeration
or other advance consideration, to participate in a research
project that is not designed to benefit the subject either medically
or otherwise

(commonly known

The Varieties

of

as "non-therapeutic" research).

Moral Status

commonly

recognizes different types of moral
an act might have. Thus compensating injured subjects
might be wrong, morally neutral, morally permissible, superEthical theory

status that

erogatory, or obligatory to greater or lesser degree.

A

made out that compensating injured subjects
presumptively wrong. Compensation involves the
transfer of funds from one group (the taxpayers who foot the bill)
to another group (the injured subjects). Now, a democratic government can be viewed as an agent of the people that merely
carries out the people's will. On this view such transfers constiis

at

case can be

least

However, there are many possible
uses for the resources that would be used in
compensation— the funds could be used to achieve a higher level
of medical or welfare support for the poor, better education, a
stronger defense capacity, swifter and surer justice in the courts,
less inhumane conditions in the prisons, fewer deaths from starvation among the impoverished overseas, and so forth. It seems
plausible that the people have obligations to achieve at least
some of these alternative goals, obligations that could be fulfilled
(to some degree) by the funds thai would be used for compensating injured subjects, but will go unfulfilled if compensation is
chosen instead. Hence the use of funds is presumptively wrong:
wrong all things considered unless there are opposing moral
considerations in favoT of compensation, considerations at least
as powerful as those supporting the use of funds for some of these
alternative purposes.
tute a free act of the people.

alternative

Moreover, it is not clear that a democratic government always acts as the mere agent of the people. Sometimes it appears
rather as an independent actor that coercively extracts resources
from the people to be used for various ends. Such coercive taking
cf private possessions is wrong unless contrary moral arguments
exist to justify it. Hence on this ground as well we can say that
there is a moral presumption against the use of public monies for
compensating research subjects. If the practice is justified, it must
be in virtue of powerful arguments in its favor. Consequently in
subsequent sections I shall focus on positive arguments that purport to

fill

this bill.

From the foregoing we can see that compensation is not a
morally neutral act, i.e., one without any moral quality, either
positive or negative. If there is nothing positive to be found in
favor of compensation, then it is morally wrong. But if positive
considerations at least match the negative case, compensation

Ethical Considerations
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might assume any of the types of moral siatus listed above. If the
and negative considerations exactly balance out. then
compensation is merely morally permissible: compensation and
failure to compensate have equivalent mora! status, neither one
being wrong. If positive considerations outweigh the negative
case, compensation might be supererogatory: morally superior to
failure to compensate, but such that failure to compensate would
not be wiong. The classical example of a supererogatory act is
that of a soldier who volunteers for a suicidal mission designed
to save the lives of his trapped comrades. But some supererogatory acts are merely "favors*' of less heroic stature— for
example, turning all one's canned goods price-side-up in a supermarket line in order to aid the check-out clerk. Heroic or not,
supererogatory ads are acts beyond the call of duty. Alternatively, compensation might be obligatory: morally superior to
failure to compensate, and such that failure to compensate would
be wrong. Some obligatory acts are only mildly so— failure to
perform the act would be wrong, but only a minor dereliction.
The obligation not to break into ticket queues is of this order.
Other obligatory acts are more stringent— failure to perform the
act would be a serious wrong. The obligation not to kill another
human being is of this sterner order. There is a good deal of
disagreement abuut where to draw the line between supererogatory acts and mildly obligatory acts. For example, people of
a more utilitarian stripe consider charitable gifts as obligatory;
people of more libertarian inclinations view them as merely
positive

supererogatory.

Possible Reasons for Action
The diverse reasons for acting can conveniently be divided
into three categories: there are reasons of self-interest; reasons

involving beneficial effects on other persons; and reasons that we
call "deontic"— these involving duties arising from considerations, such as justice or fair dealing, that do not simply involve
beneficial consequences of the act.

can

Normally

it

is

supposed that

self-interest

does not provide

a mora/ reason to perform an act. The fact that becoming a
physician would make one happiest over the long run does not
establish even a presumption that choosing this career would be
morally right. In light of this one might suppose there is no moral
presumption in favor of state action that promotes the social good:
a collection of individuals who act to promote their own welfare
is morally indistinguishable from the single person who becomes
a physician merely to promote his or her private happiness. On
this view, no moral presumption in favor of governmental insistence that injured subjects be compensated is established by the
fact (which we can assume for hypothesis) that compensation
would attract more volunteers and so raise the level of medical
care available to the citizenry. Such a position seems to be
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reflected in Englehardt's comments. But we must not adopt this
position too hastily. In cases involving state action '.J promote2

and the beneficiary- of the act are often
not identical. Increased medical research that would benefit
United States citizens would also benefit citizens of other countries, including those that could not fund comparable research
"social good." the actor

themselves. Moreover, many of the beneficiaries would be members of future generations, distinct from the present United States
citizens who would be responsible for the promotion of research

through compensation, and who would foot the bill. Finally, even
within United States boundaries and within the piesent generation, many of the beneficiaries of such a policy could not be
counted among the participants in any decision to pursue it:
children, the mentally retarded, and persons (like felons) without
a vote would not be responsible for such a decision, and the
untaxed poor would not bear the burdens involved in supporting
it.

Hence

the hypothetical fact that compensation

would promote

"social good" in at least these categories of persons does establish

a moral presumption in

its

favor, despite Englehardt's

argument

lo the contrary.

Actions that produce good effects for other persons are often
catch-all title "beneficent acts." HewI
ever, it is important to recognize that there are different kinds of
good effects. For example, one might identify some level of
human welfare as minimally acceplable— a sort of "poverty line"
below which no one should fall. Some beneficent acts, such as
giving money to the Rockefellers, raise the beneficiary above this
level, perhaps far above.it. Other beneficent acts, such as providing gratis medical care for indigent patients, raise the beneficiary

lumped together under he

up

(o the

minimum

it. Even if giving ten
would produce no more happiness than

level or at least closer to

dollars to a poor person

giving a thousand doihrs to the Rockefellers, the former act
seems morally preferable. When people think of beneficent acts,
they often focus only on the sort that raise people above the
minimum level, and hence regard beneficent acts in general s
merely supererogatory rather than obligatory. Remembering that
some beneficent acts improve the position of persons below this
minimum level may make it seem
plausible that at least
6ome beneficent acts are obligatory'.

mce

Actions for which there are "deontic" reasons form a heterogeneous group. Obligations can arise from a number of deontic
sources: one has a duty to keep one's promises and to tell the
truth; one has a duty to deal jusily— to distribute benefits and
'Tristram Englehardt. Jr.. A Study of the Federal Government's Ethical
Obligations to Provide Compensation for Persons Injured in the Course
of Their Participation in Research Supported by Funds Administered
Secretary's
by (he Secretory HEW. Appendix A. Report of the

HEW

Task Force on the Compensation of Injured Research Subiects
(1977). pp. 48-49.
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burdens

one has

fairly, to punish the guilty, and to rectify past wrongs;
a duty not to violate the rights of others. Dealing justly

with a person does not necessarily invoke fulfilling his or her
rights; justice may require a criminal lo be punished, but we
':
would not say that the crinv
s a right to this treatment. A
noteworthy feature of obligations arising out of rights is that the
right-bearer is in a position to waive the right and so dissolve the
:

obligation.

Engelhardt's and Childress's discussions reflect the

common

assumption that an obligation to benefit others is always weaker
than an obligation that arises from the necessity to do justice or
• to fulfill rights. However, this seems false as a general proposition, especially when we consider that some beneficent acts have
the effect of raising someone towards (or keeping them from
falling below) the level of minimally acceptable human welfare.
The fact that considerations of beneficence sometimes outweigh
considerations ai justice or rights shows that the obligation to be
beneficent can be the stronger. The fact that I have premised to
meet you for tennis at a certain time establishes a deontically
grounded presumption that doing so is obligatory; but the fact
that I am the only person available at that same time lo begin
cardio-pulmonary resuscitation on a heart attack victim establishes a contrary, and stronger, presumption that I ought not meet
you for tennis. Deontic obligations can be quite mild, and
beneficent obligations can be quite stringent.

Consent
One of

the issues to be addressed

is

the nature of the re-

between the obligation (if any exists) to compensate an
injured research subject, and the consent given by that subject to
the experiment. To pinpoint the relevant considerations we must
lationship

distinguish several possible questions.
First

we must be

clear on the difference

between the fallow-

ing two queries:

Ought an injured research subject be compensated who
has merely consented to participate in the experiment itself?

(A)

Ought an injured research subject be compensated who
has consented to participate in the experiment and not be
compensated if injury should occur?
(B)

The

scope, and therefore the effect, of the minimal consent deis quite unclear. From the fact that a
scribed in Question
subject signs a form agreeing to participate in an experiment we
can infer nothing about his or her state of mind with respect to

A

compensation: perhaps the subject realized that compensation
was not promised and so would not be forthcoming, and (mentally) consented to this: perhaps the subject implicitly believed,
despite lack of assurance on the matter, that compensation would
be forthcoming, and agreed to participate only on this understanding; or perhaps the question simply never occurred to the
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subject. In the latter case il is difficult to know what we should
say. Fortunately we need not resolve this question, since
now requires consent forms to explicitly state that compensation

HEW

will not be forthcoming

when

it

will not. This

means we need

not

answer question A.
Second, we must note the distinction between Question
the one hand and Question C on the o'her.

B on

If an injured subject has consented to participate on the
pror se of compensation for injury, but would have consented
to participate without the piumise of compensation, ought the
subject tc be compensated?

(C)

!

Clearly the answer to Question C is "yes." Once compensation is
promised, an obligation to provide it is established, whether or
noi the subject .vould have been willing to agree tc some other
arrangement. But this issue is distinguishable from the following

one:

Orht compensation to be offered in advance to subjects
who would be willing to participate without the promise of
(D)

compensalLon?
Certain of the arguments to be examined in later sections address
themselves to this query.
Finally,

we must

distinguish the following two questions:

Ought an injured subject be compensated who has consented to participate without compensation, but who desires
compensation offer the injury has occurred?

(E)

Ought an injured subject be compensated who h3S conto participate without compensation, and who does not
ivant compensation offer the injury has occurred?

(F)

sented

sifuation envisioned in Question F is undoubtedly rare, but
the answer to this question is obviously "no." We have no obligation to force compensatory payments on someone who does not
want them;" in fact our obligation is just the reverse. The real
problem, then, is raised by Question E.

The

Arguments
A survey

in

Favor of Compensation

of the relevant philosophical literature reveals

that have been offered in favor of compensating
injured subjects. In the case of some oi these arguments, the
subject's consent or lack thereof plays little or :»c role: in the case
of other arguments it plays a large role. In this seciion I will

seven arguments

describe each argument briefly, and then

examine them

in

more

detail.

The argument from beneficence. The costs of compensating
injured subjects are outweighed by the good effects to be
achieved, both for the injured subject and for society. Hence
we ought to compensate.

(1)
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The argument from the moral lone of society. Compensation functions as a cramatic expression of society's concern
for those who have suffered on its behalf, and hence tliould be
(2)

undertaken.

The argument from society's benefi(rWh3n one person acts
way that benefits the group, the group owes the individual
compensation for any resulting harm suffered.
(4) The argument from gratitude. When an individual suffers
harm in order to benefit the group, the group owes a debt of
gratitude that can be repaid by compensating for the harm
(3)

in a

suffered.

The argument from harm

suffered at society's behest.
the behest of society to benefit
society and suffers harm in consequence, society owes that
individual compensation. (Childress) 3
{5}

When an

(6)

individual acts

at

The argument from H.

L.

A. Hart's principle of fairness.

Hart (and other philosophers), when a group conducts a joint enterprise according to rules ar.d thus restricts
their liberty, those who have submitted to these restrictions
when required have a right to a similar submission from those
who have benefitted by their submission. 4 The research subject
has submitted to "restrictions" involved in participation in research, and ?o has suffered; he or she therefore has a right thai
society, which has benefitted thereby, should now acquiesce in
compensating ihe injury.

According

to

The argument from iack of consent to the injury. Even
though the subject signs a consent form stipulating that compensation will not be forthcoming, nonetheless he or she only
genuinely consents to bare participation, not fo the lack of
compensation. Hence when injury occurs, it constitutes on
unconsented-to violation of personal rights, and must be com(7)

pensated. (Englehardt)

4

The Argument from Beneficence. According to the argument from beneficence, there are important good effects to be
secured, and bad effects to be avoided, by compensating injured
research subjects.

concluded
magnitude

If

these effects have sufficient magnitude, it is
an obligation to compensate; if their
is concluded that society would perform a

that society has
is less,

it

supererogaton-- act by compensating.

The good effects to be achieved may accrue either to the injured subject (or his or her family), or to society. Some of the
possible good effects are what we might call materia} while the
1

4

Childress, op.

H.

LA

Hart.

cit..

pp. 24-25.

Are There Natural Rights?

(Belmont, California:
*

Englehardt. op.

cit..

Wadswonh
pp: 30-55.

in

David Lyons,

Publiihing Company.

ed..

Rights

Inix, 1979). p. 21.

26

Compensating

for Ritsearch Injuries:

Appendix B

others are altitudinal. Thus, for example, the injured subject
gains "materially" from provision of medical care and financial
compensation for lost wages. There maybe "attitudinal" benefits
as well, if rompcnsation enables the subject to feel that he or she
has been equitably treated rather than exploited by the research
establishment. Advocates of the argument from beneficence typir-jlly cite, as material gains for society, such effects as the following: elicitation of more volunteers whose participation facilitates
more and better research; encouragement through market mechanisms of a higher level of care for research subjects; reduction
of loss of productivity frcm injured subjects: pursuit of risky but
highly valuable research that would not be morally permissible
without the assurance of compensation; removal of disincentives
among research* -s stemming from possible liability to civil suit in
case of injury to subjects. Attitudinal gains might include the
encouragement of good will towards the medical and research
establishments, and promotion of solidarity between the sick and
tree well.
-

Whether or not these or other effects would actually be produced by e compensation program is an empirical question that
I am not in a posiiion to answer. Three related points need to be
emphasized here, however.
First, whether or not any given good effect is produced depends to large degree on the specific nature of the compensation
program employed. To take an obvious example, a scheme according to which the faciliiy immediately conducting the research has no direct financial responsibility for compensating
injured subjects will have no tendency to encourage such facilities via market mechanisms to employ a higher level of care with
respect to their subjects. But the major point here is that we
cannot speak of the good effects of "compensation" in the abstract, but only the good effects of some concrete program.

Second, it is not enough to show that a particular scheme
would produce certain good effects. It must be shown that the
total effects of the scheme— both good and bad--.:re belter than
the total effects of not compensating. Certain kinds of programs
are likely to give rise to concrete bad effects, and these must be
taken into account. For example, because of the difficulty of
filtering meritorious claims from non-meritorious ones, and the
difficulty of deciding for what classes of injured subjects compensation is morally required, arbitrary distinctions may have to
be drawn in determining who receives compensation and who
does not. This in turn may unavoidably give rise to the appearance of inequity, and resulting- undesirable attitudinal effects
among the subjects and population at large. These sorts o( effects,
as well as positive ones, must be all taken into account.
Third, just as we cannot coherently speak of the effects of
compensating simplicitec, we cannot speak of the effects of not
compensating simpliciter. For there are many different ways of
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and in particular many different ways in
would be used for compensating could
otherwise be used— e.g., to finance mere research, to finance
projects under other federal budgets, or simply left in the taxpayers' pockets. Each of these alternatives would have different
not compensating,

which the funds

that

effects itself.

One problem

the Commission must resolve in this context is
whether the relative benefits of compensating
should be arrived at by comparing a compensation program with
the best alternative non-compensation program, or by comparing
it with the most likely alternative non-compensation program,
which may of course be quite distinct. It may be that the best
possible compensation scheme is worse than the best possible
non-compensalion scheme, but better than the most likely noncompensation scheme. The simplest way out of this dilemma for
an advisory body such is the Commission may be to restrict itself
to providing a description of the net effect of what it regards as
the best compensation scheme, and allow the ultimate decisionmaking body to compare this with whatever alternatives they
that of deciding

regard as live options.

The Argument from the Moral Tone of Society. The argument from the moral tone of society claims that society's choice
to adopt a compensatory program, or not to adopt such a program,
is expressive in a dramatic and concrete way of certain important
moral auituues. For example, ii could be held that adaption of a
compensator/ program expresses society's concern for those in
need of help, gratitude towards ihose who have sacrificed themselves in order to benefit society, appreciation for the sacrifice

involved, solidarity with those

who

suffer

on

society's account,

On the other
hand, failure to compensate might express less admii.ib'e attitudes, for example, willingness to exploit those who for whatever
reason are willing to ran personal r.s'is that benefit society, callousness to those in need of help, or ingratiljde towards those
who have aided society. Public expression of the first class of
attitudes is highly important, the argument claims, because it
«stablishes the context in which members of society choose their
own moral stance towards each other, and in which they evaluate
their own significance in the eyes of others. Thus Rawls. for
example, argues that "... a desirable feature of a conception of
justice is that it should publicly express men's respect for one
5
another. In this way they insure a sense of their own value."
and recognition

of the altruistic quality of their act.

believe this argument, and the phenomenon to which it
is highly important in the choice of w hether compensator,'
programs should be adopted or not. However, it also seems to me
parasitical upon the other arguments, in the sense that it achieves
I

points,

•John Rawls.

A Theory

of Justice (Cambridge. Mass.: Harvard Uni-

versity Press. 1971). p. 179.
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for

no independent standing.

It

is

not important, for example, for

society to express gratitude to injured subjects unless gratitude is
an appropriate response. Whether or not it is an appropriate

response must be independently determintd. Nor can society
express a sense of justice towards its members by compensating
injuries unless justice calls for that compensation. Hence we
must first determine whether or not any of the other arguments
establish an obligation for society to compensate research injuries; if one or more does so, then the good to be achieved by
compensation will be magnified by the fact that, for example,
compensation not only does justice but also expresses justice.

The Argument from

Social Benefit.

The argument from

so-

rehes on the simple principle that if a person acts in
a way that benefits a group, then the group owes the person
compensation for any harm he or she suffered as a result of the
beneficial act. Since the injured research subject has acted in a
way that benefits society by participating in the experiment, it is
inferred that he or she is owed compensation for the injury.
cial benefit

However,

this

simple principle

is

clearly false.

It is

trivial fa

under the principle, and yet are such that we
find no compensation to be morally required. For example, suppose I am an orchestral violinist whose job requires me to practice four hours a day in my home. Unbeknownst to me, the family
downstairs from my apartment enjoys listening to my practice
sprain my wrist while practicing, and must
sessions. One day
miss my orchestra's next few engagements. According to the simfind cases that fall

I

ple principle just articulated, the family downstairs

owes me

compensation for vny lost wages— but clearly this is incorrect. I
neither knew about nor was concerned to benefit them by my
practicing; and they did not listen in with any expectation of
should 1 become disabled. If anything like
be accepted, it must be in a much more
qualified form. The next three arguments we shall consider may
be seen as attempts to formulate a more satisfactory version cf
this simple idea.
having

to foot the bi!i

this principle

is

to

The Argument from

Gratitude. According to this argument,

which one person
another person as a matter of gratitude. Duties of gratitude have three components. For example,
suppose a passer-by rescues a woman from a would-be rapisf by
wrestling with the 3ssaUanl until he gives up and flees. We would
say that the woman owes the passer-by a debt of gratitude, and
in that include the following three elements. (1} There are certain
feelings of appreciation and gratitude towards the passer-by that
would be fitting or appropriate for the woman to experience.
(2) She ought to express these attitudes to him (even if she doesn't
feel them at the moment because she is still too stunned by the
there are certain specifiable circumstances in

(or group)

owes something

incident to respond).
losses or

damage

to his

(3)

to

She owes him compensation for any
interests that he sustained as a result

own
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of helping her. For example, she ought to offer to replace his
eyeglasses if they are broken, repair his torn jacket, and so forth.
(We often feel that it would be appropriate fcr him to turn down

such an

offer of

compensation,

at least if the

damage has been

slight.)

Debts of gratitude have traditionally been held to be some of
the most fundamental, and most stringent, of all moral requirements. Hume for example wrote "Of all the crimes that human
creatures are capable, the most horrid and unnatural is ingrati7
tude, especially when it is committed against parents." Kant
held that ingratitude was one of the vices that are "the essence of
vileness and wickedness,"* Shakespeare has King Lear exclaim
"Ingratitude, thou marble-hearted fiend, more hideous when
thou show st thee in a child than the sea-monster!." ' Hobbes had
gratitude required by a Law of Nature," and Richard Price includes it as one of his six "heads of duty."" In recent years,
however, the obligation of gratitude has figured less jignirlcantly
in moral writings. It may be that this stei.s from too narrow a
focus on the first two elements in the duty, since we now realize
that one can have no obligation, strictly speaking, to experience
certain emotions, and sve also realise that expressions of gratitude can often be fairly trivial performances, such as writing
thank you notes. after social occasions. But these reasons do not
warrant this relative eclipse of the obligation of gratitude, since
the obligation to express gratitude and to compensate one's bonefactor can be stringent, and the performances required by way of

compensation can be far frcm

trivial.

For example, society's obli-

gation to provide medical care for injur.es suffered by volunteers
in the military services is clearly an obligation of gratitude. The
obligation to them differs in source from the obligation to injured
draftees, which i« a matter of justice. Draftees must be repaid for
so to speak, taken from them against their wills, just as
person must be repaid when the government seizes his land
under eminent domain. U'hat we owe military volunteers and
draftees is the same, but the sources of the obligations are

what was.
a

distinct.

To determine whether or not society owes a debt of gratitude
towards injured research subjects, we need a precise account of
7
David Hume. A Treatise of Human Nature, bk. III. pt. I. sec I,
quoted in A. John Simmons. Moral Principles and Polttical Obligations (Princeton. New Jersey- Princeton University Press), p. 164.

•Immanuel

Kant.

Lectures OS Ethics (N'ew York; Harper and Row.

1963). p. 218.

quoted in Simmons.

*

I. iv.

Kl.sc Lear.

quoted

in

loc. cil.

Simmons,

"Thomas

Hobbs. Leviathan, chap.

" Richard

Price.

A Review of the

chap. VII. quoted in Simmons,

loc. cit.

15.

quoted

in

Simmons,

loc. cit.

Principal Questions in Morals.

loc. cit.
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the conditions under which such obligations arise. The best current account of this is provided in an analysis offered by A. John
Simmons in Moral Principles and Political Obligations. 11 Two of
the conditions mentioned by him are crucial to cur question.
may phrase them as follows:

We

7 he benefactor must be motivated by a desire to help
the beneficiary.

[1]

According to this requirement, someone who benefits another by
accident, or unknowingly, or who is moved by other considerations than concern for the beneficiary, is owed nothing. In
particular this is true if the benefactor acts purely out of selfinteresL For example, if my neighbor plants a hedge in his yard
to afford himself privacy from me. then of course I benefit by
gaining privacy from him as well. But since he acted only with his
own interest in mind. I do not owe him a debt of grcjitude. Or
suppose an aspiring politician donates large sums To charitable
organizations in order to improve his record and increase his
chances of election. The starving Biafrans who are his ultimate
beneficiaries owe him nothing. (Of course, they may owe gratitude towards the organization that transmitted the funds: and if
they learn of the politician they might fee/ gratitude, but this
altitude is not called for and may even be inapproriate. since in
effect he is merely using them to achieve his own ends.)
[2)

The beneficiary must

be willing to have

it

not only want the benefit but must
provided by this benefactor.

This condition provides for the

fact that there

are

some persons

whom we

would rather not be beholden, even though that
means foregoing the benefit. If you detest your brother-in-law,
you may prefer to mow your lawn with a hand mower than
accept the loan of his gasoiine-jwwered machine.
to

Clearly, there are many coses in which on injured research
subject can be seen as a benefactor and society as a beneficiary
who meet these conditions (and the other intuitively obvious ones
Simmons formulates). In these cases society owes a debt of grat-

itude to the injured subject and must compensate him or her for
the losses suffered. Moreover it is appropriate for society to express its gratitude for the beneficial acts; and the clearest and
most convincing way it can do this is through the act of compensation itself.

Wilhin the framework established by recognizing society's
debt of gratitude towards injured research subjects, several more
precise questions can be answered. First, we can gain some foothold on the question of how much compensation is owed an
injured subject. It has long been recognized that the content of an
obligation of^gratitudc is often much less clear than the content
of some other sorts of obligations, e.g.. those incurred as a result
of making a promise. In particular, difficult issues are raised
,!

Simmons,

op.

cit.

chap. VII.
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when the benefit to the beneficiary is significantly greater than
the cost or loss to the benefactor of providing that benefit. But
there is general agreement that in such a case the bene f ^ior
ought to be compensated at 'east up to the level of his or her loss.
On this model we can conclude that an injured research subject,
who is owed a debt of gratitude, ought to be compensated for the
medical expenses necessary- to restore health, as well as for outof-pocket financial losses, such as lost wages, and for any pain
and suffering experienced. We should remember, of course, that
this is a prima facie obligation; if contrary considerations militate
against this level of compensation, then

reduce

it

may

be correct

to

it.

we

can determine whether or not compensation is
surviving family in a case where the subject
suffers a mortal injury. Since the survivors themselves did not act
in order to benefit the slate, no debt of gratitude is owed to them.
Nonetheless, assuming that the deceased cared deeply about
them, harm to them ccunts as harm to the deceased as well: it is
one of the evils of death that he or„he wished to a'- oid. Hence the
debt of gratitude owed to the subject includes an obligation to
compensate his or her survivors for any losses they may suffer
through death of the subject.

Second,

owed

to a subject's

Third, according to our account of the conditions under
of gratitude are owed, an injured subject is
only owed compensation 'f he or she acted out of concern for
society in particioaling in the research project. Of course it is
impossible for society to determine reliably in any individual
case whether or not such an altruistic motive was what moved a
given subject to participate. Hence a program cf compensation
can not be rested upon individual determinations. However, it
may be possible within reason to define categories of subjects
who are highly likely to have acted out of altruistic motives, and
categories of subjects who are highly likely not to have acted out
of altruistic motives.' Two of the latter categories would be the
following: (1) subjects who were paid well enough to participate
that such payment would induce a reasonable person tor reasons
of self-interest to undergo both the inconveniences cf participation itself, end the risk of otherwise uncompensated injury;
and (2) participants in so-called therapeutic research— research
from which they can expect benefit for some underlying disad-

which obligations

vantageous condition of their own. such as illness. The presumption would be that persons in these two categories participated
for reasons of self-interest, not primarily from a desire to benefit
society, and hence are owed no compensation by society if they
are injured. At least gratitude does not require compensation.
Other principles may, however. For example, suppose it is
thought that society owes each person, as a matter cf justice, some
mi- 7:.um form of medical aid. Suppose further that indigent
perc'Ji'J suffering from say, cancer, cannot afford treatment them;

selves, but are (only) offered free treatment in a highly expert-
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mental protocol that may have spectacular results but on balance
has less expectation of cure than the current standard form of
treatment. If one of the persons who accepts this form of treatment is injured, it would appear that society owes him or her
compensation as a matter of justice relating '.o the original obligation to provide medical aid.

The

be asked within the framework of an
the most difficult. Suppose prospective
research subjects, who are motivated by altruism. wouJJ agree to
participate in the research without receiving compensation for
any injuries— that is. they would agree in advance to release
society from its obligation to compensate them, if society knows
they are willing to do this, mav it request them to agree to such
a release in advance, and then refuse to compensate them subsequently if they are injured and then want compensation? May
society, in effect, ask for a higher level of gift from its prospective
beneficiaries— an uncompensated sacrifice? This is a difficult
issue. The fact, noted before, that a beneficiary owej nothing to
a benefactor unless the beneficiary was willing to receive a
benefit from that benefactor means that to some degree a prospective beneficiary may pick and choose among its prospective
benefactors. For example, suppose my car has a fiat tire while I
tim driving on the expressway. Two passing motorists offer to
assist me changing the tire. I remark there is some danger they
will get road grease on their clothes, and one say* he's happy to
help me even so. while the other says he'd be pleased to help if
i will be willing to fool any resulting cleaning bill. May I accept
aid only from the former, and not offer to pay for his cleaning bdl
when his clothes nre soiled? It seems as though I may. since I
decepted his help, and he offered it. only on this understanding.
By anlogy, then, it sterns as thotieh society could accept help
only from prospective research subjects who agree not to ask for
compensation if they should be injured.
fourtu question to

obligation of gratitude

is

may be deceptive. It may be that in the fiat tire
can legitimately choose, and then fail to compensate the
helpful motorist, because receiving aid in changing my tire is not
worth the cost to me of paying iiis cleaning bill. I would prefer to
change the tire myself than receive aid and pay the resulting bill.
But what if I would prefer to receive aid and pay the cleaning bill
to receiving no aid all? Then it is not so clear to me that 1 can
legitimati fy fail to offer to pay his bill. Of course if we had made
a straightforward contractual agreement this might be so. But
insofar as his offer is a free gift, my compensating him rr ust be a
free act as well— not one that he can exact from me, as he could
exact performance of a contract or fulfillment of a promise. Since
he lacks control in this direction over my act of compensating, it
appears he lacks control the other direction as well — that is. he
cannot waive his right to compensation, or re/ease me from my
obligation to compensate, since he has no right to it. My obligation is not releasable by him. Hence 1 believe I must still offer
Sut this case

case

I
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compensate him for the damage to his clothes, even though ho
me in advance that he is not interested in being compensated. (Of course, if he continued to refuse compensation alter
the damage has occurred. I canno! force it on him rjonfc!h.:l<:ss.
But I must make a genuine offer.)
Thus it ppears to me that if society would prefer to hive
research subjoins, and then compensate those who are injured, io
having no research subjects at all, then it should offer
compensation— even though some of those subjects would have
been willing in advance to participate without receiving any
compensation. And certainly, even if this conclusion is wrong,
compensation remains society's most effective means of expressing its gratitude towards injured subjecis, and so is obligatory on
this ground alone. Such expression is highly important for maintaining a desirable moral tone within society, and between the
research establishment and those who enable it to conduct its
to

tells

-

i.

work.

The overall conclusion, then, is that in cases where the injured subject has acted out of a desire to benefit society, society
owes him or her compensation for the injury as repa>incT.t of a
debt of gratitude.

The Argument from Harm Suffered at Society'! Behest. In
"Compensating Injured Research Subjects," James ChUdre.cs advocates a principle according to which society has an obligation
cf fairness to ccrr.pcrir.ate 3 person i_r.der the fallowing circum-

stances:

(1)

the person en?3«es in an activity at the behest of

society. [2] the objective Junction of she activity is to b.- i. f.t
society, and (3) the person s injured because of his or her par11

A guiding idea for Childress is the
point that society voluntarily incurs this )bligition through iis
acceptance or encourncement of the individual's participation.
According to this principle, society must vompens-ite injured research victims, since their participation in research is accepted
ticipation in that activity.

and encuuraged bv

society, the research

is

aimed ultimately

at

benefitting society (whatever the private aims of the researcn
subjects might be), and the injured subject has suffered injury

because of
It is

his or her participation.

clear that Childress's principle

is

closely related to the

mat one owes a d°bt

of gratitude to an
injured benefactor. IVotably. Childress's requirement that the
benefactor act at the behest «f society seems to play precisely the
same role as the requirement (un !er the principle of gratitude)
that the beneficiary be willing to accept the benefit from this
benefactor. Thus neither principle implies that society owes compensation to an individual who privately acts to ipprehend a
criminal and suffers injury in the attempt. Society does not encourage such attempts, and refuses them where possible, pre-

principle, just discussed,

"

Childress, op.

cit.
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because they often result in injuries that ars too high a
pay for the criminal's apprehension. The principal

price to

between the two principles is that Childress's prindoes not require, whereas the principle of benevolence
does, that the benefactor must act out of a desire to benefit the
beneficiary. But it is precisely this difference that renders Childress's principle less plausible. For example, suppose society organizes a national lottery, in order to increase public revenues
and undercut illegal numbers rackets. 1 buy a ticket in the lottery
with an eye to making my fortune. Then when my number indeed comes up. I suffer a heart attack from shock. According to
difference
ciple

Childress's principle, society

owes me compensation

for

my

in-

participated in the lottery at society's behest, and the
objective function of the lottery (although not my private aim) is
to benefit society. But according to the principle of gratitude,
jury,

since

I

does not owe me compensation, precisely because my
to enrich myself, not benefit society. I see no intuitive
plausibility to the idea that society owes me compensation in such

society

goal

was

a case. Hence I think we need not accept Childress's principle,
but will do better to explain its appeal as a somewhat distorted,

and therefore incorrect, version of the principle of gratitude.

The Argument from H. L A. Hart's Principle of Fairness.
According to H. L A. Hart (and later John Rawls), when a group
conducts some cooperative enterprise that requires all to make
sacrifices in order to achieve joint benefits, those who have already made these sacrifices have a right that similar sacrifices
should be made in turn by any member of the group who has
accepted the benefits gained by the enterprise." This principle is
intended to articulate why we think the behavior of "free riders"
is unfair— people who profit from the sacrifices of others, but
refuse to do their share in keeping an enterprise going. A classic
case would be someone who keeps his air conditioner set at C8°
while everyone else sets theirs at 78° in order to conserve energy
during an energy crisis. The perscn in question derives the
benefit (in the form of reduced gasoline prices, etc.) of the others'
sacrifice, while himself doing nothing to contribute to the group
effort.

research subjects, the idea would apis a cooperative enterprise involving
society, the investigators, and the research subjects. In a case
where a subject has been injured, he has made a sacrifice that
enables the enterprise to go forward, but society, if it fails to
compensate him, acts as a free rider— it profits from his loss while
failing to carry its full share of the burdens necessary to achieve

As applied

to injured

parently be that research

the ultimate goal.
! do not find the application of this principle to the C3se of
injured research subjects very persuasive. For one thing, the

principle applies most clearly to circumstances

M

Hart. op.

cit.,

and Rawls.

op.

cit.

pp. 111-112.

where an ongoing
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enterprise is already in existence, the sacrifices required from
each person have been settled upon, some have born their burden already, and now someone else tries to v\easel out. But the
question facing the Commission is essentially one of what sort of
enterprise is to be set up— how research programs in the future
should be designed, with compensation or not. Hence the
principle has no clear application in this context. Moreover, it
appears that some research subjects are willing to participate
without compensation for any injuries— i.e., they are willing, so
to speak, to allow society to operate as a free rider on their
sacrifices. As long as the subjects are not coerced into this agreement (which some may be), it is hard To see how the resulting
arrangement can be unjust. For example, suppose the owners of
air conditioners got together and agreed that sufficient energy
would be conserved if ninety per cant of them set their conditioners 78° while the remaining ten per cent set theirs at 72°.
Enough people volunteer for each category. Is there any injustice
to the ones who voluntarily set theirs at 78°? It appears not.
Similarly, it also appears there is no injustice (deriving from
Hart's principle) to research subjects who voluntarily agree to
bear the cost of injuries themselves. Hence Hart's principle gives
us no ground for thinking that compensation is required.

The Argument from LacW of Consent to the Injury. Tristram
Englehardt has argued along the following lines. 13 We have an
obligation not to injure another person unless ho or sh-2 consents
to the injury'. In the case in question, the injured research subject
signed a document giving consent to participation in [lie. research
and to not receiving any compensation in the event of injury. But
despite the appearance created by this fact, the subject has not
given valid consent to the actual injury sustained, since he or she
d'd not have the information necessary to really apprehend its
character or the probability of its occurrence. Hence consent to
the injury (although not to the immediate fact of participation
itself) was uninformed and invalid. Since society injured this

person without his or her consent,

it

must compensate

for the Iosj

insofar as possible.
It is undoubtedly true that many research subjects do not
completely grasp the nature of possible injuries they m;iy sustain,
or fully realize what the probabilities involved signify. Nonetheless there are many other contexts in which we wou'd feci
adequate consent has been given even when the person's
decision-making is handicapped in precisely the same ways. For
example, a person who agrees to undergo surgery for tr.e purpose
of restoring his or her health may tabor under precisely the same
cognitive handicaps despite all efforts to make the decision an
informed one. However, if mishap occurs, we do noi feel that the
surgeon or hospital must compensate the person for his or her
injury unless it is traceable to some fou/l of theirs. The person

11

Englehardt. op. at.
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took a risk, and unfortunately lost, but that does not show thnt the
party who offered that risk must be responsible for the loss. Yet
we tend to feel differently about an injured resp*sJn subject—
there is far more plausibility to the claim that he or she is owed

compensation. Why should we read -differently, even though the
consent in the two cases was equally poorly informed? One possible explanation is that the level of information required for
valid consent is higher when the act is altruistic than when it is
self-interested. But why this should be is wholly mysterious. Another explanation is that the obligation to compensate in the
research injury case derives from anotherpource altogether, e.g..
-a debl of gratitude to the injured subject, if this, is the explana/ion,
the alleged failure to obtain valid consent plays no role at all in
our obligation. Indeed, this seems to me the proper conclusion.
Englehardt's argument, then, can be rejected.

Practical

Concerns

In the fourth section we examined seven arguments that
have been put forward in favor of compensating injured research

Of those, only three were found to have merit: the
argument from beneficence, the argument from the moral tone of
society, and the argument from gratitude. The argument from
gratitude was found to clearly imply an obligation to compensate
injuries among certain categories of subjects: the argument from
the moral tone of society was found to imply 'his whenever an
underlying moral principle (such as gratitude) independently
implies compensation is required; and the argument from
beneficence was found apt, but its actual implications for
compensafion await determination of relevant empirical facis
concerning willingness of non-compensated subjects to volunsubjects.

teer, etc.

In view of these conclusions, we are now in a position to
answer three more practically oriented questions. (A) In determining whether or not to compensate injured subjects, is if morally legitimate to take into account such factors as the likelihood
of abuses arising under a compensation program? (B) If it is
decided that injuries ought to be compensated, is it morally legitimate to phase in a compensatory program, or initially operate a
pilot program in order to develop a data base that would facilitate
implementation of a wide-scale program? (C) If it is decided to
compensate future injuries, is there a retroactive obligation to
compensate past injuries? I will answer these questions solely by
reference to obligations arising from the principle of gTatilude.
Let as first look at question (A). The types of compensatory
programs under review by the Commission are open to certain
sorts of problems. For example, such a program might be modeled after existing workers' compensation programs, but these
programs have particular difficulties in handling claims involving illnesses rather than accidental injuries and in claims involving pre-existing conditions; they have ? poor record of weeding
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out non-meritorious claims; and their high level of payment encourages the lodging of spurious claims. In effect such a program
might amount to a high-level national health insurance scheme
for research subjects. Any program will have difficulties along
these lines, especially since the principle of gratitude implies that
subjects should be compensated for types of subjective injuries
and distress tnat are difficult to prove or disprove. The issue,
then, is whether or not a program's vulnerability to this sort of
abuse can legitimately be taken into account in deciding whether
to implement it rather than some alternative program, or whether
to implement any program at all.

We

have a tendency

to be idealistic about questions of this
temptation is to say. if society has such-and-such an
obligation, then i? must be fulfilled, even though society must pay

sort.

The

dearly in order to do so. But this attitude is too simple. To see this,
let us look ~» an analogous case in which a person has an obligation of gratitude. Suppose a passing motorist helps push my
stalled car out of a heavy snow drift, and then, seeing I appear to
be wealthy, claims he got car grease on his coat in the process. If
his claim is true, then as a matter of gratitude I should offer to pay
to have the coat cleaned. But suppose I have substantial reason
to think his coat was already soiled when he offered to assist me.
And suppose in addition (despite appearances) I have little
money to spare, so that if 1 pay his cleaning bill, I must defer for
another month purchase of my son's badly-needed glasses. If
there were no conflicting obligation in this case, we might well
say that I should pay the motorist's cleaning bill, even though
there is only a probability that I have 2 genuine obligation to do
this. But in the actual case I must buiance the probability of this
obligation to the motorist against the certainty of an obligation to
my son, when I cannot fulfill both. And it seems as though the
balance may be struck against the motor::;— by refusing to pay
his bill, or refusing to pay the whole of his bill— if the obligation
to him seems less stringent than that to my son. or if the proba-

an obligation

bility of

to

him seems low enough.

The

case ef compensating injured research subjects is similar. Perhaps a certain program would fulfill society's actual obligations to legitimately injured subjects belter than any other
at the same time it would involve spending
public funds for payments to individuals who have no legitimate
claim to compensation— persons whose alleged injuries are nonexistent, or whose injuries were not caused by their participation
in the research program. If society implements this compensator/
program, it will fulfill its obligations of gratitude, but at the same
time it will be prevented from fulfilling other obligations that

program could du. But

could be discharged by funds that under this program will "compensate" spurious claims. On the other hand, there is available
an alternative compensatory program (e.g., one that disallows
claims for pain and suffering) that would involve many fewer
payments to spurious claimants, but would also involve failure to
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pay roine injured subjects to whom society is genuinely under an
obligation of gratitude. But because this alternative program
would be less expensive, it would allow society to discharge some
of its competing obligations in other arenas. In such a situation,
the possible spurious obligations of gratitude and the competing
obligations must be weighed against each other, and it seems
clear that it will sometimes be right lo strike the balance in favor
of the less permissive, and therefore less expensive, compensatory program. In short, when society is under several competing obligations, it may— and indeed must— lake the probability of
abuses into account in deciding which compensatory program to
implement. In an extreme situation it may tum out that vulnerability to abuse dictates refusal to implement any program at all.
since chances are that society can discharge more and weightier
obligations by turning its attention to another sphere altogether.
Precisely the same reasoning may support a phased-in program, or the initial use of a pilot program. Because public funds
have important possible alternative uses, it is mandatory to use

them as efficiently as possible. Where no data exist to establish
what the most efficient use in a given area is. it is permissible to
first

establish the most efficient way to fulfill social obligations in
before attempting to actually fulfill them by some hit-or-

that area

miss procedure.

A

slower

start

may mean

that

some

social obli-

gations in that area will never be fulfilled, but it will also mean
that competing obligations elsewhere can be fulfilled in the
meantime, and that as little money as possible will ultimately be
activities. Hence the answer to queswell be morally legitimate to phase in a
compensatory program, or to initially operate a pilot program
before attempting to establish a nationwide program.

wasted on non-obligatory
tion (D)

is

that

it

may

Question (C) must be handled differently. Suppose it is decided (let us assume: correctly), to compensate future injuries to
research subjects. Is society then under an obligation to compensate retroactively as well— i.e., to compensate those injuries that
occurred before the compensatory program was adopted? The
principle of gratitude straightforwardly implies that the answer
to this question is yes: mere passage of time does not destroy a
debt of gratitude. However, society's obligation to compensate
the subjects who signed consent forms stipulating there would be
no compensation in the event of injury may be somewhat diminished. These subjects formed no expectation of such compensation, placed no reliance on it, and may feel no injustice at not
receiving it. I argued previously that their signing such a form
cannot be interpreted as releasing society from its obligation, as
they might release society from a promise. Nevertheless, because
of their understanding of the situation, compensation may be less
important in their lives than it would be had they not signed such
forms, and so it may be true that the resources necessary to
compensate them could properly be used to fulfill stringent obligations elsewhere. At least this may be true for subjects who
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sustained only minor or moderate injuries; for those who were
severely harmed, or those whose injuries have not abated, compensation probably retains enough importance that ti"; uc!t-_
gation :»irvives.

Conclusion
In this peper I have examined the arguments that might be
offered in favor of compensating injured research subjects. After
some initial clarification of the relevant normative concepts,
seven arguments were scrutinized. Of these, oniy three proved
acceptable: the argument from beneficence, the argument from
the moral tcr.e of society, ar.d the argument from gratitude. Since
the implications of the first of these depend on empirical judgments that I am not in a position to make, and the impact of the

second depends en independent establishment of some underlying argument, the conclusion of this paper is that the primary
source of an obligation to compensate injured researt.ii subjects
is an obligation cf gra'itiide on the part of society to compensate
those who have ac'ed in order to benefit society and suffered
thereby. Met ?1! research subjects fail into this category; for example injured subjects of so-called therapeutic research do net.
In the last section

I

have explored the implications of

this obli-

gation in light of the practical difficulties involved in implementing a compensation program. I have argued that such difficulties
may legitimately be taken into account, both in choosing which

program, if any. to implement, and in deciding whether
any compensatory program at al'.

rn en t
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Introduction

1

'

Is there an ethical justification for compensating researchrelated injuries even if the subjects agree to participate in the

research knowing such compensation is no; available? Further,
what sorts of things, hi general, should be compensated /or?
Should cniy injuries be compensated for? In particular, should
subjects
: compensated for pain, embarrassment and mental
1

distress c

.

l^cd by research they agree to participate

in.'

question. Imagine that subjects are
wanted for a certain experiment. Candidates are interviewee.
They are told, and made to understand and appreciate, what the
I

bej

.1

with the

first

When the chances o; injury are very small, people tend
think that the injury will not happen. Candidates for th'3 experiment are disabused of that error. They arc made to understand that, however small the chances of injury are, it could
happen. Moreover, they are warned that there is overwhelming
evidence that there will be no money for compensation for injuries caused by the experiment. They critically examine the
evidence themselves and come to agree and believe that there
will indeed be no money for componsaiion for research-related
injuries. The sponsors of the experiment have the same evidence
and sincerely have the same belief. No one is duped or confused.
Now suppose that some person, say S, agrees to participate, ai.i
that, as luck would have it. though no one nets maliciously or
negligently, that the experiment causes S injuries that S was
warned the experiment could cause. The question is whether
there are good reasons for compensating S. If there are, the
risks are.

to
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sponsors of the experiment may have to try to find funds for this
purpose even if they sincerely believed, on the best evidence,
that such funds would not be available.

What reasons could there be for compensating S? The most
compelling is lhaf S has a right to compensation. It may be that
persons who participate in research for the general pood have a
right to be compensated for the Lnjur.es they suffer as a result of
the research. On the other hand it may be that persons who
participate in research believing that

compensation

is

not avail-

able tacitly waive that right. But before that question can be
tackled it must be established that research subjects have rights
to compensation for research-related injuries. Perhaps they do
not. Perhaps they have rights to compensation for researchrelated injuries only if they agree to participate on the condition
that they be compensated if thev suffer research-related injuries
If so. subjects who agree to participate in research knowing or
believing compensation for research-related injuries is unavailable would not have rights tc compensation. A person cannot consistently agree to participate in research on the condition
that he be compensated for research-related injuries if he believes he cannot be compensated for such injuries. However,
even if research-subjects do no; have rights ;o uonipe'.isation for
research-related injuries, it Joes not follow that there are no
reasons for compensating them for such injuries. There may be
reasons !o do something for somebody other than that he has a
rig"!

!

°

i:

-

These preliminary problems indicate that before the problem posed can be solved we must settle the problem of the nature
of compensation. This is the task of the section, which fellows.
There lake up the intuitively most compel lini; case for saying
that compensation is due. This is the Cuse wnere one person
harms another in the process of transgressing against his riuhts.
This is not the kind of case that arises where subjects are injured
1

research they agree to participate in. but is useful to explore as
the clearest situation where the injured has rights to compenstion. !n the next section I consider the case for saying that subjects of research have rights to compensation for research-related
injuries, in the final section
return to the question of what the
in

I

consequences of any agreements they make

The Nature

of

Compensation

Not even' case
them.

are.

is a case of compensating
genuine case of compensation there is

of helping others

Whenever there

is

a

and there are cases where a party
has moral reasons to help though not a duty to do so. Consider,
for example, a motorist with a flat tire t-t within easy reach of
garages and telephones. Stopping to help may be a nice thing to
do and this may be a reason for stopping to help, but the passersby to whom the motorist is a stranger have no duty to do so.
also a party with a duly to help,

A3

Consent and Compensation

But even when we have a duty to help, fulfilling that duty
not be a case of compensation. For example, we have a duty
lo help the severely injured, bat thai duty is a duty- of 'iar'ily not
e duty cf compensation. Further, the duty to compensate requires
more of us than the duty to act charitably. 'To ac charitably we
need only relieve suffering, but to compensate we must make the
injured person, in some sense, "whole again."

may

We have z duty to help the injured that is quite different
from the duty cf chanty when we ourselves have inflicted the
injury on the other ar.d have done so in the act of transgressing
against his rights. Further, the duty here is not only to help. It is
a duty to enable the vic'im to make himself whole again. Here at
last we have a case where we can properly speak of a duty to
compensate. If X has a right that his body not be interfered with
ar.d Y deliberately throws acid in X's eyes and blinds him. Y has
a stringent duty to compensate X. that is. he has a stringent duty
to make X whole again. What further distinguishes this case 5rom
that of charity is that X here has a right to exact Y*s compliance
wila his duty, cr in short has a right to compensation from Y. !n
ihia case, X~s right to compensation fellows from the fad that Y
injured him in the act of transgressing aaair.s! his rights. To ray
that X has a right to something is to say that he ought to be secure
from others interference :n his possession and enjoyment of it.
At a minimum thus means thai miners should be deterred from
if they are not. and their interference damrhht to. tna; X has a right that they repair the
damage. Having rights would be a vuin and empty tning were this

interfering,

ages what

and

X

huS

that
a

not the cdse.

Rut does compensation require that we bring the injured
person back to hs former position the position he occupied
before he was injured, nr does it require that we brin^hirr. to the
position he would have come fa had he never been injured.
These positions r.er'd not be the same. At the point that a person
,

harmed

may have

beer, on the rise. If so. the
had he not been harmed is better
than his position before he was injured, that is. his "former"
is

position he

his fortunes

would have come

to

position.
If

we assume

as a

premise

that a

person

who

has

a right to

some-thing has a right to whatever he derives from it. then a
person who has a right to something ought to be assured net only
of possessing and jnjoyihg it. but also of possessing and enjoying
whatever he derives from it, H 30. a person whose righis are
transgressed against has a ris?ht no! only that his injures be repaired but also that he receive whatever he would have ccme to
enjoy had his rights nci been transgressed against, and compensauon would require not only that we bring the injured person
back to his former position, but to the position he would have

come

to

had he

not

been injured.

But. taken as a blanket claim, the premise that a person who
has a right to something has a right to whatever he derives from
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dexterity, but

derive from using

I

do not

other
people's wallets. At best, if I have a right to something I have aright to the profits I Jegitj'mateiy derive from it. But Marxists
believe that no one has a right to the profits his talents bring, and
they would maintain *hat this is the case even if they allow, as
they would be wise to allow, that everyone has a right to his
I

it

to steal

talents in the sense that b a ought to

be secure from others' interference in his possession and enjoyment of them. I shall not
consider whether the Marxists are right on this. For the sake of
argument I shall assume thai there are at least some cases where
we have rights to profits we legitimately derive from things we

have rights

to.

compensate a person for transgressions against such
restore to him whatever profits he would otherwise have acquired. If I steal money from a person who was on
the point of investing it in a venture which would have made him
SX, I do not compensate him until I give him SX. If I cripple a
basketball player who earns Si, 000.000 a year, I do not compenIf so. to

rights

sate

we must

him

until

I

give

him the money my

action cost him.

I have pursued the line which emphasizes compenconcerned primarily with making up for financial loss.
But compensation is concerned with more than financial losses.
Apart from compensation for financial loss an injured person
must be compensated for any deterioration in the quality of his
life. This indeed is the basic justification for compensating per-

So

far

sation as

sons for financial losses. Thus a man who loses his sight or the use
of his limbs is not adequately compensated by being assured of
the salaries he would have receive had he not been injured.
Compensation requires something more fundamental. But how
should we think of it? One author writes that compensation re2
quires that we make the injured party "whole again". This is
suggestive but obviously imprecise. What does it mean, for example, to make someone "whole again"? Taken in one ordinary
sense, if compensating a person meant making her whole, loo
many injuries would be incompensable. If a person has lost a leg.
for example, how do you make her "whole again"? An acceptable definition of compensation need not make even' loss compensable, but it must not make losses seem incompensable which
we know are compensable.

Robert Nozick presents

a definition of

compensation which

avoid this difficulty. According to Nozick, "Something fully compensates a person for a loss if it makes him no
worse off than he otherwise would have been; it compensatesperson X for person Y's action A if X is no worse off '.reiving it,
Y having done A, than X would have been without rt .living it if
only appears

2

to

James F. Childress. Compensating Injured Research Subjects: 1. The
Moral Argument. Hastings Center Report. DecemNer 1978. p. 22.
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Y had not done A." ' This seems to avoid the looseness of thinking
of compensation rs a "making whole."
cannot yet make a
person who has lost a leg "whole" again, but it seems that we can
often bring him to a position where he is. everything considered,

We

no worse off than he would be with the leg. But without further
expbnation this really doesn't work. Just as we often cannot
make a person "whole again", it seems that we often cannot make
him "no worse off." For example, if a person lives to experience
the beauty in visible things, and loses his sight, how can we
possibly make him no worse off than he was before his injury?
Even a very large amount of money will not do it. Yet we know
that such losses are often compensable.

The

qualify of a person's life depends on the nature of his
and how successfully he pursues them. But what exactly
are interests? Sometimes an interest is defined as "anything
which is the object of human desire." But this is both too broad
and too narrow. It is too broad because there are some things
some people desire that may not be in their interests, for example, cigarettes. And it is too narrow because there are some things
that some people do not desire that may bo in their interests, for
example, nutritious food. But even if interests ate no*, simply
objects of desire, it may seem that they are still related and
subservient to objects of desire. Thus, though X may not be
interests

Mary desires it may seem that X is in her
serves to make it more likely that she will get
more of the things she deeply desires, and similarly though Y may
be among the things Mary does desire, it may seem that it is not
in her interest only if it serves to make it less likely that she will
get more of the things she deeply desires. The trouble with this is
that it makes it seem as if children cannot be as seriously harmed
as adults. If our interests serve our deepest and most fixed desires, and if the desires of the young are unformed and impermanent, then it would seem that they have few or no interests,
and hence, since harm is the invasion oi an interest, that either
children cannot be harmed or that they cannot be as deeply
harmed as adults. And that is outrageous.
among

the things

interest only

if it

Interests are related, not only to actual desires, but also to
possible desires. Though X may not help Mary to get more of the
things that she deeply desires— if for no other reason than that
Mary is still too young to have deep desires— X may yet be in her
interest if it helps her to acquire desires for noble and challenging goals, and if it gives her the character and skill to be
happy in the pursuit of these goals. Thus children have an interest in a good education, and are harmed if they do not get one.

Like adults' interests, children's interests vary. All children
interest in a good education, but what amounts to a good
education will be different for different children. It depends on

have an

'

Robert Nozick. Anarchy. State,

and Utopia.

Basic Books. 1974, p. 57.
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their proclivities and talents. But it may seem that adults' interests
vary in a more radical way than children's interests. For whereas
a child's interests serve to help him acquire worthy Jesires. it
seems that an adult's interests simply servejo help him satisfy the
desires he does ha.e, be they worthy op "Unworthy. Consider, for
example, a deep and fixed desire to count the blades of grass on
a plot of land. If an adult had such a desire whatever helped him
to satisfy it might be said to be in his interest Yet, we would be
reluctant to allow that whatever helps, a child to acquire such a

desire would be in his interest.
If a person's interests depend on what he is capable of. and
harms are invasions of interests, then the ways in which we can
harm a person depend on what he is capable of. Thus we harm
a woman with an aptitude and liking for mathematics by locking
her out of the mathematics library, but we do not similarly harm
a mathematical dunce by locking him out of the mathematical
library, though of course we similarly transgress on his freedom.
Now given that an adult's desires are relatively fixed, typically
the be.c t life he is capable of is simply the life in which he pursues
and satisfies the desires he does have, however trivial they may
be. He may have intellectual, artistic orathletic talents such that,
if he had different desires he would live a better and fuller life.

But given the person he is, he may be. incapable of living such a
his interests are whatever serves his admittedly trivial
desires, and we harm him by invading these interests, not by
invading the interests he might have had, had he acquired worthier desires commensurate with his talents.
life. If so,

With children it is very different. Given that their desires are
and their characters unformed, they are generally capable of acquiring the desires that would enable them to
live livas worthy of their talents. Hence, their interests are whatever serves their acquisition of such desires, and we harm them
relatively unfixed

by invading those interests.
The contrast between children and

adults

is.

of course, over-

drawn. Children are not completely malleable. Further, it is crucial for my analysis of compensation that adults can and do
change. Sometimes, perhaps faced with a crisis, adults jettison
their old desires, form new ones and make a fresh start. Thus it
is possible for adults to change their interests by changing their
desires.

This shows how it is possible to compensate a person for
serious physical injuries, like the loss of sight, which detract from
the quality of his life. The assumption that compensation for such
injuries is well nigh impossible depends on the assumption that
after the injury th* person retains the very desires and interests
he had before the injury. If all the rest of my desires are nothing
compared to my desire to walch the sunset, and I lose my eyes,
hardly anything anyone can do will bring me to the level of
well-being I would heve enjoyed had I not been injured, if my
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desires remain as they were. But if my desires change, if I can
disengage myself from desires I cannot satisfy and replace them
with desires I can satisfy, perhaps I can be brought to the level of
well-being I would have enjoyed had 1 not been injured. It will
depend on whether my new desires are as worthy as my old
desires. If ihey are. then in a sense. 1 have lost nothing and am
indeed whole again.

Nozick mentions that an injured person can minimize his
losses by rearranging his activities to limit his losses. But clearly
this will, at best "limit losses," especially where the injury is the
permanent loss of the ability to satisfy a dominant desire, and will

make

no worse off than he would be had he not
more radical procedure is necessary.
The injured person must make himself like a child again so that
he can reeducate himself to have a new set of desires.
not

been

the person

injured. For that, a

This suggests a new way of looking at compensation. We
cannot compensate a person for an injury by making him no
worse off than he would have been had he not suffered the
injury. We compensate him by making it possible for him to make
himself no worse off than he would have been had he not been
injured. Sometimes what he must do is relatively easy, but sometimes it is difficult. If a marathon runner losses his legs, we can
compensate him by giving him the opportunity to make himself
no worse off than he was before his injury. Perhaps we could do
this by giving him a million dollars. However, if he is iO be no
worse off than he was. he cannot simply accept the money and
become a playboy or wallow in self-pity. He must use it to reeducate himself to have desires he has a reasonable chance of
satisfying and which are as worthy as the one he had before his
injury.

However, the problem of compensation

in

such cases

is

even

more complex than I have indicated. Just as compensation may
require that we bring a person to the financial level he would
have attained had he not been harmed, it may require that we
bring him tn the overall level of functioning he would have
attained had he not been harmed. Thus may not be the level he
was at when he was harmed. His powers may have been developing. If an injury for a long time interrupts the development of
a chiid's ability to speak, he is not compensated if. as an adult, he
b brought to the point where he can only speak as a child. Thus
land of case is less problematic than the case for compensation
for losses of financial profit. For though it is controversial that we
have rights to the profits we can derive from what we have a right
to. it is not controversial that wo have rights to the development
of our faculties. Except in the case of projecting the normal development of children's faculties, however, it is probably usually
more difficult to tell how a person's faculties would develop were
be not har.ned than it is to tell how his financial level would
develop were he not harmed.
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may seem

C

major difficulty in the view that compenbring a person to the level he would have
reached had he not been injured— ?nJ not merely to the level hewas at when he was injured— is that the level he would have
reached had he not been injured may be Jo*ver than (he level he
was at when he was injured. His fortunes c* the time of injury
could have been falling instead of rising. Suppose, for example,
that X wrongfully or negligently injures / and causes him to lc^e
It

that a

sation requires that

we

it is discovered that Y would have lost hii sight
be owed any compensation? This can be given a
further twist Suppose that the injury causes { to lose his s;ght in

his sight, but

anyway,

one eye.

Is

but as a direct result of the injury, his

sight in both eyes

is

impending

loss of

discovered and arrested. C'early ne

he was benefitted.

was

compensating
him requires that we bring him \-j the level he would have
reached had he never been injured, it seem? that we must blind

injured, bat equally, clearly

his remaining eye. But this

is

If

outrageous.

have argued that if X transgresses against Y's ripht to V and
this prevents Y from having or being
to which he also has right,
then Y's compense'ion must include his having or being
(or an
I

W

equivalent). But this

is

W

loose. Despite careless statements to the

it is not the case that others must see to it that a person
must have or be everything that he has a right to have or be. He
must fi-st claiir it. This shows the way out of the above d'fficulty.
If as a result of X's injury to Y. Y's impending bi.ndness is discovered and arrested, it is true that X has prevented Y from being
blind. Bui though Y has a right to be blind Issuing aside standing
responsibilities, he is morally free to blindness if he so chooses)
it is unlikely that he would claim that condition.

contrary

But what

if

juries but pains,

the harrr.j are neither financial losses, nor in-

mental distress or cmbnrrassmcnt.

sating a person for a

harm

is

to

If

compenwould

bring him to the position he

have occupied but for the harm, then if X comes to suffer pain it
may seem that he is compensated for thot harm when he is freed
from the pain. The proposal is no! that this would compenrate
him for all the harms he miyht have suffered. If the p^in .vas
caused by an injury, for example a broken head, and that injury
caused him Enanci.il losses, then to be fully compensated, he
must be compensated for these two additional harms. But it
seems that he is compensated for the pain as soon as he is freed
of

it.

same position as X
freed of P is an X .vho
has experienced P. and the experience of P places him in a different position than he would be had he not experienced P. The
objection is not merely that X's memories of P put him in a
different position than if he had no memories of P. If that were
the objection it could be met by stipulating that compensating X
for the pain of P include freeing X from the memories of P. This
would be practically, but not conceptually difficult Neither is the
Out

X

freed of pain

would be had he

P

is

not quite in the

not experienced P. for

X
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objection that either Xs memories or experiences of P are dysfunctional. This is. of course, possible. Pain may cause neurosis
which persists after the pain is gone, the bare memory of pain
may be debilitating, and a person may be unable to stop dwelling
on and resenting the pain he suffered and this may be both
dysfunctional and a cause of further dysfunction. If these harms
caused by either the memory or the experience of pain persist
after a person is freed of pain, then he is not in the position he
would be had he not experienced the pain, and they must be
compensated for in the manner already indicated. The objection
is that even after this compensation is made, the person is nut
where he would otherwise be because he now has the experience 0/ a pain he would not otherw se have. But, finally, the
objection is not that compensation requires that we make a
harmed person's experiences what they would be had he not
been harmed. This would make all compensation impossible—
for finanacial loss, injury or pain— because it would require that
we change the past and, of course, that is impossible. The objection is rather that the balance of a person's satisfying experiences
should be what they would be were it not for the wrongful harm
and merely freeing a person of pain does not do this.
:

The balance

be
were not transgressed on because
a person has a right that others not inflict pain on him by transgressing against his rights. Thus persons have rights to be comof a person's satisfying experiences should

what they would be

if

his rights

pensated for pains wrongfully

inflicted. If this szvrr.s ieveTe.

consider the following possibility: X injures Y when Y W3S a child
of five. As a result Y remains an invalid until she is 79 years eld
when a cure is found. Surely she is not compensated by being
given the powers of an average 70 year old woman. Her life has
been diminished and, as far as possible, she must be helped to
make up for the loss. Nothing can give her back the lost years, bu;
something may be able to be done to make the years she has left
more enjoyable than the average. This would partially make up
for her losses.

The

Effect of

Consent

So far the case for saying that X has a right to compensation
harm derived from the fact that the harm occurred in the
process of a violation of X ? righto. Though this is the most intuitivtly compelling kind of case where rights of cor.; jensation
arise, it is not apparently the case where rights of compensation
for a

arise for subjects of medical oxpei.ments. In that case, tiiere

We

is

no

transgression against the subjects' rights.
all have rights ihat
our bodies not be experimented on. but if ws cgree to participate
in medical experiments these rights are not transgressed against.
If subjects of a medical experiment had not agreed to participate
in it. as for example in the notorious Tuskcgee Syphilis study, or
if they agree to participate but are kept ignorant of ihe risks of the
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experiment then their rights are transgressed against, and the
case for compensating them is exactly the same as the case for
compensating people who are harmed when their rights are
violated— for example, people who are assaulted or robbed. The
question now is whether X has a right to compensation for a
harm, or perhaps deserves compensation for a harm, when that
harm did not occur in the process of a violation of his rights. This
question would arise if X were harmed by an experiment he
agreed to participate in knowing what the risks of harm were.

Of course

X would have a

right to compensation if he agreed
experiment only on the condition that he be
compensated for any harms he suffered as a result of the experiment. But it does not follow that X fails to have a right to compensation if he agrees to participate in the experiment, but fails to
stipulate that he participates only on the condition that he be
compensated for any harms he suffers as a result of the experiment. Rights to compensation for harms may be generated
in other ways than by extracting an agreement that harms be
compensated.
.

to participate in the

The most appealing possibility is that a person has a right to
be compensated for harms he suffers as a result of an experiment
because this is only {air. The importance of fairness as a moral
principle has been stressed in recent times by H. L. A. Hart and
John Rawls. In particular they propose it as a way that special
rignts are generated other than by consents, promises and agreements. It is of particular concern to this essay because if considerations of fairness can give X a right to
from Y— without Y
having promised or agreed to turn
over to X— then X may have
a right to compensation for harms suffered as a result of an
experiment he agreed to participate in. even if he did not extract
a promise from those responsible for the conduct of the experiment that he be compensated. It depends on whether such com-

W

pensation

W

is fair.

and Rawls may be suma "mutually beneficial scheme of
social cooperation," then "a person who has accepted the
benefits of the scheme is bound by a duty of fair play to do his
part and not to take advantage of the free benefits by not cooper4
ating." Rawls and Hnrt meant this principle to be used to justify
such arrangements as taxation and national defense. Those who
pay taxes have rights that others pay taxes if these others accept
the benefits of taxation: those who go to war to defend their
country have rights that others do their part because they benefit
from the country's defense. In neither case is it necessary that
anyone promised to do anything. Similarly, it seems, the subjects
of medical research have rights to compensation from society for

The

principle of fair play of Hart

marized as follows:

If

there

is

*John Rawls, Legal Ob/igotion and Ihe Duty of Fair Play. Law and
PHILOSOPHY edited by Sidney Hook, New York: New York University
Press, 19M. pp. 9-10.
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the harms they suffer as a result of the research because society
benefits from the enterprise of medical research.

But this was really too quick. Several problems must be
resolved. First there is the question of the fajr distribution of the
benefits of medical research. If research is'conducted primarily
disorders, then fairness would not give men a right to
expect women to contribute to the research. Or if the discoveries
of research are so costly to implement that only the rich benefit
from it. then it would not be fair that the rich have a right that the
poor contribute. Similarly, if information about the benefits of
research is so poorly disseminated that only the well educated
slandto benefit from research it would not be fair that they have
a right that the poorly educated contribute.

on male

But even

if all

search, whether

significant classes stand to benefit
is

it

fair for

some

to

have

from re-

rights that others

contribute depends on whether these others accept, receive, or
pay for the benefits. If X objects to a particular kind of research
but cannot avoid receiving its benefits— perhaps because the
benefit is some kind of treatment to the water supply— it is not
clear that it is fair that others have a right that he contribute to
that research. X must, in some significant sense, accept the

example, he must receive the benefits when he could
without inconvenience refuse them, or even more clearly, he
must go out of his way to enjoy the benefits.
benefits, for

Further,

intending to

have

if

the sponsors of the research are businessmen
a profit on the research, it is not fair that they

make

rights that others "bail

The most popular defense
businessmen take

them out" when

of profits

is

their ventures

fail.

that they are fair becatise

businessmen have no right to be
For then they would not be taking any
risks, and the justification (or their profits would disappear. Thus,
Chrysler Corporation may have benefitted society, but it had no
right to governmental support when it failed, even if government
was wise to extend it such support.
bailed out

when

risks. If so,

they

fail.

may seem

so, not because Chrysler Corporation makes
shareholders, but because we, the rest of the society,
did not agree to sponsor Chrysler. This would make the principle
of fairness collapse into the principle of agreement or consent—
we are bound in fairner s to help others, not because we accepted
benefits from their sacrifices, but because we agreed, tacitly or

This

profits for

its

I fear this would imply that society has no
compensate research-relate J injuries because
though many or most people benefit from medical research, it
seems strained to insist that they agree, even tacitly, to such
research. So I tend to think that the principle of fairness does not
collapse into the principle of consent and that if we accept the
benefits of others' sacrifice, it is fair that they have rights to our

explicitly, to help.

obligation to help

help when it is needed. The principle of fairness seen as independent of the principle of consent does not commit us to "bail
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out" every harebrained scheme for the general welfare that fails.
For it does not say that the bare benevolent intentions of the
sponsors of an enterprise entitle them to help. If the enterprise
produces no general benefits, others cannot be bound by fairness
to help the sponsors of the enterprise.

So

have argued

if fairness dictates that society
subjects of research who suffer
research-related injuries such research must not be for profit and
its benefits must be widely accessible. But other problems re-

far

I

provide compensation

.

that

for

It may be objected, for example, that the claim that the
subjects of medical research have rights to compensation from
society for research-related harms begs the question. Let us ac-

main.

cept that everyone who is ready to accept benefits from medical
research must shoulder a fair share of the costs of that research.
But what ore the rests of medical research? The claim in question
assumes that these costs include the cost of compensating subjects for research-related harms. But isn't this the very question
at issue?

who

are poor or altruistic, or just bored or selfmay volunteer for medical research for
nothing or for only a nominal fee. If so. the financial costs of
medical research will be relatively small. Surely, however, the
total costs of medical research would not merely be the nominal
fees for subjects plus the salaries for researchers and the costs of
materials and equipment. This would ignore the most important
costs of all. viz., the injuries and harms to the subjects. The loss
of sight or of health as the result of an experiment is a cost of that
experiment. Subjects of experiments should not have to bear
these costs alone. Fairness dictates that they have rights that the

People

destructive or foolish,

beneficiaries

compensate them.

may be

objected that if the subjects of an experiment agree
they have no right to compensation. This must be
suitably qualified before the difficult cases can be considered.
First, the subjects must know what the risks of the experiment
are, and if the risks are not known, must know this. Second, they
must not have agreed to participate only on the condition that
they be compensated if they are harmed. For if so, they do have
rights to compensation even if they agreed to participate knowing
the risks. Third, the subjects must have a realistic choice whether
to participate or not. A parent with hungry children does not have
a realistic choice to participate if he is offered money to do so.
even if he knows the risks. These qualifications leave us with the
following case: A person X is faced with the choice whether or
not to participate in an experiment which promises substantial
benefits to all segments of society. X knows and understands the
risks but chooses to participate though he has many other attractive things he can realistically do. X is harmed as a result of the
experiment. Should he be compensated if he did not agree to
participate on the condition that he be compensated if he were
injured?
It

to participate
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must be distinguished. X agrees to parhe can get; X agrees to
participate for a nominal fee; X agrees to participate because ho
knows he has a medical problem the research may help find a
cure for. Take the first case. X knows he has a rare kind of blood
which makes him the only one in the world who is a fit subject
for the experiment. Moreover, he knows that the research could
benefit millions who now lie in misery awaiting death. Finaliy he
knows thai though the injury the experiment can cause is substantial, (bechances of his being injured are infinitesimal. Let us
suppose that armed with this knowledge X now insists on an
extremely large fee to be a subject of the experiment, even 'nsisting that the sick who hope to benefit contribute extra amounts.
If he is accepted as a subject of the experiment and unluckily for
him, suffers injury, I think it is clear thai fairness gives him no
rights of compensation. He is like a gambler who plays for great
stakes and loses a bundle. U it is fair that he gets the profits he
hopes for because he lakes great risks, it is fair that he can demand no compensation for his Josses. For otherwise there would
be no risks and without the risks his profits would net be fair.

Three

possibilities

ticipate bat bargains for the highest fee

Equally clearly, it is
nominal fee have rights

fair that

to

at

those

least

who

participate for a
for

some compensation

research-related injuries. If my previous argument is correct that
person have rights to be helped by these who accept the benefits
of their sacrifices— even if they have not extracted an agreement
or promise of such help— subjects cf research have righis to some
compensation from society for injuries suffered in medical research even if there is r.o agreement to make such compensation.
It is enough that all segments of society accept the benefits of
medical research. The same goes for those who have a medical
problem they hope the research will find a cure for. The benefit
they hope to receive is no greater than the benefit others in the
society stand to receive.

The

Ethical Justification for

Compensating

Research Subjects
If

subjects have rights to

compensation for research-related

they have an agreement that they will be compensated for such injuries, then subjects who participate in research
knowing or believing that compensation for research-related ininjuries only

if

unavailable do not have rights to compensation for sjch
know or believe compensation is not available,
they clearly cannot, at ltas! sincerely, agree that they will be
compensated. That would be possible only if. contrary to what
they know or believe, compensation is available. But. if my argujuries

is

injuries. If they

is correct, subjects of research may
compensation for research-related injuries even if
they have not secured an agreement that they will be compensated for such injuries. I argued, in particular, that they may have
such rights because often it is fair that they do. If so, subjects who

ment
have

in the

preceding section

rights to
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agree to participate in research knowing or believing compensation for research-related injuries is not available may have

compensation for such injuries. Further, tho'i^h a person
to' participate under these conditions cannot have
agreed to participate only if his research-related injuries were
compensated, he does not thereby waive his rights to such compensation. This I argued in the first section. A person does not
waive his right to something just because he gets himself into a
situation in which he knows or believes he will not get what he
has a right to. If a person can havca right to something though he
cannot have it, his knowing or believing that he cannot havu it
cannot constitute a waiver of his right to iL
rights to

who

agrees

We can now answer the question whether there is an ethical
compensating subjects for research-related inthese subjects know such compensation id not available. But first a comment on what this could mean. It could mean
either that the subjects know or believe that funds for compensation are not available, or that they know or believe that the injuries they could suffer are so severe as to be uncompensable,
whatever the funds. This is possible. Death, for example, seems
incompensable. In the second section, however, I showed how
even very severe injuries are often (though, of course, not necjustification for

juries

when

compensable. What is necessary is that the victhn change his desires and interests, sometimes radically. For
this funds are, of course, necessary and for severe injuries,
probably large amounts. Thus. I shall assume in the following
that what is believed or known to be unavailable is funding for
essarily always)

compensation.

To

return to the question, there

who

is justification

for

compen-

research believing
compensation for research-related injuries is not available. But
the kind of justification varies. The first is where the subjects
have rights to compensation. This arises where, as I argued, in
Section III. they participate v. generally beneficial research for
only a nominal fee. Since their agreement to participate under
the stated conditions does not constitute a waiver of these rights,
the justification for compensating them is the same as it is for
giving persons what they have rights to; Usually, it amounts to an
obligation. Sometimes, of course, rights may be overridden, and
in particular, it may be impossible to give people what they have
rights to. But we cannot know that we do not have the funds to
give compensation to those subjects who have rights to it unless
we try hard to find these funds. The fact that everyone sincerely,
and on the best evidence, believed that these funds would be
unavailable docs not relieve us of the obligation to try and find
sating subjects

agree

to participate in

them.
If funds prove to be indeed unavailable, then it is not the
case that society has an obligation, everything considered, to
compensate the subjects in question. Society cannot have an
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obligation to do what it cannot do. This raises the question of
whether society is justified in engaging in research when it is

clear beforehand that subjects will be injured and that there will
be no funds !o compensate them with. There are two sides to the
question: On the one hand there are the great benefits that are
derived from medical research. On the other hand there is the

engaging in such research puts society in a position
cannot do what it has compelling reasons to do. For
subjects who engage in such research have rights to compensation for their injuries and society cannot, by assumption, honor
fact that

where

it

these rights.

One way

out is to secure from the subjects of research an
waiver of their rights to compensation. But this would
only be a partial solution since there would ..till be reasons to
compensate 'he injured subjects even if they had no right to
compensation. Another possible solution is to decorate the victims of research-related experiments. Decoration is quite distinct
from compensation- Decoration is a recognition of merit. Though
an injured person may, of course, be decorated, he is decorated
because of his merit, not because of his injury, and no effort may
be made to make the quality of his life equal to what it was before
his injury. That »s, decoration need not involve compensation.
Thus, injured soldiers may be compensated but not decorated,
and decorated soldiers may not be compensated for the simple
reason that they are not injuried. Indeed decoration may be
possible when there can be no question of compensation as. for
example, when a dead soldier is aecora'.ed. The attractiveness of
decorating subjects of medical research instead of compensating
them is that decoration is much cheaper than compensation. If
there are subjects willing to waive their rights to compensation,
decorating them may be an acceptable substitute. But the matter
has to be examined more thoroughly. The opportunity this offers
for cynically expiring the fooUsh or the desperate and then
decorating them is too obvious to need comment.
explicit

Another way a society can pursue research when it has no
funds for compensation is to encourage the case where the subjects have no rights to compensation because they had excellent
choices to do otherwise but decided to participate in the research
for personal profit. We can imagine a situation where there are
no funds for compensation because the subject has insisted on
getting beforehand, as his fee for participating, funds that would
have been profitably invested and the proceeds savtJ for compensation. But though in such cases the subject has no right to
compensation (unless of course he took the extra precaution of
extracting an agreement that he would be compensated if he
were injured), it does not follow that nothing can be said in
justification of helping him. Such justification would flow from
the duties of compassion, benevolence and humanity, not from
the duty of justice. The help would therefore not be compensation, for compensation is a duty of justice.

*
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Demographic Notes on
the Subjects of

Biomedical and
Behavioral Research
Robert A. Cooke, Ph.D.*

The purpose of this report is to summarize fcr the President's
Commission (PCEMR) some basic information about the subjects
of behavioral and biomedical research. Data are provided on
selected demographic characteristics of subjects, the research
procedures and interventions they experien.ced. and certain
other features of the research projects in which they were involved. These data are based on interviews carried out with the
principal investigators of over 2100 projects which passed
through the review boards of their institutions during th^ period
of July 1. 1974 to June 30. 1975. These interviews were conducted
as part of the Survey Research Centers study for the National
Commission for the Protection of Human Subjects of Biomedical

and Behavioral Research (Cooke. Tannenbaum. and Gray,

The Sample and Weighting

1973).

of Projects for the

National Commission
The study

for the National

Commission focused on 61 instiwhich held general assurances

tutions out of a population of 424

of

of

compliance with

human

DHEVV

regulations concerning the protection

subjects. This population consisted of universities,

medical schools, hospitals, children's hospitals, institutions for
the mentally infirm, and other types of institutions such as social
research organizations. Probability sampling techniques were
used to select the institutions from this population in consideration of their type, their size, and geographical location and m
ensure that the final sample would meet certain criteria (e.g., that
at least two institutions from each type/size/location cell would
be selected). Additional sampling techniques were used to select
* Survey Research Center. Institute for Social Research, University of
Michigan. Ann Arbor, Michigan.
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projects within these institutions in a way that would enable us
interview as many investigators as possible even in those insti-

to

where relatively little research was being conducted.
The use of these techniques produced a sample of projects in
which certain types of institutions and projects were overrepresented and other types were under-represented. It was
therefore necessary to assign weights to each institution, and then
tutions

each project, for the National Commission s'.udy. Thus, when
analyses were run. projects that were over-represented (i.e.. included in the sample at a rate greater than their actual proportion
in the population would justify) were "weighted down" and
under-represented projects were "weighted up." An analysis
showing, for example, the percentage of projects that were primarily biomedical rather than behavioral therefore would be
properly adjusted in case either biomedical or behavioral studies
were over-represented in the sample. (Details of the sampling
procedure used in the National Commission study are presented
in Cooke. Tannenbaum, and Gray. 1978, pp. 1.293-1.302).
to

The Sample and Weighting
President's Commission

of Projects for the

For the purposes of the analyses reported here, an additional
weight was attached to each project in the sample. This new
weight reflects the number of experimental group subjects that,
according to investigators, were participating in their study. In
the case of projects that were on-going, this weight also reflects
the number of additional subjects that were expected to participate. The final weight used for the present analyses is a product of the original project weight and the new subject weight.
This complex weighting strategy permits th^ analyses" to be
number of subjects involved in each project. For
example, a table showing the percent of biomedical versus be-

sensitive to the

havioral projects would loosely translate into a table showing the
percent of subjects involved in biomedical and behavioral studies. This weighting procedure, however, does not provide statistics that directly represent the national population of research
subjects. Such statistics would require that subjects serve as a
unit of analysis, or at least be considered, in the initial selection
of the sample. Nevertheless, the data generated through the use
of this weighting technique, if interpreted cautiously, can provide
some general impressions about the characteristics and experiences of research subjects.

The data presented in the tables which follow are based on
the projects included in the National Commission sample
with two general exceptions. First, studies which relied exclusively on secondary analysis techniques were excluded from the
present analyses. Second, studies for which information on the
number of experimental-group subjects was missing or incomall

plete could not be assigned a

new weight and were

filtered out
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for these analyses. Despite these exclusions, the effective sample
for the present analyses exceeded 2000 research projects.

Summary
The

of the Analyses

new analyses

are presented in ten sepathe prevalence of 37
different research procedures and interventions. These data
were obtained by asking investigators if their projects involved
any of these procedures, either as an experimental intervention,
as a procedure being evaluated, or as a means of collecting data
for their study. The data are presented in two ways: (1) "percent
of subjects." calculated using the new weights described above
a*hd (2) "percent of projects," calculated using only the weights
developed for the National Commission study. The results show
that the most prevalent research procedure was the "use of data
from existing records." This procedure was used in 49.77* of the
projects and experienced by 53.8% of the experimental subjects
participating in the various projects (or. more accurately, iced in
53.87« of the projects when weighted by the number of subjects].
results of these

rate tables.

the

The

first

table focuses

on

The data included in this first table illustrate the effects of
new weight. For example, "self-administered questionnaires"

were used

in only 22.3% of the projects in the sample, but 45.37*
of the subjects of all projects experienced this research procedure. This discrepancy indicates that projects using questionnaires involved relatively large numbers of subjects. In contrast,
34.77t of the projects entailed the "administration of a drug,
chemical agent, fluid, or blood product." while only 13.67< of the

subjects experienced the adrrinistraiion of a drug or some other
substance. This discrepancy reflects the relatively small number
of subjects involved in studies using this procedure.

Tables

2 through 6 provide

more detailed information about

Table 1. Additional information about the administration of druss and other substances Is
summarized in Table 2. Among other things, the table shows that
a very small percentage of all subjects were administered drugs
or other substances which would have been administered if they
had not been participating in the study. Supplementary information of this type is provided in the subsequent tables on the
obtaining of bodily fluids, the obtaining of tissues, surgery, and
five of the general

procedures

listed in

anesthetic administration.

The next table (7) concerns the demographic characteristics
of research subjects as reported by investigators. The figures in
this table are based on the new weights: that is. ihs number of
subjects in each project is taken into consideration. The percentages differ somewhat when calculated with the old weights,
that is, when the number of subjects per project is not co nsidered.
For example, the percentage of females declines from 51.07c to
4ti.l7c (old weight with project n = 2209J. the percentage of Black
subjects declines from 20.7% to 14.87c, and the percentage of
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months and 6 years old declines from 9.2%

to

6.0%.
Risks and benefits to subjects are summarized
Table 8 K All
fhe percentages in this table are calculated with the new weight
and are based on the estimates of investigators. Table 9 lists the
main reasons why subjects agreed to participate in the
research— again from the perspective of investigators. Table 10
summarizes information about the payment received by subjects
for participating in the studies. Whether the old or new weights
are used, it appears that in the large majority of cases either no
payment or minimal payment was involved.

some analyses were run on the 59 Phase I and 281
and IV studies included in the sample for the NaCommission study. These analyses were carried out to

Finally,

Phase
tional

II. Ill,

provide a context for interpreting Arnold's (1980) report to the
President's Commission on the incidence of injury during research at the Quincy Center. The results of these analyses—
which are presented here in discussion rather than tabular
form do not reflect the new weights described above.

—

First, all

new investigators conducting either FDA Phase
and IV drug studies were asked.

I

or

any
provision for giving treatment to subjects should they suffer any
harmful effects due to this research?" Approximately 857e of lh*
investigators conducting Phcse studies reported that there were
such provisions and the remaining 15% did not know whether
such provisions existed. Approximately 91% of the investigators
conducting Phase II. III. and IV studies said there were such
provisions, about 371 said there were no such provisions, and 6%
were uncertain. (All percentages presented here were calculated
by excluding missing data, that vs. by omitting these projects
whose investigators did not provide the necessary information.)
Phase

II.

III.

"Is there

I

Second, investigators were asked "Is there any provision for
giving financial compensation to subjects should they suffer any
harmful effects due to the research?" Investigators conducting
Phase I studies responded as follows: 137* reported such provisions: 25% said there were no provisions of this type: and 62%
not sure. In contrast, only 4% of the investigators conducPhase II. 111. or IV studies said that there were provisions for
financial compensation while 78% said there were no provisions

were
ting

and 18% were uncertain.
Most of the investigators who conducted these drug studies
total number of experimental
subjects involved, the number of subjects who dropped out. and
the number of subjects experiencing harmful effects due to the

provided information about the

research. On the average, the Phase I studies involved— or were
expected to involve— 23.9 experimental subjects (project n = 59).
Based on a somewhat smaller number of projects, it s estimated
that on the average less than 1 (x = .68) subject dropped out of
each of the.se studies and that an average of .7 subjects per study
;
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experienced harmful effects. On the average, the Phase II, III.
and IV studies involved— or were expected to involve— 50.7 experimental subjects per study (project n*=272]. Again based on a
somewhat smaller number of studies, it is estimated thai an average of 1.25 subjects dropped out of each of these studies and that
an average of .5 subjects per project experienced harmful effects.
In the Phase I studies, the harmful effects were about twice as
likely to bs temporarily disabling than only trivial. The harmful
effects in the remaining studies were obout five times as likely to
be trivial rather than temporarily disabling. The investigators
reported permanently disabling effects and fatal effects were
very rare.

REFERENCES
Arnold. J. D. "Incidence of Injury during Clinical Pharmacology Research and Indemnification of Injured Research Subjects at the
Quincy Research Center." A report submitted to the President's
Commission for the Study of Ethical Problems in Medicine and
Biomedical and Behavioral Research. Washington. DC. 1980.
Conke. R. A. Tanncnbaum.
S.. and Gray. B. "A Survey of Institutional
Review Boards and Research Involving Human Subjecfs." In \be
National Commission for the Protection of Human Subjects of Biomedical and Behavioral Research, Appendix to iieport ond Recommendatida- /nslitutionaJ Review Boards. Washington. D.C.:
Publication NO. (OS) 78-0009. 1978.
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TABLE 1
Prevalence of Research Procedures sod Intervention***

Research Procedure

Ute

of data

ObuuuL4

from rioting recordi

ol tnedtcal

lather

Perce 01 of Prcwecu

VUr,

49T"*

SO 1
45 J

tIJ
22J

J7J

14-7

334

45-2

28 J

207

!t_2

*

13

347

!£*<

28.4

117

lft.1

101

:ts

^.nory

dirrnN from pattern
Qoes ioDMira — acH-admintjlered

uuemewi

Percecl of Subjects

thu

madjcaJ

bist ories |

Obtaining of bodily fluid* for
anafyv* or eirjeruneatal aM
BehavioraJ obaervatioea or
experimental ton (including

brhavural p-odificationl
Frychougcal il educational fating

J

Adunnuari'KXj of drug, chemical
agent, fluid, or blood
product (other than anesthetic!
rVon-evxa>i taeaiuremenf of bodily
activity fe g. temperature.
blood presfurel
Counseling or advttirtg of patient
or cnem (eiduding pryvhothera;?. prychologicai
or tocul therapy)
Obtaining
luaue (of anah/m or
experimental au fbiopryl

U

Measurement
of

of electrical activity

body |KtC.

KKC CSRI

X-ray |d^«ncsnc| or (can*
Ptytnolngical or tocul •herapy
lincludmg pxvehot herapy
Modihcetwn of an organisation or
I

a

lemce

di-!ivery

ryvem

Surgery (including oral surgery bot
exdudtnf biopsy
I

•7
ts

14 4

•4

41

S7

JJ

48

Demograp hie Moles

TABLE

1

Research Procedures (Continued)
Research Procedure

HHrceni of Subiects

Percent of Projects

Dietary manipulation
Admir 'nation of an isotope
Exarain. lion of interna! structures

is

65

Ihrouih
Denial care (other than surgery)
on educational mnovatioofs)

3.7

78

3.4

2.4

Rnarh

2.7

4-2

Use

2-7

4.1

2.7

2.8

2.0

2.4

1.6

3.2

14

2.3

1.4

S2

1J
U>

11

OS
OS

M

u

natural orifices

of ullruound

Radiothorapeulic technique
Reproductive biology

8-7

Examination of internal umauict,
not tain*; natural orifices

ObsietncaJ can
Administration of anesthetic
Prosthetic device
Physical therapy or rehabilitation
tjfn n ti f i lion of cfisCf^y fomu olhwf
tfun electricity
j

1.4

1

(e 4, neat. cold|

Cardiac catheterization
Administration of electricity

|«.g..

1.9

shock

defibration. pacemaker])
Kidney dialysis
Exchange transfusioa

OS
0.1

0.8

ai

0.S

Use

0.1

03

of laser

lit

Acupuncture

0.2

Extracorporeal circulation (excluding
thai for open-heart surgery)
Other type of intervention or procedure

0;
9.7

Less than 0.05%
Percent of projects that involved, or percent of experiment! group subjecu «?*pov^ ir
each of the procedures listed above— either as an e»penmer.ial iniervention. as a procedure
beiru) evaluated, or as a means of collecting data for ihe Mod). These data are hosed on information provided by ihe Principal lnvesugaiors of the projects.
*
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2

Additional Information on the Administration of Drugs,
Chemical Agents, Fluids, or Blood Products
Percent of
All Subjects

All Projects

86.9%

66.7%

Percent of

;

Number

of drugs or substances

being evaluated

none
1

7.0

19.0

2

1.9

6.1

3

0.7

4

0.6

is
21

1.6

2.4

12.4

29.8

0.7

1.2

5 or more
Substance being administered
Drug or chemical agent
Vaccine
Blood or blood product
Other
Route by which administered

0.2

12

0.6

3.0

Orally

8.0

17.7

Injection

5.8

16.8

Topical

0.8

1.9

Inhalation

0.4

1.1

Other

1.4

0.9

Yes

6.3

12.9

No

1.7

17.6

Yes, for seme subjects
N'ot ascertained

0.5

1.9

86.5

65.8

Would administration take
place even if subjects were
net participating in study?

No

administration involved

1.7
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3

Additional Information on the
Obtaining of Bodily Fluids
Percent of
All Projects

33.2%

41.6%

Percent

Bodily

fluid

of^

All Subjects

being used

Blood
Urine
Saliva

9.9

18.2

1.5

1.9

Amniotic
(by amniocentesis)
Pleural

i.4

0.5

1.2

1.4

Abdominal

1.1

1.5

Spinal

0.6

2.0

Other

92

SJB

28.4

35.6

3.2

3.9

Arterial, venous or capillary?

Venous

Two

or more of above

Arterial

OJ

1.1

Capillar)'

0.3

0.6

Not ascertained

1.0

0.3

Would

be obtained even if
subjects were not participating
in study?
fluid

Yes

16.8

21.8

No

9.0

18.3

Yes, for some subjects
Yes. but more is being taken
Not ascertained

8.1

2.8

0.3

0.9

0.6

1.3
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4

Additional Information on the
Obtaining of Tissue
Percent of
All Subjects

By

Percent of
•

All Projects

biopsy, surgery, or other?

Biopsy
Surgery
Birth or abortion

'

Autopsy
Other
Organ/part being biopsied
Skin
Liver
Brain

5.6%

8.2%

4.8

4.5

0.7

0.2

0.2

0.4

0.9

1.3

2.0

1.9

0.8

1.2

0.2

0.3

0.2

Oj

0.7

6.4

Yes

7.8

8.8

No

1.0

1.9

91.1

89.3

Kidney
Other
Would procedure be used
even if subjects were not
participating in study?

Not ascertained

No

tissue obtained

"
TABLE

5

Additional Information on Surgery

Type

of

Percent of

Percent of

All Subjects

All Projects.

Surgery

Breast surgery

2.8%

1.3%

Gynecological surgery

0.8

0.9

Neurosurgery

0.8

1.5

Urological surgery
Abdominal surgery
Dental surgery
Thoracic surgery
Oral and maxillofacial
surgery
Vascular and cardiac surgery

0.8

1JZ

Other

No

surgery involved
Would surgery take place
even if subjects were not
participating in study?

0.7

1.5

0.7

0.6

0.7

0.9

0.5

0.6

0.5

1.1

2.3

12

95.3

93.4

Yes

3.7

5.7

No

0.6

0.9

Not ascertained

No

surgery involved

tSBiWSasSWBWWCW""

0.4

0.1

95.3

93.4
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TABLE

8

Additional Information on
Anesthetic Administration
Percent of

Percent of

All Subjects

All Projects

Local topical
General

0.7 7.

2.5%

0.7

3.0

Spinal

fl.l

0.1

Other

0.3

0.4

Yes

1.1

3.9

No

0.3

Route of administration

Would procedure be used
even if subjects were not
participating in study?
1.1

Not ascertained
Anesthetic

nM

0.1

involved

TABLE
Demographic

Sex
Race:

94.9

98.6

7

Characteristics of Subjects*

Female

51.0%

Male

48.2

White

71.27a

black

20.7 7c

Other
Income:

Age:

7.17c

Middle
Lower
Higher

51.37c

35.17o
11.77.

Newborn

5.07c

months-6 years
7-12 years
13-18 years
19-40 years
41-64 years

9.27c

3

65+
•

Percent of subjects in each

5.37e
7.67c

42.07c
20.87c

years

group— based on

cipal investigators with their projects

number

%

7.47.
the estimates of the prin-

weighted in consideration of the

of experimental subjects in their studies.

/
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TABLE

a

Main P2&401U Why People Agreed

to Participate in

Research
Percent

Reason

of Subjects*

their own disease/problem
Othpr npnuinal aHvantACP
Fniov thp pxopripncp* intprp*;tpH* mrious
To help the study; feci the project is worthwhile

To Help

Prpvintis (rvisitivpl

pit;>t:**'ipnrp

16.0%
12.2
9.5
9.4

with rptiparch

4.1

Tn
iinHpp^lanri
Hi<;pa<ip
nr UVVI
nwn UUliUI
cnnfiilinn
UUUCi •HOI IU hpttpr
UC ICt U
UCtUC Ul
i
To learn something; educational experience

3.5

Money; financial reircbursernent
Wpln nthpr** in opnppal* hp!n w*\ptv
Tn hpln <srw*rifif nthprs fp q nwn fhilflrpnl

2.7

Future advantage in health care (e g., check-ups)
Per recommendation of physician
To help science/research in general
To help others with same condition
No risk; study not seen as harmful
To help researcher, personal rapport with researcher
To get better care; more personal attention

2.5

Other

4.6

V>

1

I

3.3
(

2.7
2.8

Don't know
Not ascertained/no; applicable

1.7

1.6
1.5

1.2
!

1.1

1.0

0.8

16.9

* Percent of subjects in each group— based on the estimates of the principal investigators wi!h their projects weighted in consideration of the
number of experimental subjects in their studies.

TABLE
Payment

Amount

of

10

to Subjects for Participation

Payment**

SO (no payment)
Sl-5

$6-10
$11-15
$16-20
$21-25
$26-50
$51-100
$100-200
$200 or more

Percent of
Subjects

Percent of

78.3%

74.5%

Projects

5.9

3.1

\2

2.1

0.6

0.6

0.4

1.1

1.2

1.0

0.7

1.6

0.7

0.9

0.8

1.1

0.5

Other payment (e.g.. dollars per hour)
Payment, but no information about amount

0.3

0.8

2.7

5.3

No

7.1

7.4

information about payment to subjects

** Excluding reimbursement for expense of participating.
*

Less than 0.05%.
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Risk of Injury Associated
with Twenty Invasive
Procedures Used in

E

Human

Experimentation
and Assessment of
Reliability of Risk
Estimates

"Mary Harvey, M.D.*
Robert J. Levine, M.D.f

Objective
This study was designed to determine the risk of injury to
subjects which may result from the use of invasive procedures in medical research projects. Given the practical difficulties of evaluating the risk associated with all of the large
number of procedures used in medical research, a representative
sample of twenty invasive procedures was proposed for this

human

study.

This project was not intended to generate new data with
which to estimate risk of injury, but rather to evaluate data accumulated from previous experience with invasive procedures in

medical research projects. Published repots of research projects
in which the twenty procedures selected for evaluation had been
used were selected as the source of data.

The

associated with any procedure performed
environment has been assumed tc be
less than the risk of the same procedure performed on sick patients in a clinical setting. Although there are intuitively logical
arguments to suggest that this is. in fact, the case, this assumption
has not been shown to be correct by an actual comparison of the
risks of procedures in Uw. research setting and in the clinical
risk of injury

in a controlled research

setting.

The second objective of this study was, therefore, to compare
the risks of the twenty selected procedures performed in both
settings. Published reports of the complications associated with
Robert Wood Johnson Clinical Scholar Program a.id Departmeni of
Medicine. Yale University School of Medicine, and Yale-New Haven
Hospital. New Haven. Connecticut.
•

t Departments of Medicine and Pharmacology. Yale University School
of Medicine, and Yale-New Haven Hospital. New Haven. Connecticut.

October 1980
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and therapeutic use of these procedures

the source of data for this part of the study.

The third objective of the study was to make an assessment
of the reliability of risk estimates in the publications pc»iewed for
the
to

first

two

parts of the study.

accomplish

The following approach was taken

this objective:

Prospective and retrospective studies were compared for
consistency of risk estimates for specific complications as well
as for morbidity and mortality.
(1)

(2)

Prospective studies on each complication were compared as

in 91.

When inconsistencies were detected, the studies with differences in estimate of risk were compared for differences in
subject susceptibility to development of the complication,
differences in method of performance of the procedure, differences in operator skill, differences in methods used to detect
the complication, and differences in diagnostic criteria for
when the complication had occurred.
(3)

(4)

Criteria

ment

were developed for grading adequacy of assessand each study was evaluated according to these

of risk

criteria.

The third objective was limited by the design of the study
since in a survey study of the medical literature, the ability to
accomplish this objective depends, in large extent, on the amount
of information provided by the authors of the articles reviewed.
Certain epidemiological assumptions have been made in the
design and execution of this project. The word "risk" is used in
this study as a statement of probability. The risk of injury is then
a question about the probability of injury occurring when a
sptcific procedure is performed repeatedly under srmilar circumstances. In the situation in which we are interested, injury
occurs as a result of one or more complications associated with
the performance of an invasive medical or surgical procedure.
Therefore, the questions which are asked in this study are "What
is the probability of one or more complications occurring if procedure X is performed many times on a given population?" and
"If a complication occurs, what is the probability that it will cause
injury (morbidity) or death (mortality)?"

The

probability of a complication resulting from a given
is determined by observing the number of occurrences of a given complication in a population exposed to the
procedure. This is the incidence of the complication. Risk is
therefore a measure of the incidence of the complication. Thus,

procedure

if

X

a patient

is

told that four out of 100 people

develop an injury

who have

procedure

or non-fatal), the statement
equivalent to saying that the risk of the procedure is 4%.
will

'

(fatal

is

In this study the risk of injur)' associated with each prois determined, where possible, by calculating the inci-

cedure

Risk of Injur/
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dence of complications which occur in each study reported. The
incidences calculated for each study are listed together for comparison, A combined incidence (the sum of all of the complications in all of the studies of a given procedure divided by the

sum

of all of the subjects in all of the studies for that procedure)
not calculated. This is avoided because the characteristics of
the population at risk and the conditions surrounding the performance of a procedure greatly influence the incidence of complications in the subject population. Summing the results will not
only provide an inaccurate assessment of the risk but will also
obscure the important differences which can contribute to an
understanding of factors which may increase or decrease the risk
of injury from any procedure.
is

Throughout this text, the pronoun "he" has been arbitrarily
used as the singular pronoun to refer lo persons of either gender.

Materials and Methods

A list of procedures used in human experimentation was
provided by the Institute for Social Research (1SR). Ann Arbor.
Michigan (Attachment I). The list was developed during a study
of Institutional Review Boards conducted by the ISR in 1976. For
this study, a sample of 61 institutions representing 88 Institutional
Review Boards was chosen by a modified random-selection process. A total of 2210 investigators whose research proposals had
been reviewed by these Institutional Review Boards were interviewed to ascertain which procedures had been used in research
projects involving human subjects during the period July 1, 1974.
to June 30. 1975/
The list of procedures assembled during the ISR study includes only the general categories of non-invasive and invasive
procedures reported by the.c s investigators. In order to study the
risks associated with specific invasive procedures, the original
ISR list was modiiied by excluding non-invasive procedures, and
by including for consideration all specific procedures within
each general category of procedure.
For examp.'e. the category "cardiac catheterization" was expanded to include right heart catheterization (Swan-Ganz
catheter placement) and left heart catheterization. From the expanded list (Attachment II), twenty invasive procedures used in

human

experimentation were selected for evaluation (Attachment III). Selection criteria ace presented in Attachment IV.
The published experience with the procedures selected for
evaluation was obtained by means of an exhaustive Medline
search. The search strategy called for key-word as well as title
entries. The Medline file covering the period from 1970-1980 was
searched for entries containing the names or synonyms of the
twenty procedures and descriptors for "risk", "complication".
*

We are indebted lo Mr. Robert A. Cooke. Associate Research Scientist.

Research. Ann Arbor. Michigan, for providing us
with the information on use of procedures in medical research.
Institute ior Socia5
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"morbidity", "adverse effects", "human experimentation", and
"research". In response to this strategy, the Medline file produced 1763 titles. All of these were read in abstract. Of this set.
600 were selected for detailed review on the basis of their apparent relevance tothe purpose of this study.
In order to comple comparable data from a diverse litera-

(Attachment V). The code
were used to assess the
risk of the procedure in question and item 10 was used to gain
access to relevant literature published before 1970.
Accuracy of the reported risks was judged by evaluating
each study according to criteria developed to assess the adequacy
of risk monitoring and risk reporting (Attachment VI).
ture,

an extraction code was

utilized

consists of ten items. Items 1 through 9

-

Results

Review of the 1763 abstracts obtained in the literature search
indicates that published data on the risk of injury to subjects in

human

experimentation are very limited.

...

•

•

There were two references to survey studies cf the risk of
injury to research subjects and no references to studies of the risk
of injury due Jo performance of any specific procedure in a research project.
The survey studies include the 197S report of the Secretary's
Task Force on the Compensation of Injured Research Subjects,
Department of Health, Education and Welfare, reported by
Cardon. et al. in 1976 (47). and the Study of Institutional Review
Boards. Institute for Social Research. Ann Arbor. Michigan, reported by Gray, et al, in 1978 (12C). Both studies provide an
estimate of overall risk of injury to research subjects, but neither
study analyzed risk as a function of exposure to specific interventions or procedures.
To estimate the risk of injury associated with each of the
twenty procedures selected for evaluation in this study, we
reviewed references to research projects in which these procedures were used. In 45% of these published reports, the occurrence of complications are not discussed. Complications are
discussed in 55 % of the research studies reviewed, but in onethird of these, non-quantitative descriptions of complications are
given. For example. Gillquist, et al report that some subjects
experience "transient pain" in a project designed to test a new
method of arthroscopy and Hartman, et al describe an unknown
number of occurrences of "areas of ecchymoses in the skin surrounding the point of insertion of the (bone biopsy) needle"
(121. 138).
least

In the remaining studies, the
one complication is given.

number of occurrences of at
In many of these reports,

however, only major complications are described. Less serious
complications are cited as having occurred, but the incidence of
these complications is not given.
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The most thorough reporting of the incidence of complications occurred in research projects in vvhich hemodialysis,
lumbar puncture, exercise tolerance testing, anesthesia or experimental drugs were used. For the remaining 15 pnrx-uures,
the published data were insufficent to allow estimation of risk of
injury t > research subjects.

—

Since most of the procedures selected for evaluation in this
study are commonly used in patient care, there is considerable
experience with complications following their use in the clinical
setting. The incidence of these complications was ascertained by
reviewing references to the reported complications of all twenty
procedures when they are used a* diagnostic or therapeutic
interventions.
It is generally held that the risk of injury due to performance
of a procedure in a controlled research environment is less than
the risk of injury attending the performance of the procedure on
a compromised patient in a clinical setting. In the absence of
adequate data for the risk of injury in research, this assumption
cannot be proved or disproved. However, if the assumption is
accepted, then the complication rates reported for the clinicaLuse
of these procedures may be considered to be the expected maximum complication rate when the procedure is used in a research

project.

In the following sections, the complication rates reported for

each of the twenty procedures are presented. Complication

rates

reported in prospective studies are considered separately from
complication rates reported in retrospective studies. Fcrmnriy of
the procedures, the range of ccmplicatio., rates reported is extreme. When known, unusual circumstances which may account
for these differences are discussed.

Risk of Injury to Research Subjects:
ture

which

An

quantifies the risk of injury to

Overview.

human

Litera-

subjects in

medical research is rare. The paucity of the literature on this
subject reflects not tne absence of such research, nor the lack of
injuries in such research, but reflects instead its rather recent
davelopment as an important social and ethical concern.
The appearance in the 1960's of a large literature which discusses issues of ethics ir. medical research, as well as in general
medical practice, reflects the increased social awareness which
occurred in the medical community at that time, as well as in
other segments of American society. Although medical literature
is frequently considered to reflect only current issues in science,
it almost always concurrently reflects the current concerns a«d
conceptions (or misconceptions) of the society in which that science is practiced. An excellent example of this phenomenon is
provided by Davenport who undertook, in 1939, an experiment to
ascertain the types of reactions which resulted from Lumbar
puncture (65). In a series of over 1000 patiew.s he observed that
32.4*7c of his subjects had "reactions" (these were primarily headache, although an occasional vertigo developed). Since he also
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observed that these "reactions" were more severe in women and
Puerto Ricans and less severe in Blacks, he concluded not that
the performance of lumbar puncture may result in considerable
morbidity, but that the higher incidence among women and
Puerto Ricans indicates a "neurotic trend," while the lower incidence among Blacks suggests that "the Negro is not as susceptible
to pain as the White."
Th-i general medical literature, as well as the research literature before the 1960's. is frequently remarkable for the absence
of awareness of the concept of risk, or complication to either
patient or research subject. It is not uncommon during this period
to read reports of research projects in which the occurrence of
serious injuries are described by an author who does not indicate
that he recognizes these as potentially avoidable complications of
the procedure. For example, in 1960. Feer. et al conducted the
first experiment with hemodialysis as a treatment for schizophrenia (102). The authors meticulously der-ribe the occurrence
in four out of five cases of a "slate of pre -collapse" or "collapse"
(characterized by flushing, hypotension and occasional fever).
The authors do not recognize these events as potentially lifethreatening complications of hemodialysis but tend to interpret
them as unusual physiologic responses of the schi-ophrenic to
hemodialysis. Therefore, the authors are able to describe a patient with severe "collapse" who had inadequate blood pressure
for three hours and observe, not that the patient was in cardiovascular or hypovolemic shock but that he was not his usual self,
but was "catatonic" and withdrawnWhile physicians since Hippocrates have recognized the potential for iatrogenic disease,

problem occurs

in the

an increasing awareness of

this

general medical literature about ten years

medical research or medical ethics literaexample. Barr wrote the article Hazards of
Modern Diagnosis and Therapy in which he anecdotally relates
50 occurrences of illness caused by diagnostic or therapeutic
maneuvers in a population of approximately 10O0 patients (18).
This article has been used to cite a complication rale of 5 rA for
medical therapy despite its informal anecdotal nature.
Ten years later. Schimmel published The Hazards of Hospitalization which describes a prospective study of all complications occurring on the medical service of Grace-New Haven
Community Hospital (teaching service) during a nine moi.«h
period (256). The complications reported range from falling out of
bed to fatal misadventure with diagnostic or therapeutic interventions. He identifies 240 complications occurring in 1252 hospitalizations (20.0% incidence of complication*!, with a l2.87o
before

it

appears

in the

ture. In 1955. for

overall mortality rale.
In 1976 and 1978 the first and only articles on the overall risk
of injury to research subjects appeared in the literature. Both
were conducted as interview surveys of investigators who had
conducted research involving human subjects. Information was
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obtained about complications occurring in research conducted
1-3 yeai-s prior to the time of the study.

The Brst of these studies was done in 19'."5 by the Secretary's
Task Force on the Compensation of Injured Research Subjects.
Department of Health. Education and Welfare (47). Its goal was
to estimate the incidence of research-related injuries. The survey
was conducted by telephone, interview with investigators who
had been provided with a liss of questions to be cnswered prior
to the telephone interview. Of 538 investigators invited to participate in Jhe study, 458 responded (response rate of 85%) and
adequate information was availab's from 331.
In this study, complications were graded as trivial, temporarily disabling, permanently disabling and fatai. Complication
were calculated for all research projects together as well as
and non-ther?peutic research projects separately.
Therapeutic research was defined as that which was potentially
rates

for therapeutic

of direct benefit to the subject while non-therape'»tic research
was that not ; nttaded to be of direct benefit to the subject. Results
are reported as the number of occurrences of each injury in the
exposed population.

A

total of 132.615

research subjects experienced 4957 in-

Of all
were trivial 19.6% were temporarily disabling and less than 0.1% were permanently disabling or fatal.
When the results were evaluated independently for therapeutic and no' -therapeutic research projects, the incidence of
injuries was much larger in the therapeutic ilmn in the nonjuries for

an

overall rat* of occurrence of injuries of 3.77r

.

injuries reported. 797c

therapeutic group.

Approximately thirty percent of the total population of
research subjects reported in this study were involved in therapeutic research projects. In this group there was a 10.8% incidence of injuries. Of these injuries. 77% were classed as trivial,
227c as temporarily disabling. 0.37< as p<? inanenlly disabling

and 1%

as fatai.

In contrast, in the group participating in non-therapeutic
research projects, the incidence of injuries was 0.87c. Of the
injuries occurring. 94.77c were described as trivial. 5.27* were
considered temporarily disabling, less lhan 0.1% were permanently disabling and nine were fata).

This study suggests a low incidence of research-related inExamination of the patterns of reporting in this study,
however, suggest that caution be used in interpreting the results
For example. 657c of all reported therapeutic injuries were reported by 8 investigators (2.67c of the invesli'gators) each of w horn
were involved in drug lesearch and each of whom reported that
at least one complication occurred with each of their research
.

juries.

subjects.

Thirty-seven investigators (ll.B7f of investigators) reported
the injuries described as temporarily disabling and thirty-

all of
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foui investigators (10.97c of investigators) reported all of '.he trivial injuries.

In the non-therapeutic research projects, all temporarily disabling injuries were reported by 12 investigators (3.8% of investigators) and the 673 trivial injuries were reported by 31
investigators [9.9% of investigators). Seventy-five percent of all
injuries reported in non-therapeutic research were reported by
only five investigators or 1.6% of all investigators.
These patterns of reporting may be interpreted to mean that
a small number of investigators over-reported the occurrence of
injuries in their research projects. However, they may also indicate that the majority of investigators under-reported the actual
occurrence of injuries during their research. The latter is more
likely since in this retrospective study investigators were asked to
report on events which had occurred at least a year before the
survey was done. This could only be done by reviewing the
records available for the research project. Since a total of 132.615
subjects participated in the research projects of 313 investigators,
this would mean that each investigator would have to review an
average of 425 charts or records in order to provide a complete
assessment of the injuries occurring to subjects in his or her
research projects. This would be a herculean task for even the
most dedicated investigator and it is unreasonable to assume that
all of the investigators were able to provide a complete chart

review.

Even if all investigators had been able to provide a complete
account of injuries reported in the charts of their subjects or
paiient-subjects. differences in the initial definition or detection

of injuries are likely to lead to under-reporting of the

tot.il ^.umber of injuries. Fur example, investigators are likely to differ in
the frequency with which they report minor injuries such as mild
pain, small hematomas or vasovagal reactions. Clearly, some will
consider these occurrences worthy of a note in the chart and
others will not. This type of discrepancy in recording injury is
most likely to influence the incidence of trivial or temporarily
disabling injuries since serious complications will almost always
be recorded.
The second study of research-related injuries was done by
the Institute for Social Research as part of a Study of Institutional
Review Boards conducted in 1976. Determining the incidence of
such injuries was not n major goal of this study and the information obtained on reser *h-related injuries is much less complete
study. In the ISR
than the information provided by the
study, investigators who;- 'i research proposals had been reviewed
by the Institutional Review Boards participating in the study
were interviewed to ascertain the incidence of injury to research
.

HEW

subjects.

In this report, complications are not grouped according to
and results are not analyzed ^according to type of
research done. This study reports only that injury occurred to

severity
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3% of the projects reported. This figure gives no
information about the incidence of injuries in these projects
since it reports neither the number of injuries which occurred
nor the number of patients at risk for these injuries. Although the
authors suggest that their figure of 3.07e is comparable to the
incidence of 3.7% reported in the
study, these two numbers
are not in the least comparable. The
study reports the
incidence of reported injuries in a known population of research
subjects while the ISR study reports only the percentage of
projects in which an unknown number of injuries has occurred.
Similarity in the magnitude of these two numbers cannot, therefore, be used to conclude that both are accurate estimates of the
risk of injury to research subjects.
Catheterization of the Urinary Bladder. Catheterization of
the urinary bladder is used as a diagnostic procedure when it is
desirable to obtain urine which has not 1> en exposed to urethral
flora. In these cases the catheter is removed immediately after
the sample is obtained. Indwelling catheters are used with unconscious or critically ill patients whose urine output must be
monitored on an hour to hour basis. They are also used with
patients suffering from urinary obstruction, neurogenic bladder
and incontinence secondary to neurological disease. The major
complication associated with urinary catheterization is bacteruria and ascending urinary tract infection. Although mortality is
not reported in any of the studies of catheter complications, bacteremia and death have certainly been associated with urinary
subjects in

HEW

HEW

tract sepsis.

The

risk associated with catheterization of the urinary blad-

der is closely related to the length of time the catheter is in place.
In and out catheterization, of the type that would be used in a
research project, has been reported by Kass (1957) to have a risk
infection of l%-2% (149). Turck and Petersdorf (1962)
reported a risk of 17r for this procedure (292).
Six studies assessed the effects of long term, indwelling catheters attached to various types of drainage systems. Five oi these
addressed the problem of infection (116, 144. 158. 1S9, 289). The
rates of infection in these studies was greater for fenaies, and
increased in both sexes with the number of days the c heter was
in place. Overall, infection rates ranged from 7.37s (raales catheterized four days) to e27o (both sexes, catheterized live days).
Since different types of catheters, different drainagv systems
(open* closed and sterile vented) and patients with wii ely varying co-morbidity were used in these studies, they are (Ot comparable. The sixth study (89) showed that among patiivls with
catheters in place for greater than one month the bladn t wall
showed changes of polypoid cystitis in 85% to 957o of ca^es. No
control patients without catheters had this condition. It is not
clear whether this change in bladder wall morphology predisposes to infection.
Two studies assessed the effects of trans-catheter irrigation
with antibiotics (307) or antiseptics (160) on infection rate. There

of
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incidence of infection between patients

who had been

treated with antibiotic irrigation and their untreated controls (167o versus 1H7« infections). Ins'-liation oLcy-

clohexidine. a topical antiseptic, was followed by 38.77c infected
urines, while a matched control group similarly catheterized but
without cyclohexidine treatment developed 58.77e infections.
The reason for the large difference in "control group" infectionrate between these two studies is not clear, but may have been
due to patient selection, catheterization technique or type of
drainage system used.
An alternative to the indwelling catheter in patients requiring chronic urinary drainage is periodic "in and out" catheterization. Five studies approach this possibility. In two of these
(292. 293) ambulatory patients were subjected to the procedure
and cultured biweekly for six weeks. Among 200 patients of both
sexes only one developed significant bacteruriii. Similarly, Kass
(149) performed the procedure once on each of 335 patients and
found a 17«-2% infection rate.
Sterile intermittent catheterization technique was taught to
70 persons with neurological injury. These were studied with
frequent cultures for 28 months or 5052 patient-days of self catheterization. During that time 38 patients developed 52 cases of
infected urine, for a rate of 10.3 infections/1000 patient-davs
(238).

The

last report

of intermittent catheterization studied the use
by 218 patients who had pre-

of clean (but not sterile) catheters

viously been using long-term indwelling catheters. On entry into
the study 91
of patients hnd infected urines. After varying times

%

on the study technique,
(Table

this

number had decreased

to 527c

1).

Central Venous Catheterization. Venous cannulation with
polyethylene catheters was first introduced in 1945. Initially, use
of these catheters was restricted to peripheral veins where they
were used to deliver intravenous fluids and medications. The use
of polyethylene catheters in large central veins was introduced in
1949. Cannulation of the inferior vena cava, superior vena cava,
axillary and jugular veins rapidly followed. Central venous catheterization is now a commonly used technique in both clinics!
practice and in medical research.
Recent advances in this technique include percutaneous
catheterization rather than introduction of the catheter by
cutdown on a vein and the introduction in the 1960's of Teflon
catheters.

Cannulation of anv central vein may cause complications
associated with the insertion of the catheter. These complications
include pain, infection atid bleeding at the puncture site. For
catheters introduced into the subclavian or jugular veins, proximity of these veins to the lung adds the additional complication
of inadvertent lung puncture with resultant pneumothorax, hemothorax or hydrothorax. Additional complications of these

.
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body within a vascuThrombosis and systemic infection have both been

catheters are related to function as a foreign
lar structure.

frequent complications of this procedure.
Ten prospective studies of the complications associated with
central venous catheterization are summarized in Table 2 (54. 95.
96. 16. 29. 266, 304. 31, 196, 26). The studies report catheterizations
of several different central veins, but do not include a study of
femoral or inferior vena cava catheterization. Infectious and
thrombotic complications are well-reported in all studies. Only
three studies involve the subclavian or jugular veins and (wo of
these report the incidence of pneumo. hemo-. or hydrolhorax. In
this series, the incidence of local or systemic infection was 0.0%
to 29%. The largest infection rate is reported by Miller, et of.
(1980) for a study of hyperalimentation lines. The rate of infection
associated with an in-dwelling catheter increases with the length
of time the catheter is in place. Since hyperalimentation lines are
intended to remain in place for as many months as possible, the
high incidence of infection associated with this study is best
explained by the long in-dwell time used with this type of catheter. If this study is excluded from consideration, the incidence
of infection associated with the use of in-dwelling central venous
catheters ranges from 0.0% to 3.4% (16. 29. 266, 304. 31).
Thrombosis or thrombophlebitis is reported as a complication in 6 studies with an incidence ranging from 3% to 60%.
Cheney and Lincoln (1964) report the highest incidence of
catheter-related thrombotic complications (54). They demonstrate the relationship between thrombotic complications and the
length of time a catheter is in place by noting that at 24 hours their
patients had a 9% incidence of thrombosis or phlebitis, while at
48 hours, the incidence had increased to 607e. With the exception
of the hyperalimentation lines studied by Miller, et al. the catheters described in these five studies were in place from one to 45
days. Differences in in-dwelling time may account for some of
the widely observed differences in the occurrence of thrombotic
complications. All studies used clinical observation to detect
these complications with the exception of Walters, et ol. who
used venography in twenty of their 240 patients and detected four
asymptomatic axillary vein thromboses (304).
Of the three studies in which subclavian vein or internal
jugular vein catheterization was done, two discuss the complications of pneumo- or hemothorax (26, 96). English, et of. report
no occurrences of pneumo- or hemothorax in 200 procedures.
Bellani. et al. report one pneumothorax and one hydrothorax
occurring in 114 procedures, an incidence of 1.87c. The morbidity
of central venous catheterization reported in these studies ranges
from 1.5% to 82%. The highest morbidity rates are reported for
studies in which the occurrence of thrombosis of the vein and
occlusion of the catheter by thrombi were reported. Studies in
which these complications were not specifically sought and were
not reported have morbidity rates of 3.4% to 12.3%. The mor-
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from local or systemic infection and
from inadvertent arterial punctures. No mortality is reported in
this group of prospective studies.
Retrospective studies of central venous catheterization are'
summarized in Table Three. Only two of seven studies in this
group report the occurrence of infection in their cathelerized
patients (30, 148). Bogen (1960) reports a 5.1% incidence of local
or systemic infection associated with femoral catheters placed by
house-officers. James and Myers (1973) report a 0.6% incidence
of infection associated with supraclavicular catheters placed by
bidity in these studies results

staff surgeons.

The incidence of thrombosis or phlebitis is examined in five
of the seven studies and is 0.6% to 55%. Bansmer, et ai. report a
55% incidence occurring in twenty patients with femoral catheters and Moncrief (1958) reports the next highest incidence of
14.8%, also occurring in patients with femoral catheters (17. 198).
In the remaining'three studies by Bogen (1960), Jernigan. ef oi.
(1970), and James and Myers (1973), the incidence of thrombosis
is reported as 4.3%. 0.1%, 0.06% respectively. The higher incidences reported by Bansmer. et oi. and by Moncrief may result
from the use of femoral catheters which tend to keep pati> nts
immobile and therefore predisposed to thrombotic complications. A comparison of thrombotic phenomena reported in retrospective and prospective studies shows a much lower reported
incidence of thrombosis in retrospective studies. This is most
likely to result from failure to detect thrombosis and phlebitis in
retrospective studies

due

to

poor reporting of these events.

In the retrospective series, a relatively large

number

of

events are included in the category "other." These include a
variety of complications such as air embolism, overhydration of
a patient through a central venous catheter, mediastinal

and lost catheter tubing. These less usual, but serious,
complications of central venous catheterization are prominent in
many retrospective studies because they represent somewhat unusual and grave complications which arc likely to be recorded in
a patient's chart and thus be preserved for detection in a retrospective study. In contrast, simple thrombosis without sequelae is
more likely to be overlooked as a complication requiring documentation and thus, in retrospective studies, these types of events
tend to be under-reported.
infiltrates,

Swan-Ganz Catheter Placement. The Swan-Ganz

catheter,

introduced by Swan and Ganz in 1970. is a complex catheter
which contains several lumens and a small, inflatable balloon at
the distal end of the catheter. It is inserted into a large peripheral
vein or a central vein and passed along the vein to the right side
of the heart. From the right side of the heart, the catheter can be
passed into the pulmonary artery. Use of the catheter allows
measurement of pressures on the right side of the heart and.
when the disla! balloon is inflated in the pulmonary artery, measurement of the left ventricular end-diastolic pressure. The pro-
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used extensively in the clinical practice of medicine in
of critically ill patients. The procedural technique is relatively simple and a Swan-Canz cfl'tcter can be
placed at an intensive care bedside by a house-officer.
Swan-Ganz catheterization has-nlso been frequently used
for research purposes in studies of cardiovascular or pulmonary
physiology of pharmacology.
The complications of. the Swan-Ganz catheter resuu from
several different technical aspects of the procedure.
the

is

management

Bleeding and infection may occur at the site of catheter
and venous thrombosis as well as systemic infection
may result from the presence of the catheter as a foreign body in
the venous system. If the catheter is introduced via the subclavian vein or internal jugular vein, pneumothorax or hemothorax
may result from inadvertent puncture of the lung or perforation
of a great vein. As the catheter passes through the right ve -tricle
insertion

on its way

may

to the

pulmonary

artery, irritation of the right ventricle

result in ventricular arrythmias. Finally, the tip of the cath-

eter or an Inflated catheter balloon

may

cause infarction of the

lung and/or hemorrhage.

These represent the major, most common complications of
variety of unusual complications such
the Swan-Ganz catheter.
as pulmonary artery-bronchial fistula, hemomediastinum. and
pulmonary valve insufficiency have been reported in the case
report literature (247, 125. 216).

A

Swan-Ganz catheter are sumprospective studies designed to
assess the incidence of complications occurring with use of the
Swan-Ganz catheter *
.»nor*ed in 1979 (91, 233, 259). Pro>" repon an investigator's experience
spective studies before
with the procedure but these investigators do not monitor the
procedure for specific complications. This reflects the fact that
when a new procedure is introduced, the complications associated with the procedure are usually not well-defined until the
procedure has been in clinical use for several years.
Prospective studies of the

marized

in

Table

4.

The
-

first

«

initial paper, introducing the catheter, Swan/Ganz,
noted a 15% incidence of ventricular ectopy occurring while the catheter passed through the right ventricle. No
other complications were n^'ed in the first 100 procedures performed by Swan and Ganz. ! :t these authors do report the presence of a small clot on the tip of one catheter at the time it was
removed. All of the catheters placed by Swan and Ganz were in
place for less than 48 hours. The three other studies which note
the occurrence of ventricular ectopy during placement of the
catheter report an incidence of these events which ranges from

In their

ef al. (1970)

17% to 77.6% (151, 91, 259). Elliot, et al. (1979) reports all occasions in which even a single ectopic beat was noted and reports
the highest incidence. 77.6%. Shaw (1979), in contrast, reports
only those occasions in which the ectopic beats occurred more
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frequently than one in every four beats. His reported incidence
37%. Katz. el al (1977) report an incidence of ventricular arrhythmias of 17% but more than half of the patients included in
his prospective study were actually studied retrospectively. The
occurrence of ectopy is often not recorded in a patient's chart
unless it is sustained or requires treatment.
is

A
ries.

single episode of

Katz, el

al.

(0.3%). Elliot, el

pneumothorax

pneumothorax was reported in this seone such event in 392 procedures

(1977) recorded
al.

(1979) did not observe the occurrence of

in their discussion of complications.

Five of the sue studies report on the occurrence of infection
associated with the Swan-Ganz catheter. The reported incidence
ranges from 0.0% to 3.8%. The highest incidence is reported by
Katz. el al. (1977) who noted five occurrences of local infection in
his patients. Elliot, et al. (1979) report two episodes of systemic
infection with S. aureus (1.7%) occurring after catheters were in
place five or more days.

^'enous thrombosis was not recognized in early studies by
et al. (1970) and Steele and Davies (1972) but Elliot,
et at. (1979) noted two cases of subclavian vein thrombosis occurring in 118 patients (1.77* J. Most of the catheters monitored for
complications by Elliot, et al (1979) were in place more than 48

Swan/Ganz.

hours.

Pulmonary infarction and hemorrhage was not observed in
Swan/Ganz ct al. (1970) and Steele and
Davies (1972). In tater studies, the reported incidence ranges from
1.7% to 12.37c. The difference in reported incidences may result
from the different methods used to detect this complication. Katz,
et ol. report an incidence of 4.1% which represents 16 patients
with "suspected" pulmonary embolism. Four of these patients
died of their underlying disease and were found to have
the early studies by

catheter-related emboli at autopsy. Elliot, el al. report 2 cases
(1.7%) detected by clinical and radiographic methods. Primm, e(
al. report 12.37c incidence which they detected by subjecting 57
patients to a ventilation-perfusion scan before and after a SwanGanz catheter was placed for routine cardiac catheterization.
Seven of these patients developed new perfusion defects in the
region of the catheter although the catheters had been in place
only during the few hours required for cardiac catheterization.

The wide range

of morbidity reported for these series. 0.09b
explained primarily by the differences between the
studies in the report of ventricular arrhythmias. If this complication is excluded, the range reported for recent evaluations of
the Swan-Ganz catheter '^ould be 5.1 % to 12UJ%.
to

82.6%

is

No fatalities were rep

-

rted in

any of the prospective studies.

Swan-Ganz

Retrospective studies o. the

catheter are report-

Foo
et al. (1974) report only on the
complication of pulmonary em. lism. infarction or hemorrhage.
They note 9 such episodes (2 puln ?nary emboli and 7 infarctions)
ed

in

Table 4

(110. 10).

.

<

91
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occurring in 125 patients (7.2%). Methods of detecting these phenomena are not reported. Archer and Cobb (1974) cite an incidence of ventricular arrhythmias of 4.7%, but this includes ^r.iy
cases of ventricular tachycardia or fibrillation. Neither study re>^"'
ports any deaths due to the procedure.

Cardiac Catheterization. Cardiac catheterization has been
used in many research studies designed to correlate the findings
of exercise tolerance tests with presence of coronary artery disease. It has also been used to stage patients for long term prospective evaluations of coronary artery risk factors and to study the
electrophysiology of the heart. Eight of these research studies
were reviewed for this study. Eight of the eight studies failed to
report any complications of the procedure in the published report
of the project (150. 203, 231, 240. 248. 255. 291. 302).

The risk of injury during cardiac catheterization for diagnospurposes has been extensively studied in the Cardiac Catheterization Co-operative Study reported by Swan, et al. (1968)
(277). In this prospective study, 12.367 cardiac catheterizations
performed by cardiologists at 16 institutions were studied betic

tween November 1963 and November 1965. The results of this
study are summarized in Figure 1. Of the 300 clinical and research studies reviewed for this study, the co-operative study was
the best designed evaluation of the complications of the procedure. It has been widely accepted as a reasonable evaluation
of risk of injury during cardiac catheterization, even though it
was completed over 15 years ago. No other major studies of the
complications of cardiac catheterization have been performed
since this study.

The Cardiac

Catheterization Co-operative Study achieved

this respectability

by including the following elements of design

in the study:
1. The complications to be identified by investigators were
well defined prior to the study. Each investigator was required
to complete a log of the occurrence of these complications at
the end of each catheterization.

2.

Each

investigator

was required

to

record

full details

about

the patients' primary cardiac illnesses, other illnesses which a
patient might have, medications or other factors which might
increase the risk of the procedure.

Each investigator was required to keep a full record of the
performance of the procedure and record any unusual events
accompanying the performance' of the procedure.

3.

Each investigator was required to establish the outcome of
any complication occurring and to provide follow-up of patients for the detection of any late-occurring complications.

4.

5.

During the conduct of the study, investigators were fremonitored for their compliance with the study

quently

guidelines.
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1

Complications of 12467 Cardiac Catheterizations:
Cardiac Catheterization Co-operative Study, 156a.

L Arrhythmias
Supraventricular Tachycardia

35

Bigeminy
Bundle Branch Blocks
Complete Heart Block

l

2
7
12
59
37

Ventricular Tachycardia

Vermicular

Fibrillation

Asystole
Total
II.

153

Perforation of Heart or Great Vessels
Right Atrium

33

Right Ventricle
Aortic Root
Left

21

17
10

Atrium

Left Ventricle
Extra-pericardial Aorta or Branch

12
7

Total
III.

100

Arterial Complications

Arterial

'37

Thrombosis

Arterial Tears Dissections

16

Aneurysm Formation
Hemorrhage

IV.

"False

6

Total

60

1

Nervous System Complications
Generalized Cerebral Disturbances
—(Loss of Consciousness. Seizures, Psychosis)
Focal Disturb?! res
(Hemiparesis, Aphasia, etc)

—

Total

11

•

;_13

24

V. Peripheral Nervous System Complications
Brachial Plexus Injuries
Median or Ulnar Nerve Injury
Femoral Nerve Injury

Total

VL

Pulmonary Complications
Pulmonary Embolism. Infarction
Pulmonary Edema
Pneumothorax
Hemothorax
Total

8
2
1

11

11
2

2
1

16

C3

Risk of Injury

VIL Systemic

Arterial

Embolism

Cerebral Emboli
Coronary Artery Emboli

Emboli
Emboli

10
2

to Aortic Bifurction
to

1

Legs

4

Total

17

VI IL Infection. Inflammation. Allergic Reactions
Inflammatory Reactions

26
3

Endocarditis
Severe Local Infection

10

Thrombophlebitis
High Fever
Post -pericardiotomy

9

2

Syndrome

2
7

Allergic Reactions

Total
IX.

59

Hemorrhage

10

X. Severe Hypotension
Blood Loss

5

Vasovagal
Angiography
Fever
Catheter Through Narro*

4
4
1

Aortic VaJve

2

16

Total
XI.

Equipment Failure
•

10
Total Deaths-55
MortoJity - 0.44%

Total Complications -=444

Morbidity — 3.2%
•

Les* than the

are !is:ed in

sum

of lisfed complications

core than one category

This ;tudy reports

a 3.67o

many complications above
show etiolngy.

because

in orthr to

incidence of major complicates

for diagnostic cardiac catheterization in a population with

or suspected congenital or acquired heart disease.
tality was observed.

A

known

0.447b mor-

The resulls o? fee study show the influence of special chc_ucpopulation on the occurrence of complications of a procedure. Table Five ?hows the occurrence of major
complications by age group. The largest number of complications
occur in children under two months of age. This is due to the
presence of congenital heart disease in this age group. Seventeen
percent of all complications observed in this study occurred in
tl. j age group. For individuals ever tho *ge of one year, the
incidence of major complications was J. 6% to 4.8 c/o.
teristics of a subject

Table Gix summarizes the incidence of complications acrisk group. Risk groups were determined on the basis
of the patient's at,e. severity of cardiac d^ease and presence or
absence of ether major system or systemic diseases Patients with
cording to
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TABLE

5

Cardiac Catheterization Co-Op Study:
Complications by Age Group
'"'

Number
Age Group
30 d
30-59 d
2-11 mos
lyr-lyr 11 mos
2yr-4yr 11 mos
5-14 yr
15-24 yr
25-49 yr
50-59 yr

>60 yr
Unknown

Number

of

of

Patients

Complications

325
:i5
681
312
674
1903
1252
4141
2034
887

50 (15.47*)
22 (19.0%)
33 (4.8%)
10 (3.2%)
11
(1.6%)
30 (1.6%)
41 (3.3%)
137 (3.37( )
78 (3.87*)
31

3

TABLE

(3.57e )

1 (30.0

%j

8

Cardiac Catheterization Co-op Study:
% Complications by Risk Group
Risk

Group

Low
Moderate
High

Complications
2.3 7<.

4.5%
10.17f

low pre-procedure

risk group status had a 2.3Tc incidence while
patients with high pre-procedure risk group status had a 10.1 <7o

incidence of major complication. This distinction is obscured
only the overall incidence of major complications of 3.69c

when
is

cited.

Angiography. The major causes of Injury from angiography
from the insertion of the catheter into an artery, the manipulation of the catheter in the artery and the injection of hypertonic contrast media. The complications of the procedure which
are most often observed are pain, bleeding and local infection at
result

the site of insertion of the catheter, tears, dissections or false

aneurysms arising in the vascular wall due to manipulation of the
catheter, and myocardial damage or renal failure resulting from
intravascular volume changes caused by hypertonic contrast
media. A spectrum of allergic reactions to contrast media may
also be observed.

Table 7 summarizes the prospective studies of angiography
The study by Eisenberg. et al. was
intended to assess only the complication of renal failure in angiography and will be discussed with the retrospective studies.
(277. 281. 263, 217. 224. 88).
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Of the remaining 5 prospective studies, two do not report the
occurrence of cardiac complications and three do not assess the
renal complications of angiography. All studies report vascular
complications as well as episodes of infection and hemorrhage
and an array of other morbid events including pain, nausea,
vomiting, vasovagal reactions, and relatively infrequent cerebral
vascular accidents following the administration of contrast
medium.

The range of cardiac complications is 0.0% reported by
Paine, et d. to 1.0% reported by Swan et al., (217. 277). The study
of Swan, et al includes a series of 3312 coronary angiographies
performed by cardiologists at 16 institutions and is remarkable
for the thoroughness with which investigators monitored patients
for the occurrence of complications, particularly those of the
cardiovascular system. In contrast. Paine, et aL report a series of
only 100 coronary angiographies performed for research purposes. The small number of procedures in Paine's study may not
have allowed observation of a relatively uncommon event.
Vascular complications of angiography are reported with
and the range of complication rates reported in these
studies is 0.5% from Swan, et al. to 3.0% from Petrak and Minton
(224). Petrak and Minton report on a small series of cancer patients undergoing hepatic angiography prior to placement of an
hepatic artery catheter for a research project assessing the
efficacy- of perfusion chemotherapy. The small number of subjects in this series and the significant co-morbidity of the subjects
studies by Paine, et al. may explain the difference in observed
incidence of vascular complications.
regularity

Sigstedt and Lunderquist report a series of 1804 abdominal
angiographies. The overall rate of vascular complications observed in this study is 2.6%. The difference between this estimate
and the lower estimate of 0.5% reported by Swan, et al. may
result from the difference in the arteries cannulated in these
studies. Since arterial wall damage is most likely to occur when
a catheter must be frequently manipulated, the incidence of
damage to the vascular structure can be expected to be greatest
when arteries which are difficult to cannulate are studied.

Sigstedt

and Lunderquist demonstrate

this

phenomenon by ana-

lyzing their overall vascular complication rate in terms of the
morbidity contributed by the study of specific arteries. In their
study, specific vascular complications occurred with the following frequencies:

Superior mesenteric artery

Renal artery
Celiac trunk
Splenic artery

Hepatic artery
Gastroduodenal artery
Left gastric artery

Inferior mesenteric artery

0.3%
0.9%
1.1%
4.4%
5.6%
6.8%
6.9%
7.5%

Risk of Injury
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When

the results are analyzed for specific arteries, it is seen
such as the superior mesenteric or renal arteries, the incidence of vascular compilations
that with relatively accessible arteries

is much lower than with arteries which are more difficult to
cannulaie. For accessible arteries the results obtained by Sigstedt
and Lundquist are comparable to those obtained by Swan, el aL

for coronary arteries.

The

renal complications of angiography are uniformly poor-

Renal complications of angiography
occur 24 to 48 hours after the procedure is performed and can be
detected, in most cases, only if specific blood tests are done
within this time period. Since renal compromise may be mild to
moderate and resolved without specific treatment, many cases
may occur without detection unless they are specifically looked
for during the 48 hours following the procedure. The absence of
reporting of these complications in these studies may represent a
failure of methods to detect these complications.
ly reported in these studies.

Local infections and hemorrhage ai the site of catheter inThe incidence of
these events range from 0.0% in the study by Paine el ai to 9.09c
in the report by Petrak and Minion. As has been previously
noted, the subjects reported in the Jatter study were al! cancer
patients receiving chemotherapy. Since chemotherapy often results in bone marrow suppression with resultant compromise of
normal immunological and hemostatic mechanisms, a high incidence of bleeding and infection following catheter insertion in
these patients is not remarkable.
sertion are reported in all studies reviewed.

Paine, et of. and Tandon. et aL report incidences of approximately 1.7% and 1.6% respectively. The incidence of 0.03%
reported by Swan, et al. represents a single occurrence in the
3312 patients undergoing angiography in the Cardiac Catheterization Co-operative Study in 1963-65. The overall incidence
of infection and hemorrhage in the 12,367 patients who underwent cardiac catheterization in this study was 0.02%.

The range of morbidity reported in these studies is 0.0% to
35%. The difference in incidence of the major complications
discussed above accounts for some of the impressive difference

The range of morbidity reported in
these studies is also influenced by the reporting of complications
which are listed under "other" in Table 7. For the most part, these
include occurrences of injuries such as pain, nausea or vomiting,
vasovagal episodes and chest pain. While most investigators
carefully record all major or mortal complications, occurrences
which are not life-threatening and which cause only patient discomfort a'-e reported in great detail by some physicians and not
at all for others. In this series, for example, the morbidity reportin reported morbidity rates.

for the Sigstedt and Lundquist study includes the occurrences
of backache, headache, tachycardia, and shivering. These events
account for more than 50% of the 300 "other" complications

ed
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Catheterization Study, in con-

reports only moderately severe to life-threatening complications, so that in the "other" category for this study there are
trast,

only 16 occurrences noted
Mortality (or all these studies

was low. ranging from

0.07c to

0.0970.

•

Retrospective studies of angiography are reported in Table
The studies reported by McAfee (1957), Lang (1963). and
Mortensen (1967) report estimates of each of the major complications associated with angiography, while the studies by Fitzgerald and Carr (1977). Ramire7 {1078) and Bryk (1979) report
only a few of these complication (189, 170. 201. 107. 236. 42). Only
the studies with complete data bases will be discussed.
Eight.

The range of complication rates reported for the major complications in the three large retrospective studies presented here
is relatively narrow. The major differences in these rates occur in
reporting of vascular complications, local infection and hemorrhage, and "other"' complications.

For vascular complicatioi s. the lowest incidence is reported
by McAfee (0.057c) while Lang and Mortensen report incidences
of 2.07c and 3.07c respectively. Local infection and hemorrhage
also has the lowest incidence in the McAfee study (0.07c) compared to the 1.57c reported by Lang and 3.07c reported by Mortensen. These two types of complications result from insertion of
the catheter and manipulation of the catheter within an artery.

The study reported by McAfee differs from ine studies done
by Lang and by Mortensen in that most of the procedures reported by McAfee were done using a translumbar needle approach
while in the Lang and Mortensen reviews, the catheter was
passed through a peripheral artery. Since vascular complications
as well as infection and hemorrhage result from the insertion of
the catheter and subsequent manipulation of the catheter, the
different techniques employed for catheter insertion may explain
the difference in observed complications.
The morbidity

reported in these three studies ranges from

0.77e to 12.07e and reflects not only the above observed differences in catheter related complications, but also variability in the

reporting of less serious complications such as pain and nausea.
overall mortality reported in these series is comparable.
0.067c to 0.17c.

The

The incidence of renal failure reported in the three major
retrospective studies is 0.037c. Problems in detection and diagnosis of renal failure are more likely to occur ui retrospective surveys, but the range reported in these large series is relatively
small. In contrast. Schwartz et o/.. in a retrospective study, report
a 127c incidence of renal failure which they defined as an increase in blood urea nitrogen of 507c or 20 rng/dl and/or an
increase in creatinine of 507 or
£

which was published

1

ng'dl In response

in 1978, Eisenberg, et

al.

to this

study
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study done by Schwartz, et al. selecting a population with the
came type and incidence of underlying disease and »«*ing the
same definition of renal failure. The two studies dillered in that
Eisenberg. et aL hydrated patients with 250 cc of normal saline
per hour while the cases reviewed bf Schwartz, et aL had received only 80 cc of D5W per hour. The study by Eisenberg. et aL
demonstrated thai hydration, and not underlying disease, is the
most important variable in occurrence of renal failure following
angiography and demonstrates the significant effect which
differences in performance of a procedure may have on the incidence of a given complication.

A summary of the reported mortality associated with the
admii Istratton of contrast media is given in Table Nine. Estimates lange from 1:33,000 to 1:300.000 with sir of the eight reporting mortality rates between 133.000 and 1:60.000. Insufficient
data are available on these studies to allow examination of the
variability in reported mortality rates.
TABLE

•

Radiographic Contrast Media: Mortality*
Jungmichel

1:60.000

Pendergrass et aL

1:125,000

1:300.000

Toniolo & Buia

1:50.000

(1966)

(1942)

Coliez et

Frommhold A Braband
(1960)

(1940)

al.

L60.000

Ansell |1970)

1:40.000

1:60.000

Witten et aL (1973)

1:33.000

(195S)

Wolfromm

el

aL

(1966)
•

Froc Shehadi. M-D. 1S74

Placement of an Arterial Line. An arterial line is an indwelling Teflon cjtheter which may be placed in any peripheral
artery for purposes of monitoring blood pressure or establishing
an access for drawing blood samples. In clinical medicine it is
used exclusively in the intensive care setting and the largest
experience with its use has been accumulated by anesthesiologists. The arterial line is also frequently used in research
studies to monitor blood pressure and arterial blood gases in
studies of cardiopulmonary physiology and pharmacology.
Since an arterial line is essentially a resident foreign body
within a vascular structure, the major complications associated
with its use in either petient or research subject are bleeding
from the vessel, thiombosis of the vessel with or without subsequent ischemia to dependent tissue and local or systemic
infection.

Table Ten summarizes the major prospective studies of complications of the arterial line (38. 202. 23. 83. 114. 177. 159. 321. 24.
143. 26. 15). The incidence of hematoma is not reported in 9 of

these 12 studies. The incidence of hematoma is 0.07c to 457e in
the three studies which report '.his complication.

;
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The factors which would be most likely to influence the
development of a hematoma include the skill of the operator, the
hemostatic competence of the patient and the size of the needle
used to cannulate the artery. In the studies by Brown, et o/.,
Mosely, et ol and Gardner, et ai all lines were placed by skilled
operators (38, 202, 114). The patients studied by Mosley. et ai and
Gardner, et ai were all surgical patients and are likely to have
been hemostatically competent. Unfortunately, in these two
studies, the techniques used for performing the procedure are not
well described, so that this possible source cf the difference in
incidence of hematoma formation cannot be evaluated.

Ten of the twelve prospective studies provide detailed accounts of the incidence of thrombosis of cannulated arteries. This
event is reported to have an incidence between 0.0% and 63 7e.
The single factor which explains most of this difference is (he
method used to detect arterial thrombi. For example, in the study
by Mosley, et ai, which reports a 0.0 7» incidence, clinical examination was used to detect arterial thrombosis. In cor.trast. in the
study by Downs, el ai. a 637c occurrence of arterial thrombosis
is reported when these events are detected by angiography (83).
Studies which used a Doppler to detect arterial thrombosis reported incidences in the middle of the range such as tne 387<.
incidence reported by Bedford, et ol. (23). When comparable
methods of detection were used, differences in incidence of arterial thrombosis resulted from differences in the length of time the
artery was cannulated.
The incidence

with arterial line
two stuides
which report an incidence of 0.07c the arterial line was piaced
by an anesthesiologist or specially-trained nurse practitioner. In
the study by Band, et al. which reports a 47c incidence cf
catheter-related infection, the arterial line was placed by house

placement

is

of infection associated

not reported in 9 of 12 studies. In the
,

officers (15).

No mortality

reported for these studies. The range of morfrom the differences in methods used
to detect complications and from the difference in length of time
in which an arterial line was allowed to indwell.
is

bidity. 0.07e to 637o. results

The major retrospective studies on complications associated
with an arterial line are presented in Table eleven. These studies
provide almost no information on specific complications of arterial line. The morbidity which they report, which ranges from
0.257* to 127*. may reflect not only differences in methods of
detection and length of cannulation. but also differences in the
reporting of these events in medical records. The morbidity rate
of 567o reported by Maki, et al. is excluded from consideration
with the other retrospective studies since it represents 9 occurrences of S. aureus infection in immunocompromised patients
receiving chemotherapy (182).
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single fatal complication reported in these studies re-

from a catheter embolus reported by Samaan,

et ai (250L

Exercise Tolerance Testing. Exercise tolerance testing has
been widely used for both research purposes and for the clinical
evaluation of coronary artery disease. It also has increasing ap-

•

i

for

plication as a

-

method of assessing physical

fitness.

In exercise tolerance testing, an individual performs exercise, commonly by walking on a graded treadmill. While the
subject performs the test an electrocardiographic tracing is con*
tinuously displayed on a cardiac monitor and the subject's blood
pressure and pulse are monitored.

[

I

The subject is exercised in order to increase the work load of
the heart and to determine whether evidence of ischemia develops either before or at maximal exercise for the subject. Evidence
of ischemia would include chest pain, hypotension, arrhythmias.
changes in the exercise electrocardiogram (ST-segmtnt changes
and T-wave changes), and even complaints of shortiie** of breath
(dyspnea), fatigue or dizziness. The occurrence of dyspnea, fatigue or dizziness may simply imply poor physica* fitness, butthey are also symptoms associated with left ventricular failure,

i

|
t

I

;

j

i

|

j

Since subjects are constantly monitored during exercise
tolerance testing, an exercise tolerance test car. be stopped immediately if a patient develops hypotension, arrhythmias or any
serious signs or symptoms of myocardial ischemia cr left ventricular failure

Due

'

unique nature of the exercise tolerance test, it is
more difScu'.t to decide what constitutes a complication than with
other procedures. An exercise tolerance test is performed to
determine at what point in exercise evidence of ischmeta or
arrhythmias occurs. The test is then stopped. If evidence of ischemia and arrhythmias are considered as complications, then
all positive exercise tolerance tests could be said to involve
to the

complications.

A reasonable way in which to evaluate the risk of exercize
tolerance testing would be to consider as complications only
those events which result in morbidity for the patient. These
events might include symptomatic arrhythmias or arrhythmias
requiring cardioversion, ischemic events or suspected ischemic
events requiring hospitalization or loss of time from work, and so
I

j

j

i

I

|

r

on.

Unfortunately, this distinction is made inconsistently by individuals reporting the risks of exercise tolerance testing. In studies which report the complications of exercise tolerance testing.
there is wide variation in the definition of "complication." Therefore,

some

investigators report all observed

ST-segment changes

as complications while others reserve complication for events
leading to hospitalization or death.

Risk of Injury
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and retrospective clinical studies
were reviewed for this report. Ch _ to

of prospective

as well as research studies

the difficulties noted, the "complications" reported in these studies are presented in the tables as they are reported by the authors
of these studies. Morbidity calculated in these tables includes
events as diverse as severe fatigue and myocardial infarction.

The

estimate of mortality, in this case, gives the only estimate of

the risk associated with this procedure.
In Table 12. the first five studies listed represent prospective
studies of the clinical use of exercise tolerance testing (39. 90. 40.

The last eight studies listed are ra?earcn studies in which
the exercise tolerance lest was used as a procedure (11. 147. 13.
156. 156. 217. 78. 145). An additional five research studies reviewed made no mention of complications.
157. 74).

In six of the eight research studies, the exercise tolerance test
for research purposes only. In the remaining two studthe 'est was used as an experimental diagnostic tooL

was used
ies,

In the research projects, dyspnea, fatigue and dizziness were
reported as corr plications in 2 studies. Dillahunt and Miller
(1970) report an incidence of 2*>« in 100 patients exercised 2
weeks after a myocardial infarction and Paine, el al (1978) report
an incidence of 17.9T* in 28 patients exercised approximately 4

months
is

after infarction.

Angina is reported as a Complication in 3 rosccrch ;tud:e;. I!
re port e J with an incidence ranging from 7% to 24Ve. The

highest incidence

is

repotted by Bailey, el

ef.

(1977) in a study

wnich involved 20 normal subjects and 63 subjects with angioof coronary artery disease. None of the
twenty of the diseased subjects experienced angina during this sJudy. The lowest incidence n reported by
Markiewicz, el al (1977] who exercised subjects 3. 5. 7. 9 and 11
weeks after myocardial infarction.

graphic evidence
controls, but

Arrhythmias were observed in 7 of the eight research studnol observed by Aronow and Cassidy (1975| v, ho
exercised only normal, healthy subjects. In the other seven studies, coronary artery disease or congenita! heart disease was
known to be present in at least some of the subjects studied. The
observed incidence of arrhythmias ranged from 3.8*"» to 2l.4vV.
The highest incidence occurred in the study by Dillahunt and
Miller (1979) in which the subjects were two weeks po%\myocardlal infarction. If this study is not considered, the range of
incidence of observed arrhythmias was 3.8'c to 7.8*7c Although
several ca?es of ventricular '-chycardia were reported, most
were asymptomatic and none required cardioversion.
ies.

They were

Myocardial infarction as 3 result of the exercise tolerance
not reported in any research study and there were no
fatal complications in any research study.

test

was
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The prospective clinical studies of the complications of exordo not report incidence of fatigue, dyspnea,
dizziness or chest pain as complications. The incidence of arrhythmias reported in this series has a range of 0.1% to 66.6%.
The incidence of 66.6% was reported by Delry, el al. (1S75) in a
group of six patients known to have Prinzmetal's angina. An
incidence of 10% is reported for the 140 patients with known or
suspected coronary artery disease who were studied by Kerber,
el aL (1975). In the two large series reported by Bruce, et al. (1963,
1974) the observed incidence of arrhythmias was 0.1% and 0.3%
respectively.
cise tolerance testing

Myocardial infarction due to exercise tolerance testing was
not observed in any prospective study. The single death in this
series was reported by Bruce, et of. <1963) and involved a patient
with mitral stenosis who developed pulmonary edema during the
test

and died two days

later.

Retrospective studies of exercise tolerance testing are reported in Table 13 (90. 243. 311). Ellestad. el al. (1969) report the
occurrence of two i. yocardial infarctions in 1000 exercise tolerance tests (0.27c). but no fatalities in this series. Welch, e! cl.
(1975) reviewed 1000 exercisf tolerance tests performed on
women under the age of fifty who complained of chest pain.
Subjects with congenital or valvular heart disease or with idiopathic hypertropic sub-aortic stenosis were not included in this
review. One fatal myocardial infarction (0.1%) occurred in a 26
year old woman with unsuspected disease of the left main coro-

nary

artery.

and Blackburn (1971) report the results of a questionnaire survey which had a response rate of 55%. In 170,000
tests, there were 50 morbid events reports (0.037,.) and 16 deaths
associated with the performance of tht.se tests. The reported mortality rate is, therefore, 0.0097c or 1:10,000. The incidence of
deaths and morbid events reported in this study is 0.047c or
4:10,000. The retrospective design of this study and the low response rate of the survey should be taken into consideration
before generalizing these results.
Rochrr.is

Liver Biopsy. Percutaneous liver biopsy has been used as c
research tool to assess the effect of drugs and pbysiologicai states
on the architecture of the liver. Its major use is in the diagnosis
of hepatic disease.and assessments of the risks associated with
the procedure have been made in a diagnostic setting.

Complications associated with this procedure are considered "major" if surgery is required to correct them. Those include
hemorrhage, major bile leaks and peritonitis. Minor, nonsurgical, complications include lesser hemorrhage, hypotension

and post-biopsy pain requiring analgesics for control.
Three studies employed liver biopsy purely in a research
setting (242. 275. 306). Two of these make no mention of complications or their absence. A 5%. incidence of minor complications
is

noted in the third

(242).
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Among prospective studies of the procedure as a diagnostic
no mortality or major complication was encountered. Five of
the six studies (5. 104. 123. 163, 215) had fewer than 200 patients
(range 29 to 198) and one (223) observed 1000 patients. Only three
tool

of the six studies systematically discussed complication rates.
Overall the minor complications occurred with a rate of 3.0 to
14.5%. Pain accounted for 1.5 to 9.3% of these complications,
with bleeding and episodes of hypotension accounting for 3.6 to
4.8%. These are shown in Table 14.

Retrospective studies include reviews of the literature (283.
and of collected single-institution experience (4, 163.
• 283). Studies of work prior to 1952 show a mortality rate of 0.12 to
0:17%. More recent studies show a range of zero to 0.45%.
320. 322)

The occurrence of complications requiring surgery is reported in retrospective studies with a frequency ranging from 0.1
to 0.457*. Five out of six studies do not discuss non-surgical complications such as hypotension and pain because, as one author
points out, "regrettably the clinical records in many cases were
incomplete regarding the occurrence of complications" (4). The
data from retrospective studies may be seen in Table 15.
generally held that the mortality and morbidity of the
is higher in older studies than in newer ones because
more recent workers use smaller gauge needles (1.9
outside
diameter) and better techniques. Review of Table 14 and 15
shows no such trend. Mortality is tower in the tv/o oldest reviews
than in ihe most recent large study. Further, in a prospective
study of this question, Greenwald (128) used a large bore Jamshidi needle, and found a zero mortality rate. His reported morbidity rate is also not significantly different from other careful
studio.
It is

procedure

mm

Bone Biopsy. Biopsy of bone has had a major application in
medical research where it has been used for studies of inherited
as well as acquired disorders of bone metabolism. Clinically,
bone biopsy is being used with increasing frequency to establish
a histologic diagnosis for bone lesions detected radiographically.
Complications of bone biopsy are pain, infection and hemorrhage in all biopsies and pneumothorax in biopsies of the ribs or
vertebrae.

Seven research projects in which the bone biopsy was used
were reviewed for this study (111. 86, 241. 234. 234, 69, 2). Seven
of the seven provided no report of complications.
Prospective studies reporting complications associated with
bone biopsy are reported in Table 16. Only
the studies reported by Cladstein and Grantham (1974) and Debnao and Staple (1975) report the occurrence of infection in their
series (122, 66). They report an incidence of 0.5% and 1.5% respectively. The same two authors report the occurrence of hemorrhage due to bone biopsy and again repjrt incidences of 0.5%
the diagnostic use of
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and 1.5 7<- respectively. Johnson,
dence of hemorrhage.

et al. (1977)
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nole a 2.2% inci-

Pneumothorax occurring with rib or vertebral biopsy ocotj
with a reported incidence of 1.0% to 7.0%. The highest incidence
is from a study by Har.afee and Tobin (1969} in which only 14
patients are reported (131). If this series is excluded, the incidence of pneumothorax ranges from 1.07* to 2.8%. Again, the
higher figure occurs in a small series (35 patients} reported by
Nordenstrom (1971) (211). In studies with more than 60 patients,
the reported incidence of pneumothorax is 1.0% to 1.5% (122, 66.
285).

The reported morbidity in this series ranged from 0.0% to
17.8%. If the small series by Hanaiee and Tobin is excluded,
there are three studies with reported morbidity rates greater than
2.87*. These are the studies by Gladstein and Grantham (1974),
Debnam and Staple (1975). and Johnson, et al. (1977). In all three
studies, the major portion of the reported morbidity is derived
from the occurrence of complications listed as "other." These
-include pain and vasovagal responses. The studies with lower
overall morbidity did not report these events.
Nc mortality was reported in any prospective study.
Retrospective studies of the complications of bone biopsy
are summarized in Table 17. They are remarkable for presenting
large numbers of patients in whom no apparent complications
occurred. Of the seven studies reviewed, only the study by Ellis,
et aL (1964) of 1445 bone biopsies reports the occurrence of a
complication (93). Ellis, et al. report two cases of infection, an
incidence of 0.1%.
Since over 6.000 bone biopsies are reported in the retrospective studies, the absence of complications in these series is
surprising. It may result from incomplete recording of occurrences of local infection and bleeding in a patient's chart when
these are not severe.

Endoscopy and colonoscopy. Endoscopy is a procedure in
which a flexible rube equipped with an optical system is inserted
into the esophagu3. stomach or duodenum. Endoscopy allows
visualization of the internal surfaces of these structures as well as
directed biopsy of any abnormalities seen. Endoscopy was first

performed by Kussmaulin 1866 in Freiburg, Germany (174). Kussfirst patient was, appropriately, a sword swaliower. However, endoscopy remained a curiosity until the introduction of
fiberoptics in the 1950s. In the late 1960's and earW 1970's, a
flexible endoscope was developed, and endoscopy performed
with a flexible, fiberoptic endoscope is now one of the most
frequently used procedures in medicine. In the 1970's the method
has been modified to allow endoscopic visualization of all parts
of the gastrointestinal tract. The two most commonly used procedures are upper gastrointestinal endoscopy and colonoscopy.
maui's

Endoscopy. The complications of endoscopy include perwith the endoscope or biopsy

foration of the intestinal lining

-
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forceps, blaeding. cardiovascular complications and complications associated with the sedation or anesthetic used during the

procedure. Infection is an unusual complication
sulted from contaminated endoscopes.

which has

re-

Although thousands of these procedures are performed
every month in the United States, there have been no large-scale
prospective evaluations of the occurrence of complications associated with its use. Six prospective studies with small numbers of
patif.nt3 are summarized in Table 18 (175. 7. 32, 113. 176. 319).
Only two of the six report the incidence of any specific complication. Bough and Meyers (1978) used a cardiac monitor on 51
patients undergoing endoscopy and observed arrhythmias or
electrocardiographic changes in 9 patients. These events occurred more frequently in patients with known cardiac disease
than in normal patients. In the remaining five studies, cardiac
monitoring was not used during the procedure. Liguory and Loriga (1978) studied 155 patients and observed 3 perforations (1.9%),
and 15 episodes of bleeding (9.7%). however, 144 patients in this
series underwent sphincterotomy at the time of the procedure.
The complications observed by Liguory and Loriga are more
likely to have resulted from the sphincterotomy than from the
esophagoduodenoscopy.

The morbidity reported by the six studies ranges frcm 0.0%
17.6%. Liguory and Loriga report a 17.6% morbidity in their
study of sphincterotomy and endoscopy. And Bough and Meyers
report a 12.97* morbidity in their study of cardiac arrhythmias
during endoscopy. If these two studies are not considered, the
reported morbidity for the remaining four studies is 0.0% to 3.7%.
The nature of complications which occurred in these studies is
not reported. No author reports any fatalities in thus series.
to

There have been two large retrospective studies of the comof esophagogastroduodenoscopy. These are summarized in Table 18 along with a smaller series and a report by
XII Work Group of the NIAMDD Evaluation Effort on the Future
plications

of Digestive Disease Research (320). in 1975. Work Group XII was
given the task of assembling informauon on the risk of procedures used in gastroenterology. Their report, published in 1975,
states "after diligent effort it became apparent that it was virtually impossible from the existent medical literature to derive
meaningful numbers from which to calculate risk factors which
may be encountered by individual subjects or patients in a
specific study" (320). As an interim measure, they reviewed the
literature reporting complications of procedures used in gastroenterology and calculated morbidity and mortality rates by adding the total number of morbid or fatal events ieported in the
literature and dividing by the total number of endoscopies reported in the literature reviewed. Using this method they report
a morbidity of 0.49% for endoscopy. A mortality rate is not reported.

Risk of Injury
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The two large retrospective series which have been published report similar incidences of major complications and similar
morbidity and Mortality rales. Schiller, et c/. (1972) reviewed
23.500 endoscopies and reported 35 perforations (0.4%). no episodes of bleeding or cardiovascular complications, and 6 anesthetic complications (0.027* ). The morbidity for this series was
0.4% and the mortality was 0.09%.

Mandelstam. el al (1976) report the results of a retrospective
survey conducted by the American Society for Gastrointestinal
Endoscopy (A/S/G/E) in 1974 (184). This s'tudy was a questionnaire survey which had a 64% response rate. Complicatio/is occurring with 211.410 endoscopies were reported. Complications
included 95 perforations (0.037( ), 63 episodes of bleeding
(0.03%). 129 cardiovascular complications (0.0& eh\, approximately 50 anesthetic complications JO.02%/. and 215 otner complications (0.1% J- The morbidity for the series was 0.27* and the
mortality rate

was

0.006 7«.

Colonoscopy. The complicalions of colonoscopy include
perforaticn of the intestine, bleeding due to trauma from the
colonoscopy or from a biopsy site, and cardiovascular complications. Bacteremia resulting from colonoscopy has also been
•considered a complication of this procedure.
...

All available studies of the complications of colonoscopy are
These are summarized in Tables 19 & 20 (1, 63. 117,

retrospective.

244. 246, 269, 270, 320). The complications associated with colonoscopy alone are shown separately from those associated wilh
colonoscopy with biopsy.

The incidence of perforation in colonoscopy alone ranges
from 0.0% to 0.9% and in colonoscopy with biopsy 0.0% to 1.0%.
For colonoscopy alone, the incidence of perforation in studies
reporting more than 1000 procedures ranges from 0 03% to 0.3%.
The extremes at both ends of the overall range are reported in
series with less than 1000 procedures.

The incidence
0.0%

of bleeding reported for colonoscopy alone

is

0.3% but for colonoscopy with biopsy, the incidence of
bleeding ranges from 0.1 %> to 3%.
to

Cardiovascular complications are uncommonly reported in
these retrospective studies. Only three ol the eight studies reviewed considered cardiovascular complications in their evaluation of colonoscopy. Work Group XII (1975) detected 10 cardiovascular complications in their literature review of 25.298 procedures and calculated an incidence of 0.05%. Rogers, et a\.
(1975) report an incidence of cardiovascular complications of
0.05%> for colonoscopy alone and 0.03% for colonoscopy with
biopsy in their report of the results of the A/S/G/E Study in 1975
(244).

The morbidity reported for colonoscopy alone in this series
ranges from 0.07e to 0.9% and for colonoscopy with biopsy the
reported range is 0.5% to 3.8%. If the small series of 133 pro-

116

Compensating for Research

Injuries:

Appendix E

o.2
3

Y

c3|

>>

E
o

CD

©O

t—

§6
»

s
3ui|'2.
>;=

«- <o
CM CD
CD «-

CI

u o

CO

B
<3

»

cm
«S

J o.
Z

«-•

s c

CM
>n
CM

CD

«

CM
IA

p
CM
•

©
o
"V CD

So
Z

t

m
e

—
in

r-.

.

a >» —
m
£ —_
sn-3 op
.

A

«t

>>

•a

3

55

S

J
i

o
^3
—«

,7

a e
f s
o a

Il=*5

DC

O

1JH
US'-

£K

to

I e

5<3 en
I

<0
.

H

117

Risk of Injury

E" ^ (5
o
oo oo
o o coo

o•
o

o
rj
O
O O t>
ooo
od
t>

fc-

CO

O

qoo
S?

.•NO d
It-

6-

ao a»
oo
oo

cry

ri

©

•

©d
s?d

©

»• tn

F
F©
o
©

odd
©©*
dd

GO „

oo

d
a.

s

o.2

©
^•
2m
°
•

e 5

©

g
c

a.

o
©
*•

r"

r-i

M

P
pop
H
F
©no
odd
F
O

oo

E>

ao
«—
ts

»"

§

g i I
«->

3 2

lO

©

"t-x

C
O

*

3 "39

©

as

'OS

as

^o

—e ^
r»

«-

•si

o
»»

^°

ST

cj
.

a e

>»

3
(35

if
o o

c
o

*
—

ec-2

o

OB'S

"5

?

_

e|
CUncZ

m

* = s>

OX. s

5=3
one
CO"

o
©

w

8.8
b o
o

<? t»» CO

odd

e

a

ri

t>

o

—

«

6^ I"

t>

oo
o d

§

o
d

J;

> OS «j£ Q co <

Compensating for Research

Injuries:

Appendix E

cedures reported by Abrams (1977) is excluded, the range of
morbidity for colonoscopy with biopsy is not significantly narrowed, but remains 0.5vi to 2.87*.
In Table 21. five studies reporting the incidence of bacteremia during and following endoscopy and colonoscopy are summarized (77. 133. 175. 212, 235). The study by Lieberman (1976)
reports the incidence of bacteremia after upper gastrointestinal
endoscopy and the remaining four studies report the incidence of
bacteremia after colonoscopy. In all studies blood cultures were
drawn at various times after the procedure. In the studies by
Rafoth. ef of. (1975). Hartong. et at. (1977) and Dickman. et el
(1976). blood cultures were also drawn at different times during
the procedure. The timing of inlra-procedure and post-procedure
blood cultures varied in all studies. Timing of blood cultures may
affect detection of bacteremia since bacteremia induced by disruption of a mucosal surface is usually transient in healthy subjects. Positive blood cultures on at least one occasion were reported in all studies following colonoscopy. In two studies, the organism isolated was felt to represent a skin contaminant. Subsequent blood cultures were negative in all cases but one.
Follow-up on the patient with persistent bacteremia was not
cvailable.

of morbidity reported for colonoscopy alone was
and colonoscopy with biopsy. 0.5% to 3.8%. The
mortality was 0.0% to 0.03% for colonoscopy alone and

The range
0.0%

to 0.97«

range for

0.076 to 0.01

%

for

colonoscopy with biopsy.

TABLE

21

Risk ol Bacteria in Jolonoscopy:

Prospecti ve Studies

Number

Study
Rafoth. el

a/.

(1975)

Lieberman (1976)
Norfleet. et

of.

(1978)

Hartone. et al (1977)
Dickman. et ol (1976)
*

Considered contaminant

Number

of

of

Blood

Paiienls

Cultures

52
20
40

156
60
200

Transient

202
**

Persistent

0

0

3
1*

0

Z*

15

52

Bacteremia

3

1

0
0

Not reported

Bronchoscopy. Prior to the development of the flexible,
bronchoscope by Ikeda in the mid-60's. bronchoscopy
was performed primarily in the operating room, by surgeons,
using a rigid instrument which required that the patient or subject be anesthetized.
fiberoptic

Since the introduction of the fiberoptic bronchoscope in the
United States in 1969. however, bronchoscopy has become a
bedside procedure performed many hundreds of times a year in
most hospitals.

Risk of Injury

Bronchoscopy has
apeutic procedure.

greatest use as a diagnostic or ther-

its

use in research

Its

119

is

generally in experi-

mental diagnostics or therapeutics. However, the passage if a
bronchoscope allows biopsy of lung tissue Ihrough the bronchial
wall and this aspect of bronchoscopy has had a more important
role in research than has had the procedure of bronchoscopy
alone.

The complications of bronchoscopy should be considered
separately from the complications of a biopsy performed with
bronchoscopy, whether the biopsy is a brush biopsy or a transbronchial biopsy.
Complications of bronchoscopy alone may be pulmonary or
cardiac complications and include hypoxemia, aspiration, pneumonia, laryngospasm, bronchospasm, myocardial ischemia, infarction or cardiac arrhythmias.

The only complication associated with brush biopsy alone is
bleeding from ihe site of biopsy With transbronchial biopsies,
bleeding (often r^nificant) and pneumothorax are the major
complications.

Table 22 summarizes eleven prospective studies of the combronchoscopy and biopsy (2G7, 305. 8. 323, 237. 173,

plication* of

222, 239. 324. 93. 134).
T\js complications of

by

five of these studies.

bronchoscopy alone are not reported
the remaining six studies, five report

Of

no pulmonary or cardiac complications occurred which were
to the bronchoscopy alone. The sixth siudy by Pereira, ef c/.
(i974) reports 2 occurrences of pulmonary complications, a 6.97.
incidence. Many of the complications assoc. aled with bronchoscopy require special methods for detection (such as a cardiac
non'tor for arrhythmias or arterial blood gases for h> poxemia) or
follow-up beyond the time of procedure. While most of the studies reported in this series used cardiac monitoring during the
procedure, special attention to detection of complications such as
hypoxemia or pneumonia are not well enough described in these
studies to allow assessment of the reported incidences of O.0C« for
cardiac and pulmonary complications.
that

due

The reported incidence of bleeding following brush biopsy
varies from 0.0 Tc to 77* (237. 173. 323, 239J. The highest incidence
is reported by Richardson, et ji. and represents 14 tvents occurring in 200 bronchoscopies. In this study th» procedure was performed by the senior authors and there are no special characteristics of

the patient population or performance of the procedure

which explain the higher incidence. Hemoptysis is not a difficult
event to detect and it is unlikely to be overlooked by physicians
performing ? prospective evaJ-^non of the complications of the
procedure.

The reported incidence
opsy ranges from 1.07*

of bleeding after trcnsbronchial biwhile the reported incidence of

to 12.0 7e

r
I
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02%

to 13.8%. A higher incidence of bleeding
not associated with a higher incidence of
pneumothorax in that study. In all studies, the procedure was
performed by the senior author but the experience of these authors with transbronchial biopsy is not known. No special patient
groups were selected for these studies. Ail biopsies were performed under direct vision or under fluoroscopic direction if
direct vision was not possible. The discrepancy in the incidence
rates reported in these studies is most likely due to differences in
the skills of the operators and differences in the susceptibility of
the patient population for these events.

pneumothorax

is

in a given study

is

The morbidity reported for bronchoscopy alone is 0.0% to
5.6%. The mortality for the procedure alone in this series is O.Q.%
to 1.4%. The death reported in this group of studies resulted from
a pulmonary complication of bronchoscopy.
The morbidity for bronchoscopy with brush or transbronchial biopsy ranges from 1.0% to 14.9% and reflects the
different incidences of bleeding and pneumothorax in these
studies. The mortality associated with bronchoscopy and biopsy
was 0.0% to 0.2%. The single death in this group of studies was
due to pneumonia following bronchoscopy.

Two

major retrospective studies of bronchoscopy are sumTable 23. Credle, et aJ. (1974) report 24,521 bronchoscopies and Suratt, et oJ. (1976) report 48.000 bronchoscopies
(60, 276). These studies report only the complications of
bronchoscopy and of the anesthesia required to perform bronchoscopy. The resulls reported by Qedle. el al. are from a questionnaire survey which had a 7S.8% response rale. The results
cited by Suratt, et al. are from a questionnaire survey with a 31%

marized

in

response rate. It is difficult to compare the incidence of either
cardiovascular or pulmonary complications in these two reviews
because Suratt. el aL report only complications which they consider "life-threatening." There is some overlap between complications considered "life-threatening" by Surratt, el al. and those
classed as "minor" by Credle, et al. For example, Suratt. et al lists
T-wave changes and syncope as "life-threatening" events but
does not explain whether they were actually serious enoueh to be
"life-threatening" or whether they were just considerea potentially serious complications.

The morbidity for the series reported by Suralf. el al is 0.2%
and includes only serious complications. The morbidity for the
series reported by Credle. et aL is 0.3% and includes all major
and minor complications. The reported mortality rates for the two
series are 0.03% (Suratt. et al.) and 0.01% (Credle. ct al.}.
Laparoscopy. Isolation of complications due specifically to
the performance of laparoscopy is particularly difficult because
of the variety of settings and associated procedures which often
accompany it. Laparoscopy, the act of inserting a hollow tube into
a small abdominal incision, is performed for diagnostic and ther-
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No studies were found in which the procedure
solely for the purpose of research.

apeutic purposes.

was done

Diagnostically the procedure is used to assess causes of inwomen. It is also used in assessing gastrointestinal
disease, but is in this case almost always accompanied by biopsy
under direct visualization. Further variation in this regard occurs
because the biopsy may be obtained percutaneously through a
site other than that used for introducing the laparoscope, or may
fertility in

be made directly through the instrument.

The major therapeutic use of the laparoscope is in. elective
female sterilization. Again, techniques vary widely. A single incision or multiple incisions may be used, and the faJlopian tubes
may be cut, clipped or electrically cauterized.
In all of these procedures two additional factors must be
noted. First, in all uses of the laparoscope carbon dioxide or other
inert gas is introduced into the abdomen to induce pneumoperitoneum. Secondly, all of the procedures require anesthesia. Different groups of clinicians have used local, spinal and
general (inhalational or intravenous) anesthetics. In general, the
reporting of procedure-associated complications has not taken

these independent risk factors into account.

Only one report (94) was found in which diagnostic laparoscopy unaccompanied by biopsy was studied. There is no
mention of procedure associated complications in this prospective study. Four other prospective studies of the procedure were
found, and biopsies were taken in all of them. Compl. nations are
defined as "major" if they necessitated emergency surgical intervention, and "minor" if conservative management was sufficient.
Major complications include hemorrhage, perforation of bowel,
and peritonitis. Minor complications include hemorrhage (resolving spontaneously), subcutaneous emphysema, transient cardiac arrhythmias and small bile leaks.

One of the prospective studies merely notes that there were
no complications (112). In the other three "(27, 19, 207). the rate of
minor complications ranged from 0.3% to 7.1%. Major complications reported in these three studies range from zero to 2.97c.
It is likely that variations in reporting account for the wider n.nge
among minor complications. In all of these studies, a single death
is reported associated with the procedure. The study (207) which
reports a major complication rate of 2,9% used laparoscopy to
perform tubal sterilization. All but 0.6% of the major complications were directly due to the operative pait of the procedure.

Taking

range of major complications due to
zero to 0.67c (Table 24).

this into account, the

laparoscopy alone

is

Two

major retrospective studies of diagnostic and operative
laparoscopy depended on questionnaires. In one
(225) questionnaires regarding the number of procedures performed and the incidence of complications were sent to 21,936
physicians identifying themselves as obstetricians/gynecologists.
(sterilizing)

TV vJ -varjg*
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were received, a response rate of 19.9%. A total of
96.464 diagnostic and 201.565 operative laparoscopics had been
performed. The mortality rate for diagnostic procedures was
0.01% and for operative procedures 0.003%. Major complications occurred with a rate of 0.8% in diagnostic laparoscopics,
and 0.247e when tubal sterilization was performed. Minor complications were not included in the studyT
4.354 replies

In the second study (226) a similar group of 2.800 physicians
received a similar questionnaire, and 964 (34.4%) replied. Complication rates were similar to those found in the larger study
with the exception that zero mortality is reported for diagnostic
laparoscopy.

Other smeller retrospective studies
mortality

associated
laparoscopy.

is

with

either

(62. 313) also found no
diagnostic or operative

The overall range of major morbidity in retrospective studies
Minor morbidity is only reported in three of five

0.2-0.8%.

studies,

and ranges from

0.5 to

2.2% (Table

25).

Prospective studies (Table 24 J found an overall major morbidity range of 0.4 to 2.97«, a markedly higher value than that
reported in retrospective work. This discrepancy may result, in
part, from the low response rate to questionnaires. Responses of
19.9 and 34.4% of questionnaires do not permii reliable complication rates to be calculated.

Arthroscopy. Arthroscopy is a procedure which involves
which is approximately one-quarter inch '.vide
into a joint via a small incision in 'he skin. The procedure is done
to allow visualization of the bony and synovial components of a
joint. Its application in research has been in the study of the
rheumatic diseases. Its most common use. however, is in the
diagnosis of structural damage to joints in orthopedic medicine.
insertion of a tube

The procedure was introduced

in 1931 but did not gain wideaccep'ance until the 1960's when smaller, more
manageable arthroscopes became widely available.

spread

clinical

Complications which might be expected

to

develop from use

of this procedure include infection, bleeding into the kr.ee |hemarthosis). and mechanical damage to the internal structures of

the joint.

Table 26 summarizes the prospective studies of arthroscopy.
Eleven studies reported over 40 years failed to show any occurrences of infection
all

(6.

43. 119. 120, 50, 106, 146. 214. 191, 172). In

of these studies the occurrence of infection

was

specifically

sought. Failure of infection to develop may result from the fact
that arthroscopy has been considered a surgical procedure until

very recently. Therefore,

it

has almost always been performed

in

the sterile environment of the operating room or a minor procedures room '7 orthopedic surgeons or surgeons in training.
With development of small, flexible, fiberoptic arthroscopes. the
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procedure will become a bedside or outpatient procedure. The
incidence of infection may increase in these circumstances.
Hemarthrosis

Damage

is

reported only by Casscells (1971).

to cartilage is

observed

in

2.7% of cases by Casscells

(1971) ap/i n 57« of cases by Jackson (1972) (50. 146). In both
studies, most of the individuals who had arthroscopy had sub-

sequent arthrotomy so that the opportunity

to detect these corasenior authors performed al>.
procedures used in both studies. Performance of procedure cannot be compared because Casscells does not describe the method
used in his study.

£.'iications

w?s roughly

equal.

The

The overall morbidity for this procedure ranged from 0.0%
2.7%, the higher value resulting from minor cartilage damage
reported by Casscells (1971).
to

Retrospective studies of arthroscopy are summarized in
27. Over 5.000 arthroscopies are reported in these three
studies. No incidences of infection or hemarthrosis are observed.
Dick et al. report 75 cases of cartilage damage without serious
sequelae occurring in 3714 arthroscopies, an incidence of 2.0%
for this complication as well as for total morbidity.

Table

No

deaths are reported in prospective or retrospective

studies.

Amniocentesis. Diagnostic amniocentesis is used to assess
maturity late in pregnancy and to discover genetic abnormalities in the fetus during the middle of the first trimester of
gestation. The latter use has increased remarkably in recent
years. In a report of 3,000 amniocenteses done at a single clinic
between 1970 and 1978 one-half of the procedures were perfetal

formed

in the last 1.3 years of the study (123).

Three major multi-institution prospective studies have been
performed to assess the fetal and maternal safety of midtrimester amniocentesis. Two of these were case-controlled (197,
294) and the third used historical controls (265). The experience
at a single institution was studied prospectively by Manganiello.
et al. (185). One historically controlled (52) and one uncontrolled
(140) prospective study used ultrasound placental localization in
an effort to reduce the risk of fetal injury (Table 28).

Two

of

the

three

multi-institutional

significant difference in rate of fetal loss

studies

between

found no

patients under-

going amniocentesis and controls. The third found a 1% rate of
loss in controls and a 2% rate in amniocentesis subjects. Maternal mortality was specifically mentioned in one study, and noted
to be zero. Minor maternal complications, such as amniotic fluid
leaks, superficial hematomas and abdominal tenderness were
reported in 1.5 to 2.67i of subjects.

among prospective studies fetal less rates range
3.9%. Although none of the series shows a statistically
significant increase in fetal wastage over case -matched or historOverall,

from

1%

to

-
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several notations of amnionitis or fetal demise seccardiac puncture do appear. Thus, even though the
number of subjects in these 3tudies is large (133 - 2428). and
direct evidence for amniocentesis-related fetal death exists, the
numbers may not be large enough to provide precise risk data for
these rare eventsical controls,

ondary

to

Procedural complications of unknown importance include
"dry" taps and taps producing blood stained fluid. Only two of
the six prospective studies deal specifically with this issue. It has
been suggested (52) and denied (140) that bloody taps are related
to fetal mortality and morbidity.

Two

of the three retrospective studies of amniocentesis
to maternal morbidity. The one which does
consider this risk notes only e 0.09% incidence of minor hematoma and localized pain (229). This figure is markedly lower than
that reported in prospective work. This could be due to variations
in reporting or. more likely, to the fact all the amniocenteses in
this study were performed late in pregne icy. Only one of the
retrospective studies of early amniocentesis reports on fetal mortality (123). and these workers note a rate of 1.4%. not different

make no reference

from historical controls.
Fetal morbidity was assessed by inviting all women who had
amniocentesis at a single institution over a 5-ycar period to bring
the child born of that pregnancy in for a medical examination
(97). Of 274 letters sent, 201 replies were received. Of these, 75
women refused io bring in their children and 19 had not yet
delivered. Thus, 107 or 38.3% of potential subjects were examined. Among these, 10 amniocentesis-associated lesions were
found. These ranged in severity from "depressed dimples" to
disruption of patellar ligament. Reference to the mothers' charts
showed that all of the mothers of affected children had amniocentesis requiring two or more needle passes.

whether it be hemodialysis or peritoneal
procedure which is usually performed when the
only other alternative is death or a significant chance of death.
Perhaps for this reason, evaluations of the procedure of dialysis
focus almost exclusively on estimates of She life expectancy of a
patient on dialysis, rather than a quanfification of the rate of
complications of the procedure. The complications of dialysis are
many, but one uncommonly decides not to do the procedure
because of them. A patient facing death without dialysis, who is
giving informed consent for the initiation of the procedure, may
not be as interested in the rate of complications which can occur
with the procedure as he may be in the number of years he can
expect to live with the procedure and all its complications. This
is particularly true for acute hemodialysis and acute peritoneal
dialysis where the procedure is an intervention performed to
preserve life. While there is a great deal of data on expected
survival following initiation of chrcnic dialysis and some information of the effectiveness of acute dialysis in specific clinical
Dialysis. Dialysis,

dialysis, is a
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is almost no information available on the incidence of the well-known complications of either acute or chron'c
hemodialysis or-ecute or chronic peritoneal dialysis. Table 30
summarizes two prospective and two retrospective studies of
chronic hemodialysis and acute and chronic peritoneal dialysis.

situations, there

Chan (1978) studied

the incidence of complications in 19 patients
receiving 3129 dialyses over 59 months (51). During this time he
observed 19 morbid events (0.6% incidence) which included
eight episodes of sepsis, three seizures, and 7 other infectious
complications. He also noted multiple complications with thrombosis and extrusion of
shunts but does not report the exact
number of these occurrences and does not include them in his
estimate of incidence of morbidity. The 0.67o incidence of morbidity reported by Chan also does not include episodes of hypotension which occurred at least once in all 19 patients. Chan
reports a mortality during this period of 25% but does not report
how many deaths were due to underlying renal disease and how
many were due to complications of dialysis.

AV

TABLE

30

Complications of Hemodialysis and Peritoneal Dialysis

Number

of
Dialyses

Study

Morbidity

Mortality

PROSPECTIVE
Vaamonde. el
Chan (1978)

ai.

(1975)

184
3129

1

54(84.0%)
19*(0.6%)

"[3.87c)

6%

*•*

25 %•*

RETROSPECTIVE
Maher.
Maher.

el

aL (1965)

el ai. (1965)

1093
228

11%

•

*•

* Excludes hypotension which occurred at least once in all 19 patients in the
study
** Deaths may have been due lo underlying renal disease, not dialyvj
•** Not reported

In a retrospective study of complications of 1093 hemoMaher. el ai. (1965) reported a 6% incidence of complications causing morbidity (181). These complications included all
the well-recognized complications of hemodialysis, but the exact
number of occurrences of each type of complication are not
given.
dialyses,

In a prospective study of 8cute peritoneal dialysis. Vaaet ai. (1975) report on the occurrence of complications in
a population of critically ill patients requiring acute peritoneal
dialysis (297). These procedures were performed by renal attendings. renal fellows or senior house officers under supervision. A
total of 154 major complications and 7 deaths attributable to acute
peritr "t.il dialysis are reported. The morbidity in this series was
84.0% aud the mortality from procedure-related deaths was

monde

3.8%.
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Maher. el of. (1965) also report a retrospective survey of the
complications observed with chronic peritoneal dialysis in renal
failure patients (181). In 119 patients who received 228 peritoneal
dialyses. an 11.0% incidence oi morbid complications is re*
ported. No deaths are reported in this series.

The incidences of complications reported in these studies
are clearly affected by the co-morbidity of the populations
studied as well as by the extensiveness with which complications
were monitored and reported. They do not help to establish an
estimate for the incidence of complications of dialyrs in the
general population of patients receiving this treatment.
While it is difficult to imagine the use of hemodialysis for
research purposes, several research projects have used hemodialysis as an experimental treatment for schizophrenia and for
psoriasis (102, 300. 301. 296. 167. 208. 262). The results of these
summarized in Table 31. All of these studies report

studies are

hemodialyses performed on individuals with normal renal function. In most cases, the subjects received arterio-venous shunts
for performance of the procedure. Subjects participating in the
study by Nissenson. el al. were dialyzed using a fermoral access
(208).

Since the number of subjects in each study L very small,
incidences or reported events are not given. Table 31 shows the
incomplete reporting of common hemodialysis complications
which characterizes all of these research studies. Of the complications which are reported, mos! are ma,or. life-threatening
events. From the da«a available from these research studies, the
risk of injury to research subjects can not be estimated other than
to note that serious complications can occur with a reasonably
high frequency. No mortality was reported in any of these resoirch projects.
Plasmapheresis. Plismapheresis involves the extracorporeal separation of a parent's blood into

subsequent return
fraction.

to

its

components, and the

the patient of all his blood

Formed elements,

platelets or cells,

minus a

specific

may be removed

for

donation. In the therapy of certain diseases whose basis is felt to
be immunological, plasma is removed and replaced volume for
volume by normal plasma, a protein solution, or normal saline. At
the present time all therapeutic uses of plasmapheresis are considered experimental.

Since patients are maintained in euvolemia during the procedure, no procedure-associated deaths have been reported. The
major complications result from infection at the access site, slectrolyte i.nbaiance. and reaction to the replacement fluid, most
commonly donor plasma.

Three of the 18 research studies using plasmapheresis involved normal subjects. One study noted 9 instances of minor
complications in 150 procedures (41). Of the other two, one
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noted no morbidity (161) and the other does not dis-

cuss problems (108).

The remaining 15 studies utilize plasmapheresis as experimental therapy for a wide variety of diseases. Nine of the 15
studies do not list complications. Several refer to "shunt infec-"
tions" and "symptoms of hypocalcemia" without giving incidence data. Among the remaining Sve studies the incidence of
untoward effects ranged from 1.7% to 36% (Table 32).
Six studies noted that certain laboratory values predictably
turned abnormal with plasmapheresis. Three studies noted
marked prolongation of blood coagulation times in subjects undergoing plasmapheresis (108. 154, 274). Four series remarked on
significantly decreased post-plasmapheresis platelet counts (41.
64, 154. 161). and two studies noted hypercoagulability of blood
due to loss of anti-thrombin III activity (108, 274). All of the
subjects studied in these series remained asymptomatic in spite
of the

abnormal laboratory values.

It is most likely that the wide variation in reported complication rate is a result of at least 3 factors. First, sample size in all
1-25 patients, mean = 7.6).
of these studies is small (range
Secondly, investigators use different definitions for complications and different criteria for diagnosing these complications.

=

Third, complications are inconsistently reported.

General Anesthesia. Evaluating the risk of general anesthecomplicated by the intimate association between anesthesia
and the surgical procedures which always accompany it. The
challenge to anesthesiologists has been the separation of anesthesia morbidity and mortality from surgical morbidity and
sia

is

mortality.

Assessment of the risk of anesthesia may be approached in
several different ways. Deatlis occurring in the pre-operative and
post-operative period can be reviewed to ascertain the contribution of anesthesia to the death. This approach gives an estimate of the overall mortality associated with general anesthesia.

An

assessment of morbidity due to anesthesia is more
however, because many of the morbid events which
might be considered complications of anesthesia may also result
from major surgery. For example, aspiration might follow prolonged respiratory depression due to anesthesia but might also
result if pain due to a surgical incision prevents a patient from
coughing or getting up out of bed. This problem has been
approached by studying the minor complications occurring in
patients undergoing minor surgical procedures under general
anesthesia on either an outpatient or short-stay basis.
difficult,

Finally, since both morbidity and mortality associated with
anesthesia depend in some measure on the type of anesthetic
used, the morbidity and mortality associated with specific anesthetics can be studied. These studies are initially designed as
research studies, occasionally on normal volunteers. After the

„
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of the anesthetic agent, anesthesiologists usuby using it on patients undergoing
the same types of surgery and by comparing its use in this setting
with the use of other, well-known agents in a similar setting.
initial clinical trial

ally try to evaluate the agent

During the past ten years, most of the researcL and clinical
studies conducted by anesthesiologists have been of the latter
type. The major assessments of overalf mortality in anesthesia
were published in the 1960's and the major studies of the minor
complications of anesthesia were published in the 1960's and

early 1970s.

Major retrospective and prospective studies of mortality associated with general anesthesia are summarized in Table 33 (20.
81. 227. 84, 57. 194, 135). The range reported for deaths in which
anesthesia was the primary cause is 1 in 53U to 1.3 in 10,000. The
range reported for deaths in which anesthesia was contributory,
but not the primary cause

The lowest incidence

is

1 in

259 to 2.7 in 10.000.

in this series

is

reported by Phillips, et

(1960) (227). This study was conducted by the Baltimore Anesthesia Study Committee during a five and one-half year period in
al.

were 1024 post-operative
deaths which were reviewed by the study committee.
the late 1950's. During this period, there

Using information provided by the principals in these cases,
the study committee ascertained that 64 deaths were due to anesthesia alone and in 196 deaths, anesthesia was a contributing
cause. In order to determine a mortality rate, the number of
anesthesias performed in the city of Baltimore during the five and
one-half period of the study was calculated in the following
manner National Health survey data on the incidence of operative procedures was extrapolated to the Baltimore City Health
Department's estimate of the r.ity population during the study
period. This number formed the denominator of the mortality
rate calculated in this study. The national incidence of operative
procedures is the number of reported operations occurring in the
United States during a given time period divided by the population of the United States as given by the last census count.
There are many problems relating to the accuracy of this number
alone, but for purposes of this study it is sufficient to observe that
there is no reason to assume that the national incidence of operative procedures is similar in magnitude to the incidence of operative procedures occurring in Baltimore in any given year. Moreover, when this number is applied to an estimate of the city's
population, any error present in the first number will be compounded by the error present in the second number. These problems in statistics make these data unreliable. The most useful
piece of information to be obtained from this study is the assessment made by the study committee that 517c of the deaths due to
anesthesia alone resulted from mismanagement of the anesthetic
and not from properties of the anesthetic agent itself.
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TABLE 34
Mortality of Anesthesia By Physical Status*
Number
of

Physical Status

Class!
Class

II

Class

III

Class IV

Class

Number

Patients

6028
5365
2477
546

5

(0.17c)

7
12

(0.3%)

71

3

[42%)

14.487

27

(0.2%)

V

TOTAL
•

of Deaths

From Dripps

0

(0.0%)

(2-27c)

el oJ (1961)

Insufficient information is given in the remaining studies to
allow assessment of the data from which these mortality figures
are derived.

The data from Dripps,

et al (1961). however, demonstrate
from anesthesia can be influenced by the characteristics of the population receiving the anesthesia. Table 34 summarizes the anesthesia mortality observed in this study according

how

mortality

physical status of ftie patient. Class I represents
a normal, healthy patient with no underlying disease, while Class
V represents patients with severe systemic disease which is a
threat to life. Classes II through IV include patients with increasing severity of systemic disease. Us>ng this classification,
to pre-operative

was 0.0% for Class 1 patients and increased with severunderlying disease to 4.2% (42:10.000) for Class V patients.
Increasing risk with increasing co-morbidity has also been noted

mortality
ity of

in the studies

by Beecher and Todd

(1954)

and Memery

(1965).

Several studies reporting the incidence of minor complications in general anesthesia are presented in Table 35. The
minor complications which occur with relatively high frequency
in most of the five studies shown are nausea and vomiting during
the 24 to 72 hour period following anesthesia, sore throat (this
occurred with high frequency in patients who had not been entubated as well as in entubated patients), pain due to positioning
during anesthesia or other aspects of anesthesia, headache and a
variety of other complaints including prolonged drowsiness, dizziness, dental trauma, and minor lacerations. The range of incidence of all occurrences of minor complications is 28% to more
than 1007*. All studies were done on otherwise healthy individuals undergoing minor elective surgical procedures and the anesthetics used
in these procedures were comparable. The
difference in reported incidence is most likely due to the thoroughness with which investigators pursued these complaints.
The striking aspect of these prospective studies is their overall
agreement that the incidence of minor, but unpleasant, complications of general anesthesia is relatively high.
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Spinal Anesthesia. Spinal anesthesia

Appendix E
is

accomplished by

the injection of a local anesthetic into subcoral or epidural space.
In the first case tho anesthetic acts dir-ctly on the spinal cord, and
the desired extent of anes^esia is achieved by tilting the patient
allowing the drug to flow cephalad. In epidural anesthesia th"
nerve roots are affected, and the anesthetic may be administered
through a catheter that is left indwelling for the duration of
surgery. Spinal anesthesia was introduced long after general (inhalational) anesthesia had become widely accepted. Being free
of the complications associated with general anesthesia, and
leaving the patient alert but pain-free, spinal anesthesia enjoyed
tremendous popularity at first By 1940, however, anecdotal reports of irreversible paralysis, spinal

hematomas and chemical

meningitis had appeared (reviewed by Kennedy, et al, 1950) and
the procedure fell into disfavor. Since that time several large,
prospective studies have appeared attempting to document the
actual incidence of procedure-associated problems.

Three of the four prosp live studies have veater than
10,000 patients (71, 85, 228). Tit fourth ..omprise* 1300 patients
anesthetised by a single physiaai: (S15). Among the 35.000 patients included in all of these tf jdies there was one intraoperative death (post-mortem showed no neurological damage)
and two respiratory arrests, both resuscitated. It is not clear
whether these are examples of morbidity associated with the
procedure or with the attendant surgery.

No

major, irreversible central nervous system complications
observed in any of the studies. The incidence of peripheral
n -ve problems ranged from 0.17c to 1.3%. These included pareo lussias with decreased sensation, anal anesthesia, external rec-.
tus muscle paresis and weakness of one or more extremities. All
are reported to have resolved completely witliin one month to

v

ire

one year.
In these series cardiopulmonary complicat'ons. most frequently hypotension and respiratory depression due to inadvertent high spinal block, are reported with a range of zero to 3%.
Hypotension is variously denned as a systolic pressure of less
than 80 torr (315) and as a drop in systolic pressure of 25 torr from
pre-operative levels (228). This difference in definition may account in part for the range of incidence of the complication. In all
cases the hypotension was readily reversible.

As with diagnostic lumbar puncture, invasion of the spinal
canal is associated with post-puncture headache. Three of the
four studies report this complication with an incidence ranging
from 3.5% to 147e. Vandam and Dripps (85) demonstrated that
the headache was indeed due to the spinal tap by using two sets
of controls. One set was matched for age. sex, and operative
procedure but received inhalational anesthesia. The other set.
similarly matched, received inhalational anesthesia and then
were given a spinal. This group "never knew that they had been
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given spinal anesthesia" and had the same incidence of headache as the experimental group. Headache was not noted among
patients receiving general anesthetic only. No correlation exists
between needle size and frequency of headache. Vandarn and
Dripps (85) and Phillips, ei al. (228) used 24 gauge needles and
noted 14% and 3.5% incidence of headaches respectively.
Wilkinson (315) used a 20 gauge needle and noted a 12% rate of
post-procedure headache.

With the exception of the Beying study (71), which does not
report the incidence of headache, the range of reported rates of
complication with this procedure is small (Table 36). This is
probably due to the extensive and careful charting which is a
routine part of the anesthesiologist's standard practice, similarity
in the general group of surgical patients, and perhaps greater
performance of the procedure than is seen with
other procedures. The studies reported by anesthesiologists are
frequently outstanding for detail in describing procedures, skill
of the operator, co-morbidity of the subject population and target
complications which are to be monitored.

similarity in the

Lumbar Puncture. Lumbar puncture has been a valuable
adjunct to the diagnosis of central nervous system disease since
its introduction in the early years of this century. By providing
access to fluid protected by the "blood-brain barrier" it has also
been used in research to follow the distant effects of metabolic
manipulation.
The most frequent complication of lumbar puncture is hezdache. ranging in severity from moderate discomfort to debilitating pain. Vertigo, nausea and vomiting have also been
noted. Unusual complications, including subarachnoid, subdural, and epidural hematomas occur with great rarity and were
not noted to occur in any of the large, prospective series.
In eight prospective studies reported between 1930 and 19S0
the incidence of post-spinal tap headache ranges from 0.45% to
47%. Two of the eight studies do not discuss the problem. Three
of the studies attempt to prevent or control headache by means
of a maneuver. In two of these (37. 205) the incidence of headache in the "control" group (17.4% and 36.57«) is significantly
higher than in the experimental group (4.8% and 0.45% ). If these
last numbers are omitted as possible examples of observer bias,
the overall range of post-tap headache varies from 28.5% to
47.1%. This range takes into account that some invesf/galons distinguish between "mild" and "severe" headaches, some count
them all. and some only report those requiring strong analgesics

(Table

37).

has been suggested that frequency and severity of post-tap
headache is directly related to needle size. A study in which
spinal taps were performed on paid volut*2ers under carefully
controlled conditions (290) using 18, 20 and 22 gauge needles
showed a 36% overall incidence of headache, and also indicated
It
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in the frequency with which headache occurred
regardless of needle size used.

no difference

Factors Influencing Reliability of Risk Estimates
Three hundred studies were selected for evaluation in this
project. These included 107 reports of research projects in which
one of the twenty procedures was used and 193 studies in which
the complications of one of the twenty procedures was reported.

Of the 107 research project reports reviewed. 48 (45 %) did
not include a discussion of complications. Fifty-nine project reports (55%) did include a discussion of complications, but in
twenty of these reports (34%) the number of occurrences was not
given.

TABLE

38

Review for Procedure Risk Evaluation:
Number and Type of Studies Reviewed

Literature

Number
of
Studies

Study
Prospective

Complications
Discussed

Complications
Not Discussed

124

0
48/107145%)

231

Non-Research
Studies*

Research Studies*
Retrospective

TOTAL

124
107
69
300

69
252

0

48

* All studies classified as Type A or Type B
** All studies classified as Type* A. D. E. or F.

Complications were discussed

in

all

prospective clinical

studies and in all retrospective studies. In many instances investigators in these studies reported only one or two of several

possible

common

complications without indicating that the comhad not occurred.

plications not discussed

For most of the procedures evaluated, the incidence reported for specific complications and for morbidity was unexpectedly large. Mortality for all procedures was relatively
infrequent and the range of incidence of deaths due to complications of procedures was no f is large as that for morbidity. In
some cases, the differences in incidences of reported complications could be explained by the following differences in the
studies compared:
(1)

Differences in the population with respect to susceptibility
complications known to occur with a given procedure.

to those

Differences in the performance of the procedure, either in
the techniques used or in the skill of the operator.

(2)

(3)

Differences in definition of what constitutes a complication

of a given procedure.
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Differences in criteria used to determine
cation has occurred.
(4)

when

a compli-

Differences in methods used to detect complications.

(5)

many instances, the information reported in a study vvas
insufficient to allow assessment of these factors.^.-'
In

Prospective and retrospective studies of the same procedure
frequently reported very different incidences for complications,
morbidity and mortality. Figure 2 summarizes this information.
ies)

Each of the 231 prospective studies (includes research studreviewed was evaluated for compliance with the criteria

developed

to assess quality of risk reporting. Fifty-six (24%) of
these studies met all nine criteria. Six or more criteria were met
by 128 sudies (55%). This 55% includes the 56 studies which met
9 out of 9 criteria (Table 39). In studies meeting 6 out of 9 criteria,
ihe criteria most often not met were those requiring a description
of the skill of the operator, a description of the method of performance of the procedure, a description of the characteristics of
the population studied, a description of the sequelae of complications and recommendations for the prevention of future
complications.

TABLE

Number and

39

Percentage of Prospective Studies

Meeting Evaluation Criteria

Number Meeting
Six or

Total

More

Criteria

12fi(55re

231

)

Number Meeting
Nine Criteria
56/ 231(2-r,'c)

T

Discussion
Although there
issues of

human

is a rich literature discussing the ethical
experimentation, informed consent and the-

oretical aspects of the

problem of potential injury

to

human

re-

which quantifies the overall risk of injury to human research subjects and there is no
literature which quantifies the risk of injury resulting from the
use of specific invasive procedures in research projects. More-

search subjects, there

is little

literature

over, the reporting of complications in published research
projects is so inconsistent and incomplete ihat the risk of these
procedures can not be calculated even by reviewing a large series of projects in

which the proceduie has been used.

Using information available in the medical literature, it
would be theoretically possible to determine the risk associated
with the routine clinical use of these procedures and use these
estimates as rough estimates of the maximal risk of injury to
which a research subject might be exposed. However, review of
the medical literature reveals a confusing array of conflicting
incidencs reports for many of the procedures evaluated in this
study.

Compensating

146

for

Research

FIGURE
Range

Injuries:

Appendix E

*»

of Complication Rates for Selected Procedures

Morbidity

Moriali'y

Urinary bladder catheterization
Central venous catheterization
Prospective
RelTTrtrvrl v(*
V *C
fix*-

V

i

1

S wan-Ganz catheter placement
Prospective
Cardiac catheterization
Prospective

0.5 7,

-

827.

3.47,

•

0,37.

-

607.
SIT,

8.2%

-

57.8%

2.37.

-

1-9%
077.

-

357.

noVm

-

n

-

26 J 7.

0.067.

-

0.37*

47c

-

637.

0.17»

-

66.67.

0.03%

•

1.47.

0.67.

•

14.57.

0.327c

•

4.67c

e*
U.J /.

*

i r*J /.

0i)%

10.17.*

0.447.

Ansi extra ohv
Prostw^rtive

Retrospective
Arterial line placement
Projfoeciive

Exercise tolerance testing
Prospective
R pfUrrxrw^rti
VC
JVC
U5 L^>UU up
Liver biopsy
Prospective
Retrospective

0.07.

0.07»

-

0.17j

0 027.

-

0 45 f7«

Pmsrw*ct ivp

1.27c

-

17.87.

R p ttx rkp r"t

0.0 7j

-

0.1 7«

1.1%

-

17.67.

?c7«

"

9 A C7*
4.?
/c

u.U/c

•

ft n rr.
U.U
/«

"

1

i

i/p

Prospective
Pol rrienort
i

\

*p

n

nQ«7«

!

0.0%

CO?*
u

.

try vc

Rmnrfifw/i nv
Prnc " fl/

f '

>

**a

R pf rrKfvrt up
i

<r

0*7*
1J .1/
/c

~

1*1. If /C

0-27.

-

0.3 7c

U.U

2.1%

-

7.17t

0.07c

-

0.47.

0.27.

-

2.47c

0.07c

-

0.017c

1 cC -

11 .H JO

U.Uj

.*>

Laparoscopv
Prospective
Retrospective

Arthroscopy
Prospective
Retrospective

1.0%

-

2.77.

0.07e

0.07.

-

2.07.

0.07.

0.47.

-

3.67.

0.07.

0.0%

-

9.37.

0X7.

1

Amniocentesis'

Prospective
Retrospective

Plasmapheresis
Prospective

General anesthesia
Spinal Anesthesia
Prospective

1.77.
28.07.

- 367.
-1007.

3.07.

-

12.67-

0.47,

-

47.0%

0.07c
1:33.000-1:300,000
0.07.

-

0.0097.

Lumbar puncture
Prospective
a.

b.

•*

0.07.

Represents a single study. Complicaiion rate reported by cardiac risk group
Maternal morbidity only
Not reported
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Not surprisingly, the

risk estimates calculated

from prospec-

and

retrospective studies for the sam*- procedure are often
very different. In general, the estimate given by retrospective
tive

than that from prospective studies. The retrooften compromised by low respond rates if it is
survey. It is almost always characterized by
whether it is a questionnaire urvey or a direct
review of medical records. Non-res ponders to questionnaires
may be the very physicians who have had a high incidence of
complications. Under-reporting will occur if the individuals who
kept the original records failed io record all complications of

studies is lower
spective study is
a questionnaire
under-reporting

.

and

if the respondent to a questionnaire survey has lumincomplete records or if he has not had time to review
his records adequately for response to tne ..urvey.

interest

self kept

Well-designed prospective studies should provide better estimates of risk. However, for most of tne procedures we evaluated, prospective studies reported impressive, uid occasionally
extreme, ranges of risk estimates.
This phenomenon reflects the lack of co-ordinated risk assessment procedures in many areas of medical practice.
All risk estimates are derived from experience. An estimate
of risk is a statement of statistical probability. The magnitude of
the probability of a procedure complication occurrin"' is deter-

mined by observing how many limes

that complication occurs
repeated many times under similar
circumstances. ''Tie important words here are "under sim.Iar circumstances". Much of the information available on the complications of invasive procedures in routine clinical practice represents a single investigator's unique experience.. Pecause of
differences in the patients, the procedure or in the definition and
detection of complications, the "circumstances" of these studies
are rarely similar. The risk estimates derived from these studies
are difficult to generalize. At best, they are risk estimates cnl> fo:
situations which are similar to those from which the risk estimate

when

was

the procedure

is

derived.

If it is difficult to generalize this data to «he routine clinical
practice of medicice, it is impossible to extrapolate it to e? timate
the risk of irjury in the research setting. To do so would be
equivalent to informing a bettor at the ra<je track (hat the chance
of a certain horse winning a race is between 267e and 78Te

depending on whether it is a healthy horse or a sick horse, on
whether the track is wet or dry and on whether the finish is
judged by "eyeball" technique or by electronic camera.
At present, the best information on the risk of a procedure
investigator can give a research subject is an estimate
of risk based on the investigator's own experience with the procedure. This information is. of ccurse. anecdotal until it is docu-

which an

mented in a scientific manner and made
community.

available to the research
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In medical research the opportunity does exist for developing reliable risk data which may be used to evaluate research
proposals, to give informed consent, and to develop adequate
compensation schemes for subjects who do sustain injury duringresearch. Individuals conducting medical research often conduct
their experiments in situations in which complications can be
easily monitored. They are trained to observe and record in great
detail the events which occur during a research project and could
apply these skills of observation and accurate reporting to the
monitoring of complications as they perform their projects.

However,

which a meaningaccumulated a co-

in order to avoid a situation in

less collection of isolated experiences is

operative effort in which the experience of individuals at several
institutions is collected under similar circumstances is required.
In clinical medicine, an example of such an effort is provided by
the Cardiac Catheterization Co-operative Study reviewed in this
paper. Such a co-operative effort might use criteria similar to
those developed for assessment of quality of risk-reporting in this
study to ensure that the subject populations studied are welldefined, the techniques used to perform procedures are similar,
the complications are well-defined and the methods used for
delecting them are similar. In this manner, reliable risk estimates
for the unique situation of medical research might be developed.
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The procedures listed are those reported to have been used
human experimentation by investigators who responded to an

interview survey conducted by the Institute for Social Research.
Arbor, Mich., in 197G. The procedures were employed (1) to
collect data for a research project; (2) to evaluate the feasibility of
the procedure: or (3) to evaluate the effectiveness of the procedure as a diagnostic or therapeutic intervention.

Ann

A total of 2340 projects were reported. The percentage of the
2340 projects in which each procedure was used is indicated in
the right-hand column.

PROCEDURES USED IN

HUMAN EXPERIMENTATION

Extraction of data from medical records
Obtaining a medical history
Conducting an interview
Psychological or educational testing
Psychological or social therapy
Other forms of counseling*
Testing educational innovations
Modifying an organizational or service
delivery system
Physical therapy or rehabilitation
Use of prosthetic device
Dietary manipulation
Non-invasive measurement of other body
activites (e.g., temperature, blood pressure)

Measurement
(e.g..

of electrical activity of

iEG. EKG.

EMG)

50.5%
50.4%
34.3%
13.8%
4.2%
11.1%
4.27c

4.0%
3.1%
1.4%
6.3%

25.3%

body
13.8%

Aspiration of Body Fluids

•Blood
Urine

41.6%

*

17.8

•Pleural fluid

•Abdominal

fluid

•Spinal fluid
•Synovial fluid

'Amniotic
•Other

fluid

%

1.5%
1.6%
2.1%
1.4%
0.57o

6.0%
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Tissue Biopsy
*B^ain

0.7%
0.7%

•Kidney/bladder

''2.0%
0.7%

*Liver

•Muscle

Skin

3.2%
0.9%
2.5%
5.5%

•Small intestine

•Bone marrow
•Other
•

Administration of drug, chemical agent, fluid
or blood product (other than anesthetic)
•Drug or chemical agent
•Blood or blood products

29.4%
0.1%
4.1%

.

•Other
Administration of anesthetic
•Local or topical
•Spinal

4.97c

2.5%
0.2%
2.9%
0.4%
0.2%
8.3%

•General
•Other
Acupuncture
j

j

Administration of an isotope
Administration of electricity
(e.g.,

'

>

0.9%

electroshock. defibrillation)

Administration of other energy forms—
(e.g

,

heat, cold)

|

1.87c

_

Roentgenography

15.77c
0.47-

j

Use
Use

of laser

cf ultrasound

3.97o

Radiotherapy
Examination of internal structures
'Using natural orifices
•Not using natural orifices

7.67c

3.27o

Exchange transfusion

0.57o

Renal

0.87c

dialysis

Extracorporeal circulation

0.27o

Cardiac catheterization
Procedures in reproductive biology
'Contraception

1.47c

j

•Sterilization

'Diagnostic methods for infertility
•Artificial insemination

*Other

|
i

2.47o

Surgical procedures (including oral surger>)
Dental procedures (other than surgery)
t

Not Specified

<

0.17c
0.057c

0.17e

< 0.57o
0.17c
6.97e

2.37c

.
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EXPANDED LIST OF PROCEDURES USED IN
EXPERIMENTATION
Urinary bladder catheterization
Central venous catheterization
Peripheral venous catheterization
Lumbar puncture
Arthrocentesis
Gastro-duodena] aspiration
Skin biopsy
Liver biopsy
Kidney biopsy
Muscle biopsy
Bone biopsy
Lung biopsy
Intestinal biopsy

Bone marrow
Placement of Swan-Ganz Catheter
Cardiac catheterization
Placement of arterial line

Endoscopy
Bronchoscopy
Colonoscopy
Laparoscopy

HUMAN

Angiography
General anesthesia
Inhalation

Intravenous
Spinal anesthesia
Local anesthesia
Infiltration

Nerve blocks
Hemodialysis
Peritoneal dialysis

Plasmapheresis

Exchange transfusion
Administration of blocd
products
Exercise tolerance testing

Roentgenography
Administration of a
contrast agent

Computerized axial
tomography
Ultrasonography

Attachment in

OF TWENTY INVASrVE PROCEDURES SELECTED
FOR RISK EVALUATION
LIST

Catheterization of the urinary bladder
Central venous catheterization

(11
(2)

Placement of Swan-Ganz catheter

(3)

Cardiac catheterization

(4)

Angiography
Placement of

(5)

(6)
'

(7)
(8)
(9)

(10)
(11)
(12)
(13)

(14)
(15)

arterial line

Exercise tolerance test
Liver biopsy
Bone biopsy

Endoscopy
Colonoscopy
Bronchoscopy
Laparoscopy
Arthroscopy
Amniocentesis

(16)

Dialysis

(17)

(18)

Plasmapheresis
General anesthesia

(19)

Spinal anesthesia

(20)

Lumbar puncture
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Attachment IV

SELECTION CRITERIA FOR PROCEDURES

AND

EXAMPLES OF IMPORTANT EXCLUSIONS
The procedure

1.

is

invasive.

(For the purposes of this study,

ultrasound and roent-

genography were considered to be invasive procedures
since sound waves and X-rays penetrate the body surface.)

The procedure has well-recognized complications.

2.

(Exclusion examples: Ultrasonography excluded because
complications of the procedure, if any, are not yet welldefined. Therefore, rate of complications cannot be reasonably determined.)
3.

The complications associated with the procedure can be mon-

itored by the investigator.

(Exclusion examples: Roentgenography and radiotherapy
excluded because important complications may occur only
many years after exposure to the procedure. An investigator
is unlikely to have adequate follow-up to be able to determine complication rates.)
4.

The procedure

is

associated with

more than minimal

risk to

the subject.

(Exclusion examples: Skin biopsy and peripheral venous
phlebotomy excluded since only minimal risk is associated
with fuese procedures.)
is given to procedures which are more
be used in research projects than in non-experimental
diagnostic or therapeutic settings.
5.

Selection preference

Likely to

Attachment

V

EXTRACTION CODE FOR RISK EVALUATION STUDY
1.

Type

of study

a) Prospective
b) Retrospective
2.

Name

3.

Purpose of procedure

of

procedure

a) Diagnostic

Therapeutic
Experimental diagnostic procedure
d) Experimental therapeutic procedure
e) Research only (Procedure is not subject of research
b)
c)

project)
f)

Research only (Procedure

is

subject of research project)

4.

Describe expertise of the operator

5.

Describe the method used for the performance of the
procedure
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6.

Description of subjects

Number

a)

b)

Age (Range and mean or median)

c)

Physical status

other procedures done concurrently/'

7. List
8.

Complications
a)

Number

c)

Outcome

d)
e)
f)

9.

Type

b)

How
How

did

it

present?

managed?

Reversible?

Recommendations made
a)

Yes

b)

No

10. List relevant

for preventing future complications

references

Attachment VI

CRITERIA FOR ADEQUACY
RISK REPORTING

OF

RISK

ASSESSMENT AND

The following criteria were used to evaluate the adequacy of
published reports of complications associated with the 2Q invasive procedures examined in this report.
The investigator should describe the primary purpose for
which the procedure was performed. The statement should indicate which of the following situations applied:
1.

aj The procedure was performed a* a diagnostic or therapeutic intervention in the normal course of the care of the
patient. Performance of the proc~ ure allowed opportunistic
research to be done. (Example: Research with cell cultures
:

prepared from amniotic fluid obtained during diagnostic
amniocentesis.)

The procedure was performed as an extreme measure to
diagnose or to treat a patient who had failed all other diagb)

nostic or therapeutic modalities.

However, the procedure

is

not yet accepted as standard medical practice within the

community and may.
mental. (Example: Use

in fact,

still

be considered experi-

of plasmapheresis in

rheumatoid

ar-

thritis.)

The procedure was performed solely for research purposes but the procedure itself is not the subject of the research. (Example: Placement of an arterial line for arterial
blood gas monitoring in a lung water study.)
c)

Compensating
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The procedure was performed solely for research purposes and is itself the object of the research project. (Example: Early experimental trials of Swan-Ganz catheter place-

d)

ment
2.

The

in

human

beings.)

investigator should describe in detail the

method by

which

the procedure was performed This statement should include a description of the techniques used for patient preparation, the type and route of administration of anesthetic or any

other drug used, technical aspects of the performance of the
procedure, and intra-procedure and post-procedure methods
used for monitoring the patient. .

The investigator should describe the level of expertise of all
individuals performing the procedure and should report whethei
the procedure was performed by one or by several different
individuals during the research project.
3.

4.

The

will

investigator should list all known complications which
be specifically monitored during the performance of the

research project.
5.

The

investigator should describe the patient population in

which the procedure was performed. This statement shouM include a description of any known pre-existing disease, all current
medications, and known risk factors which might increase the
risk of the procedure to individual subjects. The investigator
should also describe the screening process done before an individual is accepted as a research subject.
6.

The

jects

investigator should report the

on

whom

the procedure

number

of research sub-

was performed.

The investigator should describe all complications associated
with the procedure. This statement should include a description

7.

of the following:
a)

Type

of complication

b) Presentation of the complication
c)

Recognition and management of the complication

d)

If

the complication

which were successful

was

reversible, describe the actions

in reversing the complication.

Outcome

of the complication. Unless the complication is
the investigate should describe the severity and duration of resultant morbidity.
e)

fatal,

number of cases of each
number of fatal outcomes.
statement which describes

The investigator should report the
type of complication occurring and the
8.

The investigator should provide a
those steps which he believes might prevent further occurrences
of any complications associated with the procedure.
9.
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Introduction
In the United States accident yictims are currently compensated for their losses in quite diverse ways. Broadly speaking four
main sources of compensation are available: the torts system,
private first-party insurance and other private sources (e.g., sick
leave), general public income maintenance programs and tailored public accident compensation plans (e.g., auto no fault and
workers' compensation).

Some victims draw from multiple sources, others from none.
All of the sources have objectives in addition to compensating
accident vict:ms. For example, tort law also purports to deter
socially undersirable behavior; private health insurance is also
concerned with the allocation of health care resources; workers'
compensation is also concerned with rehabilitation.
As a result, if one focuses on the compensation objective
alone our patchwork of sources is not readily defensible. Why are
some innocent victims treated differently from others? Why does
victim culpability sometimes count and sometimes not? Why do
some victims pay for their accident loss protection while others
don't?

Some would defend

(he patchwork in terms of the other
by the various compensation sources Some
would argue that our complex system is better viewed as in
transi.ion, not fairly judged at any one instant but rather over
time as it inches toward an integrated coherent scheme. Some
would defend the current inequalities in terms of careful judgments about whether the victim deserves each source. Others, of
r.ourse. find the patchwork e-'ther merely bewildering or else

objectives served

positively unjust.

These tensions within the current American solution cannot
be ignored by those concerned about how victims of any particular class of accidents should be treated. In short, since it is important to have a context in which to place the Commission's
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human

experimentation, thete

no avoid-

is

ing the examination of the complex ways American accident
victims generally are treated. The aim of this essay is to provide

an ove-vicw and critique of our present system.

We

discuss in

such as assumption of risk), strict liability in tort, tailored compensation
plans and general compensation schemes. Our goal is not »o tell
turn; tort liability for negligence (including defenses

the

Commission members how

to solve their accident

sation problem: but rather to help

them

to think

about

compenit.

Negligence
Prior to the

modem

allocating losses caused

industrial age the social problem of
by accident was no! considered serious,

and the jurisprudence of what we now call tort law was jirrespondingly underdeveloped. The machine age dramatically
escalated the toll of human injury on the roads, rails and workplace. At the same time, legal scholars and judges began to turn
their minds to an appropriate philosophy of tort law. As a result,
by the middle of the Victorian era the fault principle became
firmiy established as the fundamental basis of legal responsibility
for accidents.

The Fault Principle
Wendell Holmes gave an important
which he developed a theory of
offered both an interpretation of and a justification for

In the 1880's Oliver

series of lecturer in the course of
torts that

fault-based liability for unintentional harms. Holmes first considered and rejpcted a contrasting theory— liability for any harm
caused by voluntary conduct. His strongest criticism was that it
would be unfair to hold a person liable for a harm he could not

have anticipated. In short, moral values demanded liability
based on fault. Recognizing that this would leave some innocent
victims uncompensated. Holmes asserted that private or state
accident insurance would far better serve that function. The expensive machinery of private litigation should be reserved, he
argued, for cases in which
occurred.

more than mere misfortune has

Does this mean that personal (subjective) blameworthiness
should be a precondition of tort liability? Holmes rejected that
theory as well. Rather, liability for tort should rest upon objectively unreasonable conduct. Put simply, in unintentional injury
cases, fault means negligence and negligence is to be defined in
this objective

manner.

Holmes gave two rather

different justification* for the appropriateness of an objective test of negligence. First. ea?e of administration demanded that negligence law not be saddled v/ith
having to evaluate and take into account claims of awkwardness,
foolishness, immaturity, inexperience and the like that might
efforts. Second,
cause one to hurt another despite one's very
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community)
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demanos

contrcl their conduct so as not tc
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members

in an

that they

unreasonably

hcrm done.

Tort law in action captured the idea of objectively unreasonable conduct in the symbolic "reasonable man." The judicic.!
process would find the defendant (or defendant's employer) negligent if the defendant failed to act as a reasonable person would
have acted under the circumstances.

main category of
irom liability: if an
accident was not foreseeable, no reasonable person could be
expected to avoid it. But if not obvious at the outset, it soon
became e'ear that by limiting liability to negligence, defendants
might also be relieved of paying for some injuries they knowingly
cause. Railroad crossing accidents provide a good example. Although railroad officials knew well that their trains were injuring
and killing people at crossings in large numbers, *his alone did
not suffice to impose liability. Rather the plaintiff had to show
what specific action the defendant reasonably should have taken
that would have avoided the harm. Railroads could, of course,
build bridges over or tunnels under every road crossing; but the
expense woulo obviously be so great that it was reasonable not to
Pi? inly this formulation tank care of the

injurers

whom Holmes wanted

to protect

take such drastic prevention efforts— at least for every little rural
crossing. Victims might have challenged railroading itself as un-

reasonably dangerous (a G rmar. statute imposed strict liability
on railroads a- early as 1838), but this would have failed as did
similar attempts regarding automobiles.
In short, the judicial process was soon embroiled in deciding
liow many safety precautions were necessary to escape liability. Put differently, the heart of the negligence sy stem involves
"n evaluation of the utility of the conduct engaged in and of the
accident prevention efforts proposed.
just

Hand capture the meaning of fault
now famous among torts students: Negligence is

Later on Judge Learned
in a formula

t

measured by whether the probability of a loss occurring (P) times
the likely amount of the loss if one occurs (L) outweighs the
burden of preventing the loss (B). Is PL greater than B? In more
modern language, this formula suggests that "unreasonableness"
is

determined by applying a cost-benefit anahtsis.

As

whether conduct is
law has largely turned over to the jury the
task of applying the community standard of what due care demands. Since juries do not have to acount for their decisions,
some observers of tort law in practice have argupd that juries
often reject the reasonableness paradigm and. out of sympathy
for the injured plaintiff and indifference to the presumably injuries are typically the deciders of

negligent or not.

tort

sured defendant, adopt stria

How then
fare

liability in fac*.

would victims cf human experimentation broadly
under this outline of negligence law? On the one hand.
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individuals harmed through careless practices and those who
receive inadequate warnings of the risks they face (and would

have otherwise refused

be entitled to compen-"
wrongdoing researcher. On the
other hand, those adequately warned and those who receive
to participate) will

sation for their injuries from the

careful treatment but

who

either recognized or totally
to bear their

own

nonetheless suffer the misfortune of
effects are supposed

unexpected side

losses.

Soc.al Objectives of the Negligence System
During the years that negligence has dominated tort laws,
scholars have elaborated upen the social objectives that the fault
principle is supposed to serve. Just as Holmes' views drew ch a
philosophical perspective of the time concerned with individual
cction and responsibility, more recent writers have turned to
psychology and economics. As a result, defenders of negligence
now employ a variety of justifications in support of fault liability.
In capsule form, liability based upon fault
claimed to serve the following functions:
(1)

Deterring socially undesirable conduct

(2)

Punishing wrongdoers

(3)

Satisfying the victim's desire for

same time preventing
(4)

is

now

variously

vengeance while

at

the

violent self-help

Allocating resources efficiently, by attributing social costs

to the activities that

"cause" them

(5)

Compensating deserving victims

(6)

Spreading widely the costs of accidents.

As applied

human

experimentation victims, a negligence
way: this loss spreading regime will
deter careless conduct by researchers, punish those who are not
deterred if their carelessness causes harm, mollify The outrage
felt by those human subjects who have been wronged, attribute
to research those accident costs that should be avoided, and make
whole those wronged victims who deserve compensation.
to

supporter might put

it

tnis

Of course, not everyone accepts as desirable all of the social
^oals that negligence is said to further; nor do people agree upon
their relative importance. More important, however, many have
charged that negligence law in action simply fails to advance
these goals or that the admin strative costs of running the fault
system outweigh the social benefits achieved. Let us turn then to
a critique of negligence.
;

Deterrence and Punish.-n ->nt. Emphasis on punishment
on a moral basK while emphasis on deterrence
looks more to efficiency. The first seeks t., inflict pain in retriburests primarily

tion for the

wrong done

who

to

the victim;

and since

it

is

the victim,

punishment and vengeance are closely related. In contrast, deter-

not the state,

calls for the

punishment

in torts cases,
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rence principally aims at the reduction of accidents by imposing
toll on unsafe conduct. Since unreasonable injury to person or
property causes a reduction in society's wealth, any deterrent
therefore serves the purpose of economic efficiency.

a

Although the twin purposes of punishment and deterrence
have furnished the classical rationale of tort liability, their credibility has increasingly declined under the changing conditions of
modern society. Perhaps the principal cause is that the admonitory effect of an adverse judgment is today largely diffused by
liability insurance which protects the injurer from having to pay

and instead distributes it among a large pool of
premium payers and thereby "socializes" the loss. Liability insurthe accident cost

ance

is considered against public policy only in cases of intentional injury or other forms of truly heinous misconduct, for
which punitive damages may also be awarded. In nany countries

the victim no longer even in form addresses rus claim to the
injurer but proceeds directly against the latter's insurance carrier
or compensation fund, thereby even eliminating the symbolic
tokens of individual blame.

Other realities of tort litigation may undermine the vengeance objective. Hence, although the victim's psychic satisfaction in making his adversary "pay" is claimed by some legal
psychologists as a significant rationale of tort liability, the delays
and aggravations of American tort law hi action probably impose
psychological hardship and anxiety rn victims that more than

make up

fnr

wha'

little

satisfaction

some victims

receive.

Nonetheless, some admonitory effect of a tort award is still
retained. Insurance premiums are commonly adjusted in the
light of the insured's accident record, and fear of substantial rises
and possibly even policy cancellation arguably has some effect
on individual conduct. The broad American consensus in favor
of basing premiums for both liability and workmen's compensation insurance on the enterprise's accident record rests largely on
this belief. Other countries, including Great Britain, however, are
skeptical about the effectiveness and worthwhilencss of such
finesse.

The admonitory

effect

of

liability

probably varies with

different classes of potential defendants.

Some

are peculiarly

an adverse judgment wholly iart from
any financial detriment. The most obvious example is the medical profession whose members dread liability for its adverse
reflection on their professional compeience or integri"". More
immediate and quicker response to an adverse judgmei t is also
likely to be forthcoming when the censure falls on a rt i^.titive
process in industry or business rather than on random failures in
activities like driving automobiles. This for the roason the*, the
former are susceptible to managerial correction and monitoring,
while the latter are in practice rarely amenable to such controls.
By the same token, large, stable and well managed enterprises
sensitive to the stigma of

i

Compensating

180

fcr

Research

Injuries:

Appendix F

more

likely to recognize and act on the potential variinsurance costs they face than are small firms fighting
for economic survival; indeed, because of premium setting practices, smaJJ enterprises might not even face the opportunity to
lower insurance costs through safer conduct.

are far

ability in

In any event, one must be skeptical about the effectiveness
of tort law in promoting accident prevention as compared with

other legal or social mechanisms. The three most important of
these are government regulation, criminal sanctions and ordinary economic pressures.

Regulations can play an educative role in prescribing clear
procedures designed to avoid accidents. Negligence law by contrast condemns people, after it is too late, for what they have
done. That is especially unsatisfactory since successive juries can
and do give different answers to the same problem, thereby encouraging investment in litigation rather than safety. Also, while
regulatory standards are established by experts, tort law leaves to
inexpert juries the bewildering task of resolving disputes between partisan expert witnesses. While tort law has come to take
advantage of statutory standards by treating their violation as
fault without more (per se). it is unwilling to treat compliance
with prescribed standards as conclusively exonerating. Thus
even licensing of products after a rigorous official testing procedure, as in the case of drugs bv the Food and Drug Administration, is not accepted as necessarily acquitting the manufacturer.

This attitude reflects the other side of the coin: regulation
ineffective and out of date; and industry might "capture"
the regulators with the result thai regulatcry standards may reflect a wholly inadequate concern for safety. Moreover, many
human activities and enterprises altogether lack promulgated
standards or regulations. Nor is it imaginable or desirable that a
regulatory net would encompass the whole of human conduct.
Perhaps, then, tort law does have at least an incremental role to
play in promoting safety and punishing those who fail to respond.

may be

is not the only alternative scheme of behavior
however. What about criminal law? An important advantage of the criminal sanction is its concern with punishing the
offender for engaging in prohibited conduct; it will fall on the
culprit regardless of whether he happened to victimize anyone.
By contrast misconduct, however reprehensible, remains outside
the reach of civil process so long as it does not injure anybody.
That is why motorists today fear criminal penalties more than

Regulation

r

control,

civil sanctions.

there were no public controls and no tort law, potenwould face substrntial economic pressures favoring
safety. Adverse publicity has repeatedly proved itself a potent
sanction against accident-prone activities. For example, as already mentioned, physicians are peculiarly sensitive to publicity
of adverse judgments in malpractice actions which are apt to cast

Even

tial

if

injurers
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a stigma on their competence. Of greater effect yet is 'he impact
of widely-publicized condemnations of particular products on
their competitive appeal to the consumer public. In the same
vein, drivers' concern for their own safety surely counts for more

than the fear of having

to

pay damages.

Still, tort law may play a key signalling role in stimulating the
market to work. An outstanding illustration is the Pinto litigation.
Although the publicity must have cost Ford Motor Corp. far more

in lost future sales than in the

damages awarded

in successive

of private (and later criminal] litigation may
have done much to focus public attention on the car's dangers.
Indeed, plaintiffs' personal injury lawyers often claim that their
actions, the

avenue

dangerous business practices that would
otherwise go unchecked. Whether a system of bounties paid to
private whistleblowers would be as or more effective is as yet
efforts bring to light

untried.

Internalization of Costs. Lawyer-economists have argued
be debited to the activity that causes ihem,
so that they are reflected in the price of the resulting product or
activity. The cost of accidents, in short, is properly a part of the
overhead costs of a particular operation. In this way activities
with higher accident rates will properly have lesser attraction in
the market place and will thus be carried out to a more socially
desired extent. By contrast, it is claimed, if activities do not bear
their accident costs they are in effect subsidized and will thus be
over-produced. This creates both an inefficient allocation of rethat all costs ought to

sources and excass accidents to boot.

There are many problems with this line of analysis, howlaw does not in fact attempt in assign all

ever. First, negligence

accident costs to activities that cause them. Rather, it only purports to assign the costs of accidents that reasonably should have
been avoided. To some, this is an indictment of negligence. To
others it reveals a fundamental ambiguity about the internalization argument. What is a cost of what.'
1

In

many

no problem

situations policy
in attributing

specific activity. For

makers have acted as

if

there

were

particular types of accidents to a

example, work injuries

are,

by general con-

sensus, regarded as pari of the cost ol industrial operations: accordingly workmen's compensation is charged to the cost of the
industrial product. Similar claims are made to justify products
liability as well as automobile compensation plans. But on closer
examination, the problem becomes very thorny indeed. Is an
accident caused by failure of an industrial tool to be internalized
to the maker or to the user of the tool? Is serum hepatitis a cost
of blood, a cost of hospitalization, a cost of the ailment requiring
the transfusion or what? If mother mink eat their young
hearing sonic booms, is this a cost of national defense or

farming?

upon
mink
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ail the market imperfections otherwise
American economy, even if the tort system did
achieve acceptable cost-attribution there is no guarantee that this
wiil have moved our economy closer to an efficient level of various accident-producing activities. For example, if a monopolist
producer of a product otherwise underproduces a product (as
economic theory suggests), then the failure to impose accident
costs on that monopolist could be just the right subsidy needed to

Furthermore, given

existing in the

boost production to the socially desired level.
It must also be admitted that, in the real world, it is frequently impossible to internalize accident costs to the specific
offending product or activity. For example, in the case of a dangerous drug, not only would the drug in all likelihood be totally
withdrawn from the market after its risks have been discovered
but the cost of compensation would in any event probably be
spread among all or most other products of the particular manufacturer, with result that the consumers of the safe drugs would
in effect be bearing the accident costs of the dangerous drug. In
a theoretical free market, this "externa] izing" of the cost might be
blocked, but often— and prescription drugs is a good example
such a hypothesis is wholly unrealistic.

In another real world sense, internalization may also be
at too high a price. Instead, it may be administratively far
more sensible to "channel" liability exclusively to a defendant

bought

selected for his greater ability to absorb the cost. Thus an aircraft
manufacturer may be a wiser target than the manufacturer of a
defective component part, the manufacturer of radioactive isotopes rather than a negligent transporter of those isotopes.

Compensation of the Deserving. From a compensatory
point of view, another serious flaw of the negligence system is
that it discriminates between different accident victims not according to their own deserts but according to the culpability of the
defendant: a plaintiff s recovery is dependent on his ability to pin
responsibility for his injury on an identifiable agent whose fault
he can prove. Put differently, negligence deems as deserving only
those who can trace their harm to someone's wrongdoing. To
critics, this causes unfair unequal treatment in several ways:
berween victims of the same kind of injury, one of whom can but
another cannot point to a responsible cause, e.g. of a particular
type of cancer; belwon one who does and one who does not
succeed in proving fault in a defendant (a distinction excerbated
by the vagaries of jury trial long after the accident in question and
the fine line that often divides minimally acceptable and culpable conduct); berween those with especially effective lawyers
and those without and between those who are personally attractive victims and tnose who are not
both of which are thought by
critics to influence the jury unduly. Not least of all is the fortuitous exclusion of victims unable to collect from responsible defendants who turn out to be judgment-proof, i.e. lacking liability
insurance or other financial resources to pay.

—
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Even among those fortunate enough to obtain some damshow a capricious relation between the total amount
of compensation recovered from =ill sources and the gravity of the
injury. Whije slight injuries tend to be overcompensated (because of medical insurance and other sources of compensation
which do not set off each other or tort damages and because of the
ages, studies

nuisance value of small claims), the graver the injury the smaller
the share of compensation. Among the reasons for this parlous
state of affairs are the low liability insurance coverages held by
many motorics c-nd the gaps in tort recovery. With some justification, the process Ins been called a "Forensic Lottery" in which a
small minority obta.'n a pot of gold but the majority go emptyhanded or obtain only tokens of solace.
Calculus of Negligence. At the level of principle, negli-

gence is criticized on the ground that the reasonableness paradigm unfairly allows some injurers to pursue activities for their
benefit and ir.pose losses on others without paying for them.
if efficiency counselled against, say, increased quality
control at the end of an assembly line, to some this would seem
to argue for, rather than against, responsibility for consequential

Therefore,

accidents as the calculated price for avoiding increased costs. In
sum. ;odal fairness rather than economic efficiency should be
the criterion of legal liability.

On
digm

the other hand, if one accepts the reasonableness paraas proper, then a different sort of criticism can be made. To

the extent that promoting the socially optimal amount of safety
a careful balance of the risks and benefits in the
negligence calculus, many claim that juries are often incapable
and frequently unwilling to make the proper tradeoff, especially
when confronted with difficult technological issues going to both
fault and causation.

depends upon

Coyts of Administration. Perhaps the most serious criticism
can be levied against the tort system is its inordinate expei.se. Two recent studies of different areas of tort liability tell
the story. One dealing with automobile accidents concluded that
system expenses to deliver Sl.OQ in net
it cost S1.07 in total
benefits to victims, claimants' legal expenses being 23% and insurers' claims expenses (attorney's fees, etc.) 25 Tc of cOtal operating expenses. So also the Inter-Agency Task Force on Products
Liability estimated 40% for underwriting expense and profit and
an additional 20% for loss adjustment expenses, isaving 40c of
the premium dollar for the victim's compensation. The combined legal expenses for plaintiff and defendant, as well as the
underwriting expense and profit, each exceeded the claimant's
compensation.
that

These very high transaction costs of the torts system compare
very unfavorably with the costs of compensation plans, especially social security. In New Zealand, which abolished the
tort system in 1974, compensation was introduced for all victims
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from accident without any additional cost— far
the transaction costs of the tort system than
compensation for non-pecuniary injury.

of personal injury

more from saving
from

curtailing

The high

transaction costs of the

tort system are inherent in
Primary is the adversary relationship between
claimant and the compensation source. Liability to compensate is
dependent on issues of causation and fault, which require investigation and are frequently contested. The assessment of damages, tailored to each case, invites additional controversy. In sum,
the system is geared to individualized processing and does not
favor economies of scale.

the system

itself.

Moreover, these costs are incurred in the processing of all
claims, not only those that are eventually successful. The reluctance of the drug companies and their insurers to participate in
the 1976 swine flu program stemmed less from their fear of successful claims than from their concern over the cost of handling
claims, spurious as well as meritorious. In the upshot, the government agreed that rather than indemnify the manufacturers (for
successful claims) it would handle (defend) all claims directly
with a mere right of reimbursement from the manufacturers for
negligence.

The high legal costs are themselves reflections of the law's
complexity and delay. Claimants do not usually fare well at the
hands of insurance adjusters unless they are represented by lawyers who work for a contingent fee and therefore have a personal
incentive to secure the highest possible settlement or award.
(Whether the contingent fee system otherwise tends to increase
the cost of the system is, however, open to debate.) Finally, the
substantial cost of underwriting expenses is in the last resort the
price exacted by a free insurance market in which competitive
coverages, rates and services are offered to the consumer through
the agency of independent brokers (in contrast to some other
countries where at least the rates of mandatory insurance, like
automobile liability, are regulated and agencies excluded).
Another source of

awarded

cost inefficiency

is

that tort

damages are

lump sums

rather than as periodic payments. Juries
must therefore guess as to the future duration and extent of
injuries and. in the result, either over or undercompensate the
victim; periodic benefits (as under social security) last only for
the actual duration of the need, determined by hindsight, not
in

foresight.

to Negligence
This critique of negligence has implicitly assumed that negligent parties can be made to pay for the harms they cause. But this
is not the full 3tory. Even negligent injurers are freed from liability (or have reduced liability) in certain circumstances.

Defenses

When the victim's own carelessness
common law rule was to bar his

jury, the

contributed to his inrecovery entirely. For
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example,

if in a railroad crossing accident, the engineer negligently failed to sound the whistle and the victim negligently
failed to look out for an oncoming train, and reasonable conduct
by either would have avoided the collision, the railroad was
completely relieved of liability. Some defended the result by
saying, in effect, that courts ought not to help those who ought to
have helped themselves. Indeed, some imagined that this rule
encouraged caution by would-be victims. Others emphasized the
common law's general practice of assigning losses entirely to one
party or another and argued that when both were at fault it was
not fair to assign all the loss to the injuren as a result it had to lie
with the victim. Still others claimed that the rule's purpose was
to subsidize railroads.

By

the middle of this century

it

was commonly claimed that
on the

juries in fact often disregarded the judge's instructions

and by 1980 a substantial majorof the states, through legislation or judicial decision, had overturned the all-or-nothing rule in favor of sharing the loss between
victim and injurer (comparative negligence). Not that this is the
only plausible alternative. In Swedish tort law and in American
issue of contributory negligence,

ity

workers' compensation schemes, for example, mere contributory
negligence, as distinct from much more heinous fault by the
victim, is simply disregarded.

Another common law defense is voluntary assumption of the
by the plaintiff. It once played a big role in shielding negligent employers from liability to their own employees who became
aware of some danger on the job and yet "chose" to continue to
work; indeed this defense furnished the central argument for
replacing the employer's tort liability w.th workers' compensation. Because of its odious past, the defense is today viewed with
suspicion and distaste. !n the stock situations where the pontiff
unreasonably "assumed" the risk, like accepting a ride from a
drunk or incompetent driver, the defense is nowadays merged in
that of comparative negligence and therefore merely reduces,
rather than bars, recovery. But what to do about reasonable assumption of risks?
risk

The variety of situations continuing to impose the entire loss
on the victim is perhaps best explained, not on the ground of
"assumption of risk." but rather because the defendant was not
negligent. Often in these cases the injurer has offered to provide
a benefit to the victim which can practically only come with a risk

attached; and the 'well-warned victim has quite reasonably chosen to confront the risk. This applies to advanced skiers who
reject the beginner slopes for more difficult runs, to sports fans
who sit in the open bleachers exposed to the danger of a hard hit
b'll, and to patients who elect surgery despite the possibility of
adverse side effects. While it is not always easy to sort out the
cases, a crucial difference between these examples and that of

choosing to ride with a drunk is that in the former, society endorses the parties' arrangement as reasonable, whereas in the
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latter it does not. Thus, after the fact we allow the passenger victim to turn to his host and say that although he concededly took
the physical risk that the driver might negligently crash, he
should not be deemed to have agreed to hold the driver hornless.

The

foregoing

may help

clarify

why

it

is

unnecessary

to

use

why

well warned
to suffer from a carefully

the doctrine "assumption of risk" to explain

research subjects whose misfortune it is
run experiment will fail to recover damages in a suit based on
negligence. This analysis also makes clear that, by their conduce
alone, human subjects do not waive their rights to sue if the

experimenter
In

is

negligent.

some circumstances, however, we can

all right

to

benefit that

actually sign

away

complain of negligence by accepting a service or
is offered by another only on condition that we ex-

assume the legal risk of loss. Some countries, including
England, nowadays subject such waivers to a test of reasonableness. Although courts in the United States have been mor
willing to uphold these private arrangements, recent decisions
have been less hospitable to defendants, like public hospitals and
public housing landlords, where the public interest and unequal
bargaining power are involved.
pressly

Let us assume for the present that American courts would
uphold an agreement not to sue for negligence if properly executed by human research subjects. An issue for the Commission
then becomes whether sponsored researchers should be permitted, or even encouraged, to obtain such waivers.

From the viewpoint of consent, although volunteers are prepared to face the physical risk, they may well entertain reservations about assuming also the l^al risk in the sense of waiving all
recourse for negligence. Nor
\t 3 w. oractice likely to be free
agents— sufficiently free, that u
say, io eliminate concern over
the fairness of the bargain. Certainly those undergoing therapeutic experiments are apt to view them as their last chance of
regaining their health. As for volunteers oi non-therapeutic experiments, their pay, if any, is not reasonably viewable as "danger money," like a monetary incentive for steeplejacks or bomb
disposers; rather it is compensation for their time and trouble.
1

<

.

.

If, or. the other hand, research subjects were guaranteed
adequate compensation from non-tort sources in case of misfortune, a waiver of tort liability wot M have more appeal. It would
be unwise, however, to assume t. at experimental participants
would all provide for that financial contingency by themselves.
There is an analogy to fire fighters here. If researchers, their
employers or financial sponsors guaranteed victim compensation, then human subjects might seem like professional firemen
injured in their work who are traditionally barred from suing
those who negligently created the emergency. The rationale here
is that firemen are hired specifically to cope with fire risks and
that a special compensation fund is set up by the public to take
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care of their injuries. Without the alternative compensation
guarantee, the position of research volunteers is more akin to that
of volunteer fire fighters who, far from being disqualified like
professionals, are treated with exceptional favor in order to encourage publicly beneficial conduct (e.g., ordinary contributory
negligence does not count against them).

Sometimes the policy considerations favoring non-liability
of injurers (immunity) are so strong as to justify victim assumption of risk as a matter of law. Immunities are recognized, for
example, in order to protect the integrity of governmental policy
making. This concern imposes an important qualification on the
enu'Uement of an injured citizen to obtain redress against governmental decisions on a policy, as distinct from an "operational,"
level. For example, community mental health policy itself cannot
be challenged in a tort suit: although the risk to public safety in
releasing psychiatric patients is substantial, public officials are
supposed to weigh without fear of liability the competing value of
the personal freedom of most state inmates who are not dangerous. In the same vein, the high risk of recidivism by parolees may
have to be assumed b^ the public in order not to impede the
parole system. While this means that the policy choice to engage
in experimentation on human subjects will be insulated from tort
suits, it does not follow that individually negligent researchers
should be. Therapists who know their patients are about to harm
another do. after all. have a legal obligation to warn of the
danger.

Liability

The

Without Fault

Principle of Strict Liability

Many tort scholars have

rejected ihe "reasonableness" para-

digm on which negligence rests. Rather, they believe it proper for
tort law to adopt a broader basis for liability— usually termed
strict liability.

Advocates of

strict liability differ

both as

to its true

and conceivable advantages, but share the common view
that— at least under certain circumstances— it is enough that the
basis

defendant's conduct
sonably dangerous.

is

dangerous though not necessarily unrea-

Indeed, the early common law was to all appearances long
content to base liability on a mere causal test— "did the defendant injure the plaintiff directly?"— without- reference to any
additional requirement of blameworthiness. And strict liability
for some accidents (e.g., from dangerous animals) has retained a
vitality to the present. One distinction that eventually emerged
was between activities that were deemed safe enough when conducted with reasonable care and those ultrahazardous or abnormally dangerous activities (dynamite blasting is a good example)
which reasonable care could not render safe. Many such activities, linked to advancing technology, are generally beneficial

188

Compensating

for

Research Injuries: Appendix F

and therefore should not be enjoined. Thus,

tort liability here is
designed neither to condemn nor to deter. Rather, these activities
are to be tolerated on condition that they "pay their way" by providing compensation even for "unavoidable" injuries. Included
among such enterprises are those that pose either a greater than
average risk of accidents or a risk of castastrophic accidents.
Examples of the former are conventional utilities (gas, electricity,
water); an example of the la'.ter would be a nuclear power plant.
This rule was firmly established in tort law at the very same time
that Victorian age scholars were intoxicated with the potential of
the fault principle to provide an overarching explanation of the

law of accidental

injury.

seem to justify strict liability in such circumstances primarily on the ground that subjecting the public to
an extraordinary risk for one's own benefit should entail a corresponding obligation to compensate those at whose cost in life and
limb the enterprise was conducted. On this rationale, just why
there is strict liability for dynamiters and not. say, railroads is not
very cb.ar. What is an "extraordinary" risk, and why should that
matter anyway? For example, in many other countries auto transport is an activity to which strict liability has been attached since
its infancy; and so it has to aviation.
Judicial opinions

twenty years the dichotomy between fault and
his increased in importance as manufacturers of
defective products have joined those who carry out abnormally
dangerous activities as candidates of strict liability. Simply put,
makers of products that go awry in the manufacturing process are
liable for the harms the products cause, no matter how careful
the manufacturing process (e.g., training of employees, inspections, machina maintenance).
In the

last

strict liability

However, since
and

that liability

distributors of all

manner

is

imposed on manufacturers

of defective products, not only

those posing extraordinary danger like, say, explosive? or poison,
the rationale is obviously different from that for extrahazardous
activities. Plainly, the key is the general concern for consumer
protection which gained remarkable impetus in the later 1950*s
and 1960's. The consumer and user of modern merchandise has
fallen under increasing handicap with advancing technology as
regards his ability to assess risks, detect flaws or prove specific
negligence in the process of production or design. On the other
hand, manufacturers are not only strategically placed to assure
safety through quality control but exercise a dominant role in
promoting consumer confidence through advertising and other
forms of public relations. The onesidedness of the relationship
alone is widely regarded as ;Mstification enough for strict liability.

Yet whatever its justific-thn, the greatest challenge today is
provide a rationale that wi» -jontain the rule. If car makers are
s; if table saw manufacturers,
strictly liable, why not car dri
why not their repairers? Yet, des t ;.! a few spillovers at the blurry
to
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and services (which is a blood
fended off the challenge. In sum, in 1980 tort liability itself is an uneasy mixture of
liability for objectively defined fault and liability without fault.

edges between,

say. products

transfusion?), the fault principle has so far

The way the tort system treats human experimentation victims nicely illustrates this point. We earlier explained the intended application of negligence to such accidents; and the fault
principle would indeed apply to experimental Medical procedures— e.g.. new types of surgery, surgery rather than radiation,
etc If. however, the experiment involves new drugs, then the
rules of strict liability take over. Later we will comment on the
uncertainty with which the law is now treating new drugs with
unexpected side effects. For now it is enough to say that it would
make a great deal of difference for tort purposes if the human
subject dies from a batch of a drug that happens to be contaminated as opposed to dying from being unable to tolerate
some new surgical procedure.

Some respond

inconsistency by proposing that tort
This has been justified not
only with principled claims about justice, but also on the ground
that strict liability has these instrumentalist advantages over negligence. First, its net of compensation is cast more broadly: more
victims are compensated and their losses widely distributed. Second, strict liability, far from condoning indifference to risks (arguendo, because it does not offer a reward for observing care) in
reality provides a stronger incentive to invest in desirable safety
measures in order to avoid accidents than to invest in settlement
and adversarial strategies afterwards. Third, strict liability 5s seen
as better promoting cost internalization by including as a charge
against activities the costs of those injuries that are Doth reasonably and unreasonably caused. Finally, strict liability is supposed
to streamline the litigation process.

law generally

to this

shift to strict liability.

Yet our experience with strict liability in the products and
extrahazardous activities field has also generated criticism and
doubt abcut its vaunted advantages.

Strict Liability Criticized
With regard to promoting safety, it has been argued once
more that in reality managerial decisions relating to safety are
more likely to be influenced by criminal and competitive pressures, by the effect of accidents on workers' morale, and by
dislocation and public relations concerns than by calculations
about compensation costs.

Nor has

the switch from negligence to strict liability resulted

in a reduction of transaction costs or

more

an otherwise demonstrably

efficient allocation of resources.

Under

strict liability

the

price of a product in effect includes an insurance policy to cover
any injury to the purchaser and other users resulting from a

product defect. But as already pointed out. the cost of this form

Compensating

190

Research

for

of compulsory insurance

Injuries:

Appendix F

exceedingly high, with less than half
One major reason for
this is that compensation is payable only on proof that the product
was defective, an issue that becomes controvertibL the more one
moves from manufacturing to design defects or rsquirements of
warning. Those who initially commended the move from negligence to strict liability because it would substantially reduce
litigation were to be sadly disappointed; for precisely the opposite occurred as the result of the growing claims-consciousness
of the public stirred by sensational media publicity, combined
with a corresponding resistance to claims by defendants concerned alike over costs and adverse publicity.
the

premium

is

dollar reaching the victim.

Again disappointing many of its early advocates, strict liabildeveloped into a "sorcerer's apprentice" as it came to bo
extended to design defects. Manufacturing or production defects
(like failures of the assembly line) pose a problem merely of
quality control: they are therefore mostly avoidable (though
sometimes perhaps only at excessive cost in terms of efficient
ity

resource allocation) and raise no serious difficulty in deciding
whether a product is "defective" since it actually deviates from
the manufacturer's own standard. Design defects, on the other
hand, lie in a different dimension. For here we typically lack any
easily available standard of minimum safety by which to measure the accused product, and in any event conscious design
choices are often made on the basis of relative cost so as to
accommodate consumer preferences or even the public interest
(e.g., ught automobiles otier less collision protection but are
cheaper and save gas). To commit such issues to the litigation
process probably overtaxes the capacity of judge and jury. While
most courts have mere or less reintroduced the negligence standard for judging design defects, others are striking out more boldly
in favor of victims; indeed current litigation involving drugs like

DE3 may even make manufacturers answerable
"development

risks"

that

were unknowable

at

for so-called

the time of

marketing.*

Views are bound to differ on the desirability of *o expanding
The affirmative case rests not only on the need to
compensate victims but also on the incentive provided for vicJms
to blow the whistle and caution manufacturers against subordinating safety to costs and profits. The negative side makes two
arguments. First, the potential burden on industry- receives inadequate weight by judicial decision makers. In some industries it
tort liability.

turns out that insurance
defects,

and very

is

practically unavailable against design

for production defects, contrary to the facile belief

courts that risks can be pooled

•One

of the authors of this paper,

Lilly in the

DES

even
by many

costly (especially for smaller producers)

litigation.

and

the cost easily absorbed.

John G. Fleming,

is

of counsel to Eli

\
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Besides, the enormity of the risk when one can be held for iniunknowable side effects of drugs is apt to discourage the
marketing of new products, especially by the pharmaceutical
industry, with the resulting possibility of more long range detrimental effects on the potential consumer than on the industry

tially

itself.

Secondly, opponents of expanded liability argue that the
excesses of products-liability zealots limit the individual's legitimate and desirable consumer choice. Risk takers might prefer to
take their chance with lower quality products obtainable for a
lesser price or make their own arrangements against contingent
injury. Under the torts system, as already point etl out, victims are
often over-protected (e.g.. by virtue of the collateral source rule):
why, one might ask, should I have to pay for the cost of strict
liability when I am already entitled to Medicare and social security? Or why should I be charged for the extra cost of absolute
liability for accidents on international flights under the Warsaw
Convention when I already carry accident insurance of my own?
On domestic flights, by contrast, the traveller still enjoys an open
choice between buying flight insurance and assuming the risk of
a non-negligent accident. Such freedom of choice, however, may
exact too high a price. Flight insurance purchased over the counter is exceedingly txpensive because of the high marketing costs
compared with £roup insuraiio procurable by the airline. More
import?nt. the consumer rarely has access to information for
assessing the true cost (including the risks) between competing
alternatives. Given these sorts of disputes, it is not easy to predict
for the next decade what direction product liability doctrine will
take.

Tailored Compensation Plans
Whereas advocates

of strict liability

have sought

to

secure

greater protection fcr accident victims by expanding the individual responsibility of defendants within the tort system, other
f
negligence critics havp turned to the alternative paradigm c
Workers'
compensation
was
the
first
such
"compensation plans."
major inroad into tor: liabi'ity— and remains so today.* For vnrkers injured on the job misfortune rather than individual responsibility became the organizing principle for fiuanc ' recovery, by the state in effect taking up Holmes' challenge of creating
a state insurance scheme. Thus for nearly seventy years now in
the United States and longer elsewhere, tort law has not inly

been two-tracked (negligence and strict liability) but has had to
share the field with an important external competitor.
all

Tailored compensations can be rather bioad— covering, say,
work injuries— or rather narrow— covering, say, only sonic

•In the 1970s auto no-fault promised (or tl.«atened)
second but now its progress seems stalled.

to

become

the
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however, is a focus
Moreover, nearly always tailored plans envision the costs of compensation being paid by
injuries.

on a subset

Their

characteristic,

of accidents generally.

those carrying out the activity in question (plans for victims of
violent crimes, for obvious reasons, are an exception).

Advantages of Compensation Plans
For some plan advocates, compensation schemes are little
more than a legislatively enacted analogue to strict liability in
tort. And the same justifications for such plans are advanced as
in support of strict liability— a wide net of compensation, internalization of costs, safety promotion and the like. Indeed, some
like England's Pearson Commission seem unclear, if not
indifferent, to the choice between strict liability and a compensation plan.*

Yet for most plan advocates there are important differences
matter. Perhaps most significant, plans covering personal
injury contain or contemplate compensation awards that are
markedly lower than American tort law is now willing to provide;
not only is pain and suffering usually ignored, but there are also
typically limits on earnings replacement. Moreover, many plans
only supplement, rather than duplicate, collateral sources available to the victims. To some critics each of these limits represents
a breach in the initial "internalization" justification for a tailored
plan. In the face of this criticism some defenders of compensation schemes have converted the internalization argument
from an efficiency one into a moral one; financing arrangements
are defended on the basis that the "injurer should pay." Yet for
compensation plans just as in the tort system, the "what ought to
be a cost of what" issue is frequently perplexing. For example, is
a traffic accident by an employee on the way to work or during
working hours properly attributable to the cost of motoring or of
the employer's business? Is a pedestrian's injury in a collision
with a non-negligent motorist a cost of walking or of driving?
Notwithstanding provocative challenges such as these, tailored
plan promoters usually have little patience for them; in the auto
no-fault debate this issue is simply resolved by the practical
expediency of the ease of charging motorists and the difficulty of
charging pedestrians combined with the desire to compensate
that

do

pedestrian victims.

This practical bent pervades the approach of compensation
planners. Benefits are usually to be p^id periodically rather than
in a lumpsum as in tort. The need for costly lawyers is to be done
away with whenever possible. (This aim does not always succeed
as the experience with workers' compensation has shown.) If

*The Pearson Commission recommended strict liability for human research experimenters (Report I §§ 1340-41) and for vacccine damage
(ch. 25) but a compensation plan for auto victims
without explaining
the reason for these cbri?r r

—
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private settlements are not reached, the claimant is often directed
to take his case to a specialized (and, it is hoped, cheaper) administrative body rather than to court.

The

firm rejection of individual responsibility as a relevant

two important ways.

First, victim
usually of no consequence in compensation plans, whereas courts are now coming
around to the view that in torts cases plaintiff s negligence calls
for reduced recovery in strict liability as in negligence. Second,
strict liability, as we have seen, is often justified on the ground
that the injurer is morally responsible for the victims loss; by
contrast, when it is convenient, compensation schemes such as
auto no-fault are quite content to impose the loss on the compulsorily insured victim. In short, the choice between first-party and
Ihird-party insurance is seen largely as a matter of expediency.

principle
fault

is

illustrated in at least

(short

of intentional

self-injury)

is

We

next wish to explore from a slightly different angle our
submission that compensation plans are typically
justified by one or more complaints about why the tort law peculiarly fails to handle well the class of accidents in question. We
do this at the risk of repeating some of our negligence critique in
order to show that the problem of victims of human experiments
is in important ways different from many of the problems that
have led to proposed compensation schemes.

general

The literature is rich with the writings of iaw reformers who
studied a particular type of accident and became convinced that
a compensation scheme was needed because of the shortcomings
Auto accidents, nuclear accidents, adverse consequences of drugs, injuries from tcxic chemicals or violent
crimes, sonic booms, railway and street care accidents, injuries
incurred during medical treatment, and workplace accidents are
examples.
of tort law.

However,

law vary from one plan
claim is that the tort treatment is peculiarly
unjust. For example, workers' compensation arose in response to
the harsh application of assumption of risk, and other defenses.
to

another.

the complaints about tort

One

A second claim is that the tort system's way of dealing with
problem is not only administratively too costly but also beset
with fraud. Such has been emphasized in the debate over auto
the

no-fault.

A

is that the tort s
>n requires unusually
determinations of causation (as in toxic chemical and
nuclear accidents) or of negligence (sometimes alleged for both
auto and drug accidents).

third claim

difficult

A fourth

and related claim

is

that tort

law

in action takes

on

a lottery aspect as exactly situated victims are treated unequally
by juries a claim often made about auto and medical accident

—

victims.

Compensating

194

for

Research Injuries: Appendix F

A fifth justification rests on the claim that the compensation
plan will better deter socially undesirable conduct ^iid a sixth._
and related claim is that the compensation plan will better pro-

mote

With the rise in populaw-and-economics. these justifications are heard with
increasing frequency.
the efficient allocation of resources.

larity of

A seventh argument focuses on the insolvent wrongdoer, for
example, in plans for victims of violent crimes.
An

eighth justification is the desirability of compensation
Sometimes it is linked with the claim that tort damages
over-compensate— e.g., in auto nuisance claims and. for some, in
all awards for pain and suffering. Usually, however, the driving
concern is the failure of tort law to compensate victims
adequately— in particular, its failure to compensate some victims
itself.

This justification— but only this one— is nearly universally
invoked by compensation supporters.

at all.

a

In considering the desirability of a compensation scheme for
area, it may advance analysis to consider which of these

new

justifications

is

applicable. In the

problem area under consid-

eration by the Commission, for example, it seems that only the
last is apt. Tort law does not treat victims of human experi-

mentation abnormally harshly. To the contrary the main feature
of such accidents, it appears, is that they almost always occur
through no one's fault, with the result there are at present virtually no lawsuils filed. Because of this, tort law is not now wasting
transaction costs on this problem nor treating victims in this class
unevenly, nor imposing liability on judgment-proof defendants,
nor struggling with imponderable cause or fault issues. On the
contrary, the introduction of a compensation plan for such victims would create difficult cause and other boundary problems
such as have plagued proposed medical accident compensation
schemes.

Nor finally does there appear to be any real consensus that
a compensation plan would either promote safer conduct by
researchers in carrying out the experiments or engineer a more
desirable allocation of resources. The argument has been made
that researches are the best "cost avoiders" and therefore in
order to create desirable economic incentives they, rather than
the government, should support a compensation plan for victims.* Because of the way research is funded and the way research institutions are likely to distribute compensation costs, we
are doubtful whether this targeting will work as intended. Moreover, we think there is much to be said for the view that regulatory review, peer pressure, moral and professional feelings,
and even perhaps the tort law, together already achieve an appropriate level of caution in carrying out human experi-

•Havighursf, following Calabresi's theories, so recommended to the
task force in 1977. It may be h al the Pearson Commission's choice
of the sarr.e solution v-as s^ilarl; motivated.
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mentation. Furthermore, since research

is not a market activity
such a dominant source there is
simply no reason to suppose that adding this cost to research will
move society to finance a more socially optimal amount of it.
To be sure, in theory as a result of such a plan human experimentation might suffer at the expense of non-human experimentation: yet in practice we doubt this will occur— even
assuming it were thought that the failure of human experimenters to bear the full costs of their experiments now result

and since government funding

in

relatively too

is

many human,

as opposed to

non-human,

experiments.
In sum. of the justifications here canvassed, the case for
experimentation victims rests primarily on compensation
per se. In this respect accidents occurring in the course of human
experimentation are perhaps analogous to home accidents or
routine recreational accidents in that at present most such victims
simply have little prospect of tort recovery. A compensation plan
for such harms would largely be just that— an assured source of
compensation. This alone, of course, does not make it a bad idea;
and a scheme that would, say. provide medical and income protection along with ski lift tickets, campground permits and the
like is readily imaginable. On the other hand, it is not irrelevant
that many who have considered these sorts of injuries have concluded that if a compensation plan is to cover them at all. it
should be a broad accident scheme such as that now in piace in
New Zealand and to be discussed below in our section on general

human

compensation

plans.

Horizontal Equity
In America tailored compensation plans have been adopted
some classes of accidents. One
hypothesis, explored above, is that special shortcomings of tort

or seriously considered for only

law are a precondition of reform. A different hypothesis is that
tailored compensation plans are prompted by a sense that the
victims in question are peculiarly deserving of compensation.
Inasmuch as desert is a highly elusive concept, it is tempting to
test it by analogy to victims who already benefit from tailored
plans.

The problem

the

Commission

is

considering nicely

trates the point. Aren't accidental victims of

illus-

human experimenta-

doing a job for the goverment? If so. aren't they entitled to
compensation provided for other workers who are injured on the
job? Alternatively, aren't they patriots volunteering their bodies
for the public good? If so. shouldn't we provide them with
tion

awarded to injured members of the armed
services? These arguments evidently appealed to the Pearson
benefits like those

Commission

in

is

England

(1978).

the problem with this horizontal equity approach
that there are also analogies pointing tho other way. For exam-

However,
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programs carried out under government

sponsorship for the benefit of the general public fare so well. As
already noted, the Federal Tort Claims Act specifically exempts
the government from liability for high level discretionary activities and also from any strict liability that would have applied to
private parties. Why then are human experimentation victims
any more entitled to compensation than are victims of military jet
sonic booms or exploding weapons transported through inhabited areas?

flu

The postures adopted by Congress with respect to the swine
program and the risk of nuclear accidents are also instructive.

In the former, the Congressional objective was to take responsibility for obtaining "informed consent" from those who

took the shots and then fending off what were assumed v"*uld be
baseless lawsuits. In short, assuming the government revealed all
the risks it knew and reasonably should have known about, unexpected consequences were to be shouldered by the victims.
Thus Congress never meant to embrace full financial responsibility for all unfortunate victims of the vaccine despite the broad
public health reasons claimed for the program. But if these victims are not assured compensation why should human experimentation victims be? Surely, at least therapeutic experiment
participants are seeking personal benefit in the ?ame way flu shot
takers are.

Even stronger, conceivably, is the analog)' to potential victims of a large nuclear accident. The Price-Anderson Act not only
set a dollar limit on the total liability for an accident, but left the
applicable standard of liability (negligence or strict) to the varying perceptions of individual states. If Congress thinks that innocent, involuntary victims of this grand experiment in harnessing
the atom need not necessarily be assured compensation in case
of a disaster, why should it offer better treatment to volunteers in
other experiments?
These various analogies suggest an uncertainty about the
import of the public benefit of an activity. On the one hand we
are heir to a cultural predisposition that

commonweal

activities

(war casualties) and subventions (immunity of
governmental activities) by individuals. On the other hand, there
is now increasing acceptance of the idea that losses caused by
publicly beneficial activities should be borne by the public. This
perhaps explains the erosion of governmental immunity and
widespread support of no-fault compensation for victims of public immunization programs, not only for the sake of encouraging
participation but also because of the incremental health benefit
for the rest of the community.*
justify sacrifices

*The Pearson Report recommended strict liability (ch. 25). Our own case
and the Sw.ne Flu rpLsoJe, st:aL'. toward the same conclusion.

"law,
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Public conduct analogies are not the only relevant ones,
however. In the ordinary context of medical treatment, f^iors

who

properly warn patients of potential side effects are not responsible for those effects assuming the treatment was not negligently administered. In case of untoward consequences, such
victims and their families must rely upon whatever private health
insurance and income protection they have previously obtained
or else turn to general public sources such as Social Security and
Medicare or Supplemental Security Income and Medicaid. Why.
it may be asked, are victims of medical experiments either any
more deserving or needy?

Victims of drug side effects are, formally at least, in the same
boat. Despite the adoption by most courts of strict liability in drug
injury cases, victims must still show that the drug was "deAnd the general rule is that absent a manufacturing
failure (e.g., this batch is sub-standard), adverse consequences
alone do not demonstrate a defect. Rather, in the usual case we
fective."

are really thrown back to negligence; did the manufacturer test
and did he effectively warn of dangers he should
have known about? Put simply, those who unluckily suffer the
bad consequence of rabies vaccine cannot complain !o its maker.
The argument by analogy, then, is quite clear. So long as experimental participants know well that they face a clear or potential
risk, why is their situation more compelling than that of ordinary
drug victims? Indeed, in the unexpected side effect drug cases
are not the victims, at least in retrospect, unwilling participants in
an experiment since often, it appears, only by mass application to
humans do the- side effects become detectable?
sufficiently

Analogies, in short, do not readily point the way to any one
To the contrary, they suggest a potentially serious problem of injustice. If the current treatment of a given class of victims is altered so that it better conforms to that afforded some
ether similarly situated victims, the change will at the same lime
place the altered class out of harmony with yet another class of

solution.

similar victims.

One way

out of this dilemma is to argue that the change
a politically ripe part of an evolving pattern that over
the long haul is headed toward consistency. In short, when public
and official attention is focused on a specific class of injuries, the
opportunity should be grasped for reform even if it is only part of

proposed

is

tha package eventually desired. This argument apparently asthat the ultimate objective is a series of tailored compensation schemes (perhaps somehow linked togethei) that together
cover most or all accident victims.* Alternatively, the in-

sumes

•For example, in Sweden some measure of horizontal equity was
achieved by procuring insurance for human subjects of ncn-therapeutic
research in the same way as for beneficiaries of medical and general

_.
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crementai accumulation of tailored plans might be seen as a
halfway station on the way to a single comprehensive plan.*

Whether an incremental reform
politically sensible

is

son is
however,

strategy of either

not for us to judge.

We

will say.

some have objected to national auto no-fault proposals on
the very ground that putting in place this enormous new system
that

and
for

its accompanying bureaucracy would diminish the chance
any truly sweeping reform proposal covering accidents

generally.
Politics aside for the

moment, we think that at base a series
and a general compensation strat-

of tailored compensation plans

egy stem from differing philosophies. Moreover, it is important to
understand that even general plans could have rather differing
scopes.

We take

up these points

in the next section.

General Compensation Plans
Social Security

Many see the accident compensation problem as essentially
concerned with providing people with income and paying for
their medical bills. From this broadest of vantage points not only
do accident victims present the same social concern as do the
disabled generally but also their need is much the same as that
felt by the retired, the unemployed and perhaps even the poor. In
other words, an adquate 2nd comprehensive social security program might take care of the needs of accident victims incidentally
to providing income security and health insurance generally. For
this set of critics, therefore, the basic reform strategy in America
lies in

changing the Social Security Act.

At present the act provides, among other things, for wagerelated income payments for retired workers and their dependents, totally disabled workers and their dependents and
dependent survivors of deceased workers. Today nearly all
American workers with substantial employment histories are
covered by "social security"— with the exception of most Federal
state and local government employees who typically
have comparable or even more generous plans of their own.

and many
Thus,

if

a

human research subject with a

substantial

work

history

experiment, he or his
family can typically count on a public pension in the same way
as if he had died or become disabled from other causes. Indeed,
is

killed or totally disabled as a result of the

drug insurance. This insurance is publicly-funded and roughly covers
the difference between general social security benefits and tort damages.
See Bostroms's Commission paper. On the Compensation for Injured
Research Subjects in Sweden at Appendix K.
•As was the declared strategy of the Pearson Commission in England:
see esp. Report L ch. 11 (1978). But its failure to properly confront 'he
issue of honzcntaJ equity has been sharply criticized.
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some

critically ill subjects of therapeutic experimentation might
well be receiving social security disability (or retirement) benefits
even before the experiment. Even if the experimental victim is
not covered by "social security" (e.g., a student not yet in the
labor force), a fully disabling accident would generate an entitlement to a Federal needs-tested cash payment.

Does this me<>n that we already have an adequate scheme of
public income support benefits? Many think not. and could point
to whit is implied or unsaid by the preceding paragraph. First,
there is a question of adequacy Social security will replace about
55% of the earnings of a low earner, with the percentage dropping to about 35% of covered wages for someone who was earning a3 much or more than the maximum of covered wages (about
$25,000 in 1980). Workers' compensation by contrast lends to
replace about 2/3 of the worker's prior wage— at least .n the more
progressive states; and auto no-fault plans tend to replace about
35% of wages, mostly subject however to rather low ceilings.
From this it may be argued that social security is rather less
generous toward the disabled than are tailored compensation
plans aimed specifically at accident victims. There are two counters here, however, one goes to the accuracy of the argument; the
other to the fairness of the pattern, assuming the argument is
correct.

On

payments

the facts

it

must be remembered

that,

because of

dependents, social security often replaces ti57« or
more of the worker's wages; that social security has a cost-ofliving escalator which io better than that provided, if at all. by
other compensator, plans; that over the long haul v.any tailored
plans actually fail to deliver benefits of anything like 2/3 of
indexed past wages; and that social security benefits for dependents of deceased workers are frequently rather better than
those offered by tailored plans. In short, as compared with real
to

world alternatives, social security does not seem to us to fare
badly on adequacy grounds. Even if it did, and now we turn to
the fairness aspect, we are by no means convinced (hat accident
victims ought to be better treated than. say. those disabled by
illness or from degenerative or congenital conditions.

More

the failure of social security to cover either
(expected to last fess than a year) or partial
permanent disability. Even so, in a handful of states, including
both California and New York, a s»ate temporary disability
scheme provides wage-related income protection (or about six

temporary

serious

is

disability

months. Moreover, a large fraction of workers is covered by
formal or informal sick leave plans which are the private counterparts to the New York and California statutes. Even more
important b the failure of social security, in contrast to workers'
compensation, to cover partial permanent disabilities. Like the
preceding, this again contrasts strongly with other nations— the
Netherlands has an especially libera! plan, out Congress" recent
tightening up on social security disability benefits offers little
prospect of any reform of this sort in the shcrt term future.
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American

social security

system adequately provides for the income loss of victims of any
particular class of accidents probably depends uron the sorts of
injuries that predominantly occur. Turning to the Commission's
problem again: if. for example, victims of human experiments
typically suffer either trivial injuries (requiring no lest work) or
else fatal injuries, then our social security scheme is probably far
more satisfactory than if many such victims miss a few months of
work and are left with some partial and permanent harm.
Besides income losses, medical expenses are probably the
most serious. Here a comprehensive national health insurance
scheme would go a long way toward defusing the need for either
tort law or tailored compensation plans— as it has in many countries, including Canada. Yet in the U.S. a national health scheme
is hardly imminent. All the same, between private health insurance. Medicare (for the elderly and the totally disabled) and
Medicaid (for the poor) most American do have health insurance
already. The problem, of course, is that there are some serious
gaps (for example, the unemployed often are without coverage)
and many private policies are wholly inadequate in amount or
duration of benefits. Of course, the targets of the Commission's
investigation might well have special characteristics: for example, if most were already either over 65, or in public hospitals and
on Medicaid, or students with college-provided health care, the
medical expense gap might not be very serous. Indeed, it may
turn out that research institutions by and large already provide
free medical care for accidentally injured human subjects,
.

General Accident Plans
prospects for making our existmore complete has caused some refocus. A first line of retreat would be to

Pessimism about the

political

ing social security sysiem

formers to narrow their
compensation to the disabled, to the exclusion of the unemployed, retired, etc but including victims of accident and
disease, as recommended in 1974 by the Wood house Commission
for Australia. More practical, however, is to retreat one more step
and focus on accidents alcne. Thus in New Zealand, following
the celebrated Woodhouse Report (1968). tort liability for personal injury or deatn by accident has since 1974 been entirely
replaced by a compensation scheme, administered by a national
agency, which provides periodical benefits for income loss, reimbursement for medical expenses other than those covered by the
free hospital scheme, and modest awards in serious cases for
pain and suffering. The scheme is funded by contributions from
employers (replacing workers' compensation) and motorists (replacing liability insurance) and while providing 24-hour coverage for the whole population, costs no more than the system it
limit

replaced.

The
sense by

approach include: (1) a
suppcr»er r that accident victims (or perhaps the dis-

principal attractions of the latter
its

.
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abled generally) are specially deserving as compered with others.
a political judgment that this package is more salable, and
(3) a conviction that the most urgent need and most practical Erst
step is to replace the tort system and. essentially, extend workers'
compensation coverage around the clock. Rather than get into the
deeper waters of national medical care and income maintenance
for all. the New Zealand approach stays within the general scope
of experience with accidents.
(2)

Tailored and General Accident Compensation
Plans Compared
What then are the comparative merits of broad and narrow
compensation schemes? General plans like New Zealand's offer
the advantage of horizontal equity among accident victims; tailored plans by contrast invite the complaint "why these victims?"
General plans promise relatively few what we call "boundary"
issues: either you are an accident victim or you are not. and the
conceptual and technical difficulties of attaching your injury to a
particular accidental cause are avoided. For example, is someone
who slips and falls into a parked car covered by an auto injury
scheme? Narrow compensation plans require such decisions
which general plans avoid. This saves administrative costs as
well as frustrations and felt injustice if the network of tailored
plans has gap* in coverage. On the other hand, even in general
accident plans there sometimes arises the difficult issue of
whether a person is suffering from illness or accident. A classic
example, from the workers' compensation field, is a worker who
suffers a heart attack on the job. Was this an "accident in the
course of employment" (e.g.. from over-exertion] or the culmination of a continuing disease? As the New Zealand experience
confirms, this sort of problem is particularly acute in the area of
medical treatment and therefore in the area being considered by
the Commission. Is the victim's condition the result of his original
illness or the treatment given? Would the victim have been any
better off had traditional rather than experimental treatment
been tried? To many, both questions would have to be resolved
favorably toward the victim before accid°v>t compensation would
be properly payable. Yet these can be difficult determinations to
make. Nor can they be avoided by a tailored plan for human
subjects. Not only are these issues still alive, but also on occasion
one will probably have to decide further whether the harm is
from the experiment as opposed to other injurious causes to
which the victim was simultaneously exposed. Only a plan covering all disabilities escapes these conundrums. Yet. of course,
new boundary problems then arise: is the victim unable to work
because there are no job openings?

Another administrative issue

is

the efficient size of the plan's

bureaucracy. Plans that are too narrow run the risk of having a
corps of administration spread over too few benefits. On the
other hand, plans that are truly modest just might get away with
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very simple management that could plausibly piggyback on another related scheme. The Commission's subject just might have
~
this advantage. General plans, in short, have the potential of both
economies and diseconomies of scale.

Both tailored and general compensation plans are presented
with the problem of potential double recovery by victims. Because of oublic and private insurance and other arrangements
any new scheme is apt to duplicate existing benefit. There are
really three separate issues. The first is whether double recovery
is desired: and while we think it fair to assume that the general
answer is no. this is probably not meant to apply to all collateral
sources. For example few would think that accident compensation benefits on the death of a victim should be reduced by his
life insurance. Even if life insurance policies (as well as savings,
private pension benefits and the like) are to be disregarded, the

same does

not necessarily go for. say, sociai security benefits and
even private health insurance benefits. This brings us to the
second issue: in principle, which benefits should be primary?
That is. in order to avoid double recovery which source ought
eventually to bear the loss? We say "eventually" Lecause it is
quite imaginable that the victim might be free to collect from
either of two sources which, in turn, would settle up later. Alternatively, the victim might collect from both, with one having a
right of reimbursement: or finally the plans could be dovetailed
so that their payment terms resolved the double recovery issue at
the outset. Tlxsc options load naturally to the third Issue: to what
extent, if any. do practical adminstrative concerns point to a
solution at variance from that which might be desirable in principle.

We

v. ill

however, wish
to be primary.
It is

here

not seriously address this third issue bore;
to return to

that tailored

the second

one— which

we

do.

source ought

plan advocates often claim the superi-

The argument, put simply, is that tailored
are primary— concentrate the cost of acci-

ority of their approach.

plans— assuming they
dents on the sources

that ought to bear them. This cost interthen said to promote social values we have already
canvawed: stimulating safety- achieving the optimum amount of
the accident-causing activity: serving justice by making those pay
who benefit from the activity.

na!izat ; ->n

As

in

is

our discussion of the

tort

system,

it

is

not clear that

tailored plans actually effectively further these goals. Without

replow ing the same ground too much,

we register again our skep-

and general ailoa world sudi as
ours where various regulatory regimes, market pressure j and
ticism about the marginal impact of both safety

cative efficiency of

any compensation plan

in

market imperfections already exist. Moreover, as to the fairness
we continue to wonder just what is fair about
assigning bicyclist injuries to motorists These puzzles are largely
responsible for common law judges falling back on the concept
of cost allocations,
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we assume plan advocates would hn~>

to avoid.

Another way into this issue is to ask just wh^t is the problem
of which this accident is a part. Again illustrating from human
subject injuries, is the problem really a problem of human experimentation, or is it rather simply an aspect of the problem of
drug injuries or of medical accidents, etc? Bu: these are not
questions that can be resolved in neutral ways. Even if you
thought you knew the answers to these questions, it is not cleat
that private behavior would not defeat the cost assignment strategy of the drafters. For example, a scheme intending to impose
accident costs on cars that prove to be especially dangerous may
turn out tc be borne in part not just by other cars of the same auto
makers, but also by their other vehicles and even other products.
This all depends on the mechanisms available to them to distr.bute the costs. If. for example, the compensation scheme involves
private insurance, the

way

risk classifications

and

prices are set

can be crucial. Even if targeted governmental taxes are employed
(say on vehicle maximum speed), the true incidence of those
taxes then natter.

Moreover, to the extent that tailored plans do promote fairness and efficiency goals after all. the firancing mechanisms of
generJ accident compensation plans could be used to further '.he
same objectives. Some plans envisage that charges be levied on
accident caurir.g activity, and tver time the agency in charge
presumably could refine its targeting in both sensible and fair
ways.* Such a general plan would then begin to look very much
like a fully integrated and complete series of separate plans, in

genuine

one that dimply locked to payroll tax for its
The lesson here is that financirg arrangements are a

contrast to

financing.

vital aspect of this

debate.

is hard to deny that the political reality cf
capturing public and governmental attention to a problem counts
importantly in determining just what social changes are made.
Witness the government's riot insurance, flood insurance, bank
deposit insurance, mortgage insurance, and pension insurance
programs. In short policy anal/sis can carry us only so far.

In the end.

ii

*\'<*w Zealand's legislation contemplate* adjustments of just this sort,

illbough so far the government has

made

Utile

use of this power.

"

Some Legal Perspectives
Toward Personal Injury
Compensation
Marshall

S.

Shapo, LL.B., S.J.D.*

My mission is to provide an overview of the vast patchwork
by which society provides compensation for personal injury. This
gn at quilt includes much
heading of

technical doctrine, primarily under the
it also features, in quantitatively im-

"tort law," but

portant dimensions., various legislative compensation schemes.

Legal Doctrine
My primary focus,

in accordance with my assignment, is on
This body of legal doctrine has often been said to embrace "non-contractual civil wrongs." The definition is at once
too broad and too narrow. However, I will not expose you to the
full range of doctunal reasons that this is so. Rather. I shall
present a practical view of tort law as a social response to the
problem of personal injury caused deliberately or by accident.
My perspective is. in the main, a general one, although the essay
is biased when possible to the selection and discussion of topics
that are relevant to the Commissions inquiry.

turt law.

Culpability Generally

My reference

and "by accident" brings us
law, which is defining the theory
of liability. Tort doctrine is associated with notions of culpability
which range from conduct defined as "intentional" to the activities of persons who cause injury even when it cannot be said in
terms of a moral principle, or some other objectively determinable standard, that they were in any way "at fault." There is
much talk in the cases, some of it rather confusing, about the
to a conceptual

to "intentionally"

problem

in tort

•Frederick P. Vose Professor. Northwestern University School of Law.
Evanston. Illinois.
February 1981

Preceding page blank
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nature of culpability. In one opinion in a workers' compensation
Michigan chief justice, although noting that the statute
absolved employers from "general liability for nra»igence."_said
that it was "a mistake to say that employers were absolved from
fault. Liability is the basis of legaLremedy. fault is the basis of
moral responsibility." With the generality of "culpability"
definitions in mind, we may proceed to a tour of tort theories of
case, a

liability.

The Spectrum
The

of Liability Theories

analysis here straightforwardly views tort doctrine

along a spectrum which ranges from liability for "intentional"
conduct, defined as a term of Frt. to liability which is "strict"—
set of tort rules under which courts require one parry to compensate another despite the fact that the defendant's conduct was
neither intentional nor negligent.

Intentional Tort

The

Basic Case: Illus'rati'

<

Torts

ne first tort I want to talk about is the
action for battery. A battery, simply stated, is the infliction by one
party on another of an intentional, unprivileged arid unconsented contact. An assault is defined simply as an act that is
intended to place the plaintiff in apprehension of a batlerv. I
concentrate here on (he tort of battery since it is not only one of
the most basic tort actions, but specifically a theory that is likely
to be fundamental in many cases involving biomedical research.
For example, when the physicians in the notorious Hyman case
injected the elderly residents of the Jewish Chronic Disease Hospital with live cancer cells, they committed a battery if the contact
created by the needle was unconsented and unprivileged.
Assault and battery.

'

should point out, as a matter of technical doctrine, that the
for purposes of the "intentional torts"
which include battery is rather a more technical and limited one
than the common connotations of the word might suggest. Besides signifying motive or purpose to cause the harmful or
offensive physical contact which is a batten*, "intent" has been
defined to mean that the actor, the defendant, "believes that the
consequences are substantially certain to result from it." Thus,
along the spectrum of tort culpability, intention means at least
"substantial certainty" as contrasted with "recklessness" or "negligence." The importance of this definition is evident in a famous
case often used for pedagogical purposes, in which the elderly
plaintiff alleged that a five-year-old boy had pulled a lawn chair
out from under her, causing her to fall and break her hip. Appealing from an adverse judgment based on instructions that required
her to show that the defendant had a "purpose, intent, or design
to perform a prank or to effect an assault and battery." the
I

definition of "intent"
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plaintiff convinced the appellate court that all she need show in
such a case would be a "substantial certainty" in order to make

out the requisite "intent" for the battery

tort.

False imprisonment. The analysis which I have iined out
for assault and battery applies also to the tort of "false imprisonment." a theory which requires that the defendant act "intending to confine" the plaintiff "within boundaries fixed by the
actor." It is implicit that the confinement must be unconsented
and unprivileged. There is currently controversy over the question of whether the plaintiff must -be conscious of the
confinement, or must suffer actual physical harm. The Second
Restatement of Torts states these requirements— consciousness
or actual harm— as alternatives. There has been argument recently that the existence of both of these requirements does not
serve the cause of justice, and the focus of this argument is partly
on cases which have lelevance to your present inquiry. One
instance given is thai of the case in which police imprison a
diabetic who is having an insulin reaction, because they think he
is drunk. The argument is that the plaintiff, although oblivious
that he is confined because he is in shock, should be able to
recover even though he is not able to show actual physical harm
resulting from the confinement. This view takes into consideration the difficulties that might sometimes be attendant on
showing physical harm in such a case, or even the psychological
damage thai would naturally be associated with the affront to
personal dignity in ?uch ?. confinement. In any event, a clinician
who holds an experimental subject against his or her will is

vulnerable to the charge of false imprisonment— and it should be
noted that this would include net only confinement by physical
force, or physical barriers, but by "threats of physical force'* and

"by other duress."
that

Invasion cf privacy. I should mention one other tort action
—ay have particular relevance to your task. This is the tort

called "invasion of privacy." The name comes from perhaps the
most famous piece of legal scholarship in this field, an drticle
written by Louis Drandeis and his law partner in the late nineteenth century called "The Right to Privacy." A judicial decision
has characterized the thesis of Brandeis and Warren as one centered on "the right to protect oneself from having one's private
affairs known to others and to keep secret or intimate facis about
oneself from the prying eyes or ears of others." The doctrinal
label has evolved to embrace a variety of claims by parties who
believe their privacy has been tortiously invaded. It has come to
include the sort of physical intrusions symbolized by wiretapping. Quite separately, it also embraces a concept of personality being appropriated, a notion which has a strong commercial
bias:

Thus, a

showing

"human cannonball" may sue a television station
on a news show. Moreover, actions

his entire act

for
for

"invasion of privacy" have included the publication of materials
in a way that intrudes in extremely unreasonable fashion on an
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area which people could reasonably expect to hold confidential.
In a very few cases, the action has included the publication of
true facts about individuals; in others, it has embraced only stairments that tend to place true facts in a "false light." akin to the
untruth required for defamation. The upshot of this multifaceted
"privacy" tort is that one person may be liable to another for
acquiring or revealing confidential information in situations in
which the actor's conduct can be shown to be intrusive or outrageously violative of prevailing mores.

Consent as a Defense

An important category of tort doctrine from

the standpoint of

your inquiry, both directly and analogically, involves consent as
a defense to intentional tort actions. Naturally, consent may be a
subjective state of mind. However, courts may infer consent from
objectively manifested action. In a famous old case with medical
implications, an immigrant was going through a vaccination line
and held up her arm to be vaccinated, an action which the court
found manifested her consent despite her subjective desire not to
undergo the procedure. There are some other complexities of tort
law. with which I shall not burden you. that are tied in with the
notion that one consents to the kinds of touching that are associated with everyday life: Illustratively, one case extends this rule
to taps on the shoulder to get one's attention. Yet consent does not
extend to intimacies to which there is no express manifestation of
unwillingness, or concerning which the circumstances are not
unambiguous: While a text wnter from an earlier generation has
said that a
light is

there

is

man who

kisses a non-protesting

woman

in the

moon-

privileged though she has private mental reservations,
recent case law which suggests that a woman who goes

man's apartment in the wee hours does not surrender her
right to deny him a kiss.

to a

With
in

mind

specific reference to the medical area,

one must keep

the basic definition of a battery as being an intended,

unprivileged and unconsented contact. Syllogistically. it would
appear that any lime a physician probes more widely in a patient's body than the patient would have desired, a prima facie
case of battery has occurred. Because of the delicacy of the judgment that may be involved, and the pressure of time, the courts
have begun to establish principles to guide physicians through
this legal minefield. An important rule in this area declares that
a surgeon may be guided by the standard of sound surgical procedure in the area of the original incision. Thus, a surgeon who
punctures ovarian cysts while performing what wns originally
billed only as an appendectomy is safe from liability, if he or she
acts carefully. On the other hand, it should be noted that the
physician who does act carefully bu! goes beyond the scope of his
or her consent may be liable for a battery.

The
least in

courts are now developing a special doctrine, familiar at
terminology to any newspaper reader, as a response to

-
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in which the patient complains thai he or she has
not been properly put on notice of the implications of a medical
procedure. This is the doctrine of "informed consent." 'vliich
applies to both batteries and negligence actions. I meniion it here

medical cases

for the purposes of completeness,

ment

to

my

and

will defer a fuller treat-

discussions of medical malpractice

and human

experimentation.

Reckless Conduct
There are several linguistic categories of conduct that courts
use as a kind of bridge along the spectrum of liability between
"intentional torts," with their requirement that the defendant be
substantially certain that he will cause the harmful contact, and
negligence, which requires a showing that the defendant's conduct was unreasonable. In this bridge category fall definitions
like "wanton, willful and reckless conduct." sometimes simply
"recklessness." and, finally, "gross negligence." These categories
may be functionally important; a claimant who is able to show
that the defendant has acted in a "wanton, willful and reckless"
way may be able to imposp punitive damages on the defendants.
On another functional axis, automobile drivers in some jurisdictions may be liable to their "guests" only for "gross negligence."
Unde<" such- specific legal circumstances, terminology which
might otherwise simply be thought of as epithetical takes on
practical consequences.

Negligence
The Concept of
The central

Fault

and the Standard of Care

law as it is
practiced is that of negligence. The definition is a deceptively
simple one. The Second Restatement says that "[N'(egligence is
conduct v hich falls below the standard established by law for
the protection of others against unreasonable risk of harm." One
of the most famous judicial articulations of the negligence
standard was one offered by a British judge in the nineteenth
century.

He

doctrinal concept of personal injur*'

said:

Whenever one person

is

by circumstances p/aced

a position with regard to another

in

such

even one

of
ordinary sense who did think would at once recognize that
if he did not use ordinary care and skill in his own conduct
with regard to those circumstances he would cause danger
or injury u> the person or property of the other, a duty
arises to use orJinary care and skill to avoid such danger.
.

.

.

that

1

This definition embraces two major concepts of negligence:
the standard of care. The question of duty is a very
complicated one and has been the subject of much scholarly
argument. For the purposes of this discussion. I need not involve
you in some of the metaphysical controversies that spin around

The duty and
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For our present purposes. I wish to emphalaw as defining a standard of care. The
have given you are general ones. They become par-

the concept of "duly."

size the use of negligence

definitions

1

ticularized with the factual situations of the various sorts of activities in which personal injuries occur. In many cases, where the

injuring episode

is

one

that involves nontechnical matters

and

is

which laymen can easily relate, the court will allow the
jury to determine on the basis of lay testimony, or even circumstantial evidence, whether the defendant has measured up to the
standard of care of a reasonable, person in those conditions. An
illustrative, homely case involves the question of whether a hotel
staging a banquet in its ballroom should have placed its tables
and chairs further apart so that a departing guest would not have
stumbled over a chair as she left the festivities. The court held
that the jury culd hold the hotel keeper negligent without either
expert testimony or evidence of governmental regulations to
prove the standard of care.
one

tc

The standard of care also becomes particularized with respect to the activities of landowners on whose premises large
numbers of people come, sometimes engaging in injurious interactions with one another. Thus, a possessor of land who opens it
to public entry for business purposes may be liable if '"the place
or character of his business, or his past experience, is such that he
should reasonably anticipate careless or criminal conduct on the
part of third persons." An area of current controversy involves
the ancient classification of the standard of care of landowners
with reference to distinctions in the status of visitors. Thus, acto the traditional common law categories, landowners
the highest standard of care to a so-called business invitee;

cording

owe

owe

standard to a "licensee." a category that has
include social guests; finally, they incur the least
obligation to trespassers— ir some states defined as no more than
a duty to refrain from injuring trespassers in an intentional or
wanton way. At the same time, the common law developed a
rather high level of protection for child trespassers, when the
landowner was on notice of their presence and in situations in
which he knew of the high degree of risk to them.
they

a lesser

been defined

to

With such a broad general definition, even as qualified as it
applies to particular activities, the concept of negligence is obviously an elastic one. The question of what reasonable persons
would do in particular circumstances turns on numerous considerations. One strand of thought in the judicial decision-making
and scholarship of negligence has focused quite intensively on a

The famous "Learned Hand

test." in its mostjudge in a case involving a
barge that broke away from its moorings and hit other vessels,
defines the duty of the defendant to provide against injury as a

utilitarian analysis.

cited statement

formulated by

that

function of three variables:
(1

)

The probability that she

of the

resul'.'r c injur,-.

:

f

will

break away;

she does: and

(3)

(2)

the

the gravity

burden

of
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adequate precautions. Possibly
tion into relief to state
bility

be called

P;

it

it
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serves to bring this noif the proba-

in algebraic terms:

the injury, L:

depends upon whether B
i.e., whether B<PL

is

and

less

the burden. D; liability
than L multiplied by P:

A broader— and in this writer's view, more realistic— view
of the negligence standard of care would import considerations
of justice and equity into the decision of what constitutes the
conduct of a reasonable prudent person. In any event, judicial
definition of the standard of care is a very practical process, in
some cases employing various kinds of safety codes— either statutory standards or regulations promulgated by police or safety
agencies. In particular, when a workplace safety statute is used to
prove the standard of care, the court may well be adopting a rule
that embodies a social, rather than utilitarian, judgment as to
wnat is appropriate conduct.
Proof
Technical causation. The proof of a personal injury action
involves some science, a lot of guesswork and a certain amount
of intuitive philosophy.

one may begin with the question of whether the
has crossed the threshold of physical causation, demonstrating that the defendant contributed to his injury in a
significant way. Ofte
in important issue is whether expert testimony is necessary ^ke the case of physic! causation. Generally, the more complex the physical or chemical relationships
Logically,

plaintiff

t<*.

involved, the more likely that courts will require that the plaintiff
present expert evidence on physical causation. A case that indicates the frontier of judicial acceptance of iay testimony is one in
which the plaintiffs complained that pollutants emanating from
the defendant's mill had caused physical harm to persons as well
as injury to property, for example corrosion on aluminum windows. The court found that there was sufficient evidence for the
jury on the question of physical causation in the testimony of six
lay witnesses that they could see pollutants coming from the

defendant's stacks and that they observed them travelling
through the air and landing on the plaintiffs property.

This may seem an unobjectionable decision when ihe pollutants are visible and one of the complainants says that when they
float over and drop on his house, bis throat burns, his nose bleeds,
and his chest becomes congested. The more difficult problems
occur when courts find it necessary to make judgments about
what is going on at the molecular level, and must rely on
probabilities.

The area of workers' compensation provides an interesting
angle on the problem of technical causation, with special reference to carcinogenicity. An instructive case involved the question
of whether fire fighting had caused lung Cancer in a fireman who
was a smoker. The court refers favorably to expert testimony on
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it was "probable" that the smoke inhaled by the claimant contained carcinogens and that it was
"reasonable" that his occupational exposure over a \zng period
would lead to lung cancer. The court notes that previously had
held that testimony of "reasonable". or "probable" caudal connections was enough, as distinguished from evidence of the
"merely 'possible.' " It said that it could not "demand that experts
be more certain, particularly when industrial causation itself
could not be certain, but only 'reasonably probable.' " One may
compare with this holding the statement of another court that
"the mere coincidence of employment in a plant with a heavy
dust environment and claimant's developing illness, the 'speculative conclusion* by claimant's physician that there is possible
causation, and the equivocal fact that other employees developed
similar symptoms although not similarly diagnosed, are
insufficient bases for the Board's conclusion that claimant's illness was causally related to his employment."

the claimant's behalf that

'.i

From

and
more

this

eral, that the

similar decisions,
difficult issues

will require expert testimony

one may conclude,

in gen-

of technical causation usually

and

that

an expert's opinion of
judgment that

"probabilities" will generally suffice to uphold a

technical causation exists,

A

hazard of

whereas a statement

of "possibilities"

it tends to force
molds. One may rationalize, however,
that the legal judgments are r.o more uncertain than the state of
scientific knowledge. The question of "technical causation" is
itself, at bottom, one of policy. Indicative of the way that such
issues spill into the arena of policy are decisions in both negligence and workers' compensation settings which declare that the
test for causation is one of whether the defendant's conduct, or
the conditions of the employment, were a "substantial factor in
producing the injury" or "a causative factor" in a workplace

will not.

this sort of rule is that

scientists into precast legal

injur)'.

Holding thus, courts have said that jury instructions which

referred to "the" cause, rather than "a" cause, or "a substantial
factor,"

were erroneous.

"Res ipsa loquitur" and circumstantial proof generally.
Everyone who has ever heard a television show or read a novel
involving a trial will be familiar with the notion of "circumstantial evidence." Any time an event occurs for which the injured party cannot produce eyewitness testimony, the trier of the
fact must draw conclusions from the circumstances. One court
announces a typically worded general standard in a case in
which a woman was found face down in a creek, with her survivors alleging that the defendant city had negligently left an
opening in a bannister on the spanning bridge. The court says
that the evidence must be considered in ihe light most favorable
to the plaintiff, who must be given the benefit of all favorable
inferences that "reasonably may be drawn from such evidence."
but it also emphasizes that "liability cannot rest upon guesswork.
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conjecture or speculation beyond inferences reasonably to be
drawn from the evidence/There are many cases which use language echoing the terminology of "speculation" and "mere conjecture," as another court puts it. In brief summary, one can say
that circumstantial questions are usually for the jury if the court
Ends an analogical basis in precedent which indicates that reasonable persons could have drawn the conclusion urged by the
plaintiff.

There is a special form of circumstantial evidence which is
a staple of personal injury litigation: The doctrine known as "res
ipsa loquitur." There are currently several versions of "res ipsa."
We may consider, as a point of departure, the formulation trtat is
adopted by the Second Restatement of Torts. This test allows a
jury to infer that a plaintiffs harm was caused by the defendant's
negligence when, inter alia, "the event is of a kind which ordinarily does not occur in the absence of negligence," and "other
responsible causes, including the conduct of the plaintiff and
third persons, are sufficiently eliminated by the evidence." Other
elements which courts have blended into the "res ipsa" formula
have included the requirements that the offending agency or
instrumentality be within the exclusive control of defendant and
that the accident must not have been due to any voluntary action
or contribution on the plaintiffs part.
Employing the res ipsa doctrine, courts have held that juries
could find that negligence has occurred when an airplane falls at
s«a. despite the defendant airline's offer of evidence concerning
its care in the maintenance of the craft and in the training oi its
crew. Courts have also decided that one who hears a "loud siren
noise" through his telephone receiver has not proved, without
more evidence, that the telephone company was negligent. And
they have divided sharply on the issue of whether the breaking
of a grinding wheel is sufficient evidence that it was defective,
in a suit by the employee-user of the wheel against its
manufacturer.
In the medical malpractice area, the res ipsa formula has

been used to justify a decision for an appendectomy patient who
awoke from his operation with a continuing pain between the
neck and the shoulder, given his testimony that he had been
placed on the operating table against two hard objecis on top of
his shoulders just below his neck, ft has been used, in conjunction with other evidence, to support a case against

members

of a

prematurely. On the
other hand, a court has refused to apply res ipsa in a case where
a patient suffered facial paralysis, after an operation which

surgical

team because an anesthetic wore

off

severed a nerve for the purpose of producing numbness on a side
of the face

where the

plaintiff suffered intense pain.

In the medical malpractice area, an important reason for
judicial application of the doctrine relates to the superiority of

information of the medical defendant. Courts have been con-
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cerned with the fact that the defendants have control of the
procedure, and some decisions h ive tended to presume that evidence of the cause of the injury is accessible to the defendants—
at least more accessible to them than it is to the plaintiff. On
the other hand, there has been strong argument against use of the
doctrine on the grounds that "a showing that such an accident
rarely occurs does not justify an inference of negligence without
a further showing that when the rare event happens, i; is more
likely tlian not caused by negligence." The writer of these words,
a distinguished former chief justice of California, has expressed
his concern that many medical applications of res ipsa may compel physicians to consider "not simply the best interests of the
patient but the procedure that will be most readily justified to a
lay jury." The Secretary's Commission on Medical Malpractice
concluded that the doctrine performed "a useful purpose in common law." but emphasized that it "should not be applied
differently in medical malpractice cases than in other types of
court litigation."

or

I should add that the doctrine of res ipsa sometimes seems to
focus on what I have called technical causation and at other times
on the question of whether the particular defendant was negligent. In whatever sphere of proof it is used, it must be said that
if the doctrine did not exist for the solution of personal injury
cases, it, or something like it, probably would have to be
invented.

Defenses based on the Injured person's conduct: contribu-

With regard to neglitory negligence and assumption of riskgence actions, there is one— or perhaps there are two— principal
defenses which involve the conduct of the injured person. The
simplest way to go about discussing this technically confusing
subject is to begin with the concept of "assumption of risk." It is
clear that one may articulately assume certain risks. This can
happen any t ;jne a commercial party agrees to a conspicuous
statement in a contract which explicitly places the burdens of
certain hazards of commerce on that party. In the context of
complicated commercial arrangements, courts implicitly assume
that such enunciated allocations of risk have been bargained for
by the parties.

The

courts are less sympathetic to efforts to impc *e the risk

of personal injury on ordinary people. Illustrative is a series of
cases involving the limits imposed by an international con-

vention on damages recoverable for death and personal injury in
air crashes. One court, dealing with the textual requirement that
a ticket be "delivered" to an airline passenger in order for the
rules of the convention to apply, went so far as to equate "delivery" with notice of the provisions of the convention. In other
contexts, courts have referred to "public policy" considerations
in refusing to allow institutional defendants to exculpate themselves in docvmcrt r 'hat they present to the consumers with
.
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whom

An example of such a decision is a judicial
allow a public housing authority to disclaim responsibility for injuries to infant tenants caused by t-.-gligenlly
maintained premises. This is not to say that documentary assumption of risk will never be enforced 'against consumers. A
poignant example which may stir medically oriented people appears in a case in which a young geneticist, moving from the
completion of the PhD. 'n his first teaching job on a medical
faculty, shipped by air freight some test tubes of frozen chemicals, mouse blood and enzymes. Despite his claims that the
mined goods were worth $30,000. the court held that the air
freight company could enforce its limitation of S50. to which
reference was made on the air bill.
refusal

they deal.
to

A more difficult set of problems appears when there are no
documents embodying a determination by the injured party to
"assume the risk." but the defendant's case is rather dependent
on the victim's conduct. The most general category applicable to
this sort of legal situation is that of "contributory negligence."

which has been broadly defined as "condud on the part of the
pbintiff which falls below the standard to which he should conform for his own protection." The question of whether a plaintiff
has been contributorily negligent, like the question of negligence,
will vary wiih the

innumerable

fact situations

which

constitute

may

involve an issue of
whether an elderly school teacher took "due care" when she
climbed through tightly packed chr rs set up at banquot tables to
leave a ballroom function. The concept of contrijutory negligence will also be applied to determine whether a fifteen-year
old boy acted with due regard for his own safety when he was
engaged in the "rapidly moving process" of bringing back a calf
that broke away during a round-up. In addition, the doctrine will
often be invoked in cases involving the conduct of workers in
the

grist

of personal

injury law.

It

Industrial plants.

The industrial setting also raises questions discussed under
the heading of "implied assumption of risk." The employee who
continues to work with worn-out tools, the worker who opens
valves on an oil well, the machine operator who sticks his or her
fingers into a punch press— all of these may face the argument
that they have "assumed the risk." The notion that a worker has
"assumed the risk," although he or she has not explicitly done so
in a document, overlaps the concept latinized as volenti non fit
injuria. The idea that ties these categories together, at least at a
general level, is that the plaintiff has voluntarily confronted a
known danger.
under this doctrine is
which an employee had been working for several
months around acid-filled vats which were not covered or railed,
and had only narrow walkways between them. Concentrating on
work that he was doing, he stumbled and fell into one of these
Illustrative of the difficulties that arise

a case

in
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and died from the mixture of hot water and lethal chemicals
it contained. Two Texas courts differed on the question of
whether he had taken a known risk by his misstep. An intermediate appellate court look the position. »hat he had not "voluntarily" backed into the vat and had not made an "intelligent
choice." The Texas Supreme Court rather summarily dismissd
vhe action, referring to previous case law which barred workers
who had "actual knowledge and appreciation" of dangers. At one
level of abstraction, this argument wis persuasive, for the deceased worker had had sufficient knowledge of the danger that
he himself had warned fellow employees to be careful around
the vat. The case simply provides an example of the kinds of
factual issues that arise in connection with the question of
whether one has impliedly assumed a risk.
vats
that

I am omitting certain technical wrink'»s from this discussion,
but I think it is fair to bring out one particular issue of some
refinement. This is the question of whether there really is a

separate doctrine of "implied assumption of risk." Tort scholars
own view inclines
have divided rather sharply on this issue.
to the idea that there is more intellectual efficiency in deciding
practically all "assumption of risk" cases on the question of
whether the plaintiff has taken due care for his or her own safely.
In this perspective, the question of contributor)' negligence essentially swallows the cuestion of assumption of risk. The issue
is generally not only w.-.ether the plaintiff has voluntarily confronted a risk about which he knew or of which he can be
charged in law with appreciation: the central question is simply
one c! whether his confrontation with risk was reasonable or not.

My

Strict Liability
Two very distinct forms of "strict liability" flesh out the
spectrum of tort liability 'heories. One of these theories relates
primarily to dangerous activities conducted on land; the other
applies to injuries caused by defective products.

Ultrahazardous Activities

The first modern "strict liability" doctrine originated with a
nineteenth century English case in which water escaped from a
reservoir constructed by a mill owner and passed down through
the workings of a mine owned by the plaintiffs, causing damage.
A much quoted opinion of a lower court judge, adopted by the
of Lords, set out this rule: "fTjhe person who. for his own
purposes, brings on his land and collects and keeps there anything likely to do mischief if it escapes, must V^p it in at his peni:
and if he does not do so is prima facie answerable for all the
damage which is ihe natural consequence of its escape." In practice, as the doctrine has come into the twentieth century, it has
been applied by American courts to activities considered "ultrahazardous"— a definition offered in the First Restatement of
Torts— and "abnormally dangerous"— the definition provided by
the Second Rest3tement of Torts. The Second Restatemenfs

House
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definition of "abnormally dangerous activity"

has identified as
an activi'y and
its great gravity of harm, as well as the questions of whether the
risk cannot be eliminated by the exercise of reasonable care and
whether the activity is not a matter of common usage or is approfactors for consideration the high decree of risk of

priate to the place

where

it

is

carried on.

These

factors, together

with the element of the activity's value to the community, are to
guide courts in determining whether such activities as blasting,
dam keeping, or the emission of pollutants are grounds for imposing strict liability under this doctrine. Courts have principally
used the theory in cases involving activities conducted on the
land of the defendant, but at '.east one decision has imposed this
sort of "strict liability" in a case involving the transportation of
gasoline in a tank trailer on the public highways.

Products Liability

The

other judicial creation of a doctrine of "sirid

liability**

has had a very different history. This theory, articulately invented after the middle of the twentieth century, applies to defective
products, at least in cases of personal injury and property damage. Some court ' have extended it to cover situations in which the
defendant sustained only "cronomie loss." The doctrine is discussed more fully below in the section on "functional applications'' of tort law.
1

Rationales of Tori

Law

coasiderable disunion in the scholarly luera'.ure
and. some discussion in the case law. if not nearly so much or in
as much depth— about the rationales of tort law.

There

is

Recent writing on the subject tends to center on two main
The first emphasizes judicial decision as a

lines of reasoning.

vehicle for optimizing the cost of risky activity, an idea borrowed
from microeconomic theory. The model is one of consumers of
goods and services in a free market making judgments on what
risks they wish to assume at what prices. In this view, the courts
become an agency of cost-benefit analysis, with the primary goal
one of achieving a level of accident-caused injury which accords
with the true desires of consumers.

Another tradition concerning the rationalizing principles of
law emph^izes considerations of justice and fairness. Some
commentary suggests that the key to various forms of tort liability,
especially strict liability for abnormally dangerous activity, lies in
the non-reciprocal nature of the risk that the defendant has imposed upon the plaintiff.

tort

There are many other rationales which come

into play in tort

They include references
"deteitence" which apparently go beyond the standard of

case*, at varying levels of explicitness.
to

conduct that would simply result in optimizing the cost of accidents. Courts also refer from time to time to considerations of
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"risk spreading"and "Joss spreading." Additionally,

G

many

prod-

have emphasized the prottc* sn of consumer
expectations as a goal which may be vindicated by the rule of
ucts liability cases

stria liability in

The

;

tort.

currently engaged in a close analysis of theIt may suffice for present
purposes to say that in my view, tort law is a pluralistic response
writer

is

judicial statements of these rationales.

to a variegated set of social problems, and that the richness of its
stated rationales is simply a manifestation of the complexity of
the universe to which it responds.

Practicalities of Personal Injury Litigation
Personal injury law
titioner has

is

a legal specialty,

and the

skilled prac-

developed many intuitions concerning the

way

to

appioach litigation, as well as holding firm opinions on the value
of tort law as a vehicle for the adjustment of competing interests
in societv. I wish to make particular reference here to only a
couple of practical aspects of the practice of tort law. Firs! I
should note that most tort cases are litigated on the basis of a
"contingency fee." Under this sort of arrangement, the plaintiffs
lawyer often spends considerable sums of money in the investigation and trial of a case. He or she pets no payment if the
case is lost, but receives a suli>tantiul percentage of the
recovery— sometimes ranging up to kzU cf it— if the plaintiu is
successful.

A

second practice! point, which has a basis in substantive
law. concerns the quantification in tort judgments of many intangibles, in addition lo such conventionally documentable items as
wage loss and hospital bills. These intangible damage accounts
include the controversial element known as "pain and suffering.*'
as well as judicial sanCiioii of dollar valuations on personal relationships. Thus, personal injury awards may include a dollar
figure representing the nurture that a parent gives his or her
children, as well as the element of "consortium" in spousal relations, which has been defined as including "sex. society and
services." The world of personal injury law. like most branches
of the law. thus deals at many levels with money. A considerable
practical literature has grown i:p on settlement practices in tort
cases. Illustratively, it instructs plaintiifs' attorneys in the use of
a device known as "the brochure." This is a collection of evidence, including pictures, that is designed to communicate lo
defense lawyers and insurance companies the gravity of
plaintiffs' injuries and the saleability of those injuries to sy mpathetic jurors.
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Some Functional
Applications of Tort

Law

tort law in a group of functional
two of which have produced much litigation
in the last decade or so, the others involving oncoming societal
problems to which tort law is episodically responsive.

This section examines

settings, the

first

Medical Malpractice
Because of
ices,

its relation with the delivery of health care servthe rising costs in that area generally, the tort province

and

of medical malpractice has generated considerable concern.
That concern grows out of rising insurance premiums, with the
attendant allegation that physicians practice "defensive medicine," using tests that are not cost-effective under good medical
practice. It stems also, however, from a widespread sense that
there are, in fact, numerous occasions on which doctors render
medical care in a substandard way.

Culpability Requirements
The law of medical malpractice partakes

principally of the
doctrines of battery and negligence. A patient's complaint
that literally hands-on treatment by a physician has resulted in
injury may naturally fall under the heading of "battery," if the
allegation is included :hat the patiant did not assent to the touch-

tort

ing, in light of its consequences. I shall discuss consent in this
context immediately below. Another theory with an "intentional
tort" cast '.o it is "fraud." Principally used in commercial contexts,
this doctrine is based on the idea that tha defendant has misrepresented a material fact to the detriment of the plaintiff, and has
made this misrepresentation at least recklessly of whether it was
true or false.

The

principal doctrinal area of litigation in the malpractice

The threshold question in medical
negligence cases is whether a defendant's conduct fell below the
standard of care of a reasonable prudent practitioner. In some
cases where carelessness is palpab/e. and the court believes thai
the common knowledge of jurors is sufficient to permit a lay
decision that a physician's conduct was substandard, it may only
be necessary to present proof of the defendant's conduct through
the plaintiffs testimony. Illustrative is a Pennsylvania case, in
arena

is

that of negligence.

elderly man took a fall and upon examination was
found to have severe pain, an outward turning of his leg. and a
"crunching" noise in his hip. The court found that the failure of

which an
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his doctor to use X-rays presented a prima facie case of negligence, despite the fad that there was no expert testimony on the
point.

Often, however, it is necessary for malpractice claimants to
use experts to prove the standard of care- The iestimony of "asingle expert as to the relevant standard may be enough to bring
a case to the jury. However, the question of whether the standard
of care is one defined by specialty or by geographical area remains a live issue. There has been a judicial trend to hold that
specialists must practice at the level of specialists across the nation, but there is still some support for the rule that physicians are
bound only to the standard of care of their "locality." Obviously
each time a decision is made on issues of whether expert testimony should be required in malpractice case*, or of whether the
standard of care is defined nationally by specialty or by local
practices, the court is at least interstitially influencing the allocation of medical resources.

The Consent Issue
Much of the recent discussion in Judicial decisions and
scholarly literature on medical malpractice, and the most controversy, has surrounded the doctrine of "informed consent." This
verbal label spans both the battery tort and the negligence action,
implicating both the definition of the standard of care and
notions of "assumption of risk." It is worth reiterating that from
a technical point of view, whenever a physician touches a patient
in a way to which the patient does not expressly or impliedly
consent, in theory one may argue that the physician has com-

mitted a battery. This idea is sometimes explicit and otherwise
usually implicit in the case law of medical malpractice. However,
judicial references to "informed consent" are at least as often
focused on doctrines of negligence. The theory ofien appears to
be that the physician has a duty to inform a patient of the possible
consequences of a procedure and that the physician falls below
the standard of C3rc if he or she does not provide that information
in the way that a reasonably prudent doctor would provide it in
the circumstances.

The notion of "informed consent" has now acquired
technical meaning.

a fairly

A case decided

by the United States Court of
Appeals for the District of Columbia has been often cited for its
statement of practical premises about the philosophical bases of
consent. Quoting a precedent, the court said that "(e|vcry human
being of adult years and sound mind has a right to determine
what should be done with his own boby." The court then proceeds on the premise that "true consent to what happens to one's
self is the informed exercise of a choice, and that entails an
opportunity to evaluate knowledgeably the options available and
the risks attendant upon each." Tempering this very broad statement, the court says that it is "prohibitive and unrealistic to
expect physicians to discuss with their patients every risk of-
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remote— and gen-

erally unnecessary from the patient's viewpoint as well." In this
context, the court defines the duty to disclose the risks of medical

and surgical treatment
of self-decision."

It

in terms of what it calls the "patient's right
says that the question of whether there has

been proper disclosure should depend on "the reasonableness of
the physician's divulgence in terms of what he knows or should
know to be the patient's informational needs." With this reference to the traditional negligence standard of "knew or should
have known," the court enjoins doctors to disclose "material"
risks, quoting a definition of materiality, in terms of whether "a
reasonable person, in what the physician knows or should know
to be the patient's position, would be likely to attach significance

whether or not to forego
the proposed therapy." Mindful of the exigencies of practice, the
court declares some exceptions to this standard that are governed
by considerations of necessity and medical judgment. An exception which would seem to pose some of the most difficult issues
is the case in which disclosure is medically contraindicated—
particularly when to disclose a risk would upset the patient so
much that it would "foreclose a rational decision." The court also
excepts from the disclosure requirement the case of patients who
are "unconscious or otherwise incapable of consenting." It focuses in this regard on episodes of "genuine emergency," saying
that consent should not be required when "harm from a failure
to treat is imminent and outweighs any harm threatened by the
proposed treatment."
to the risk or cluster of risks in deciding

This set of standards has been the subject of fierce discussion as to its reality and its practical applicability. Involved in
the argument is the question of how much choice any patients,
even the most sophisticated, truly have in a world of medical
uncertainty. An anesthesiologist has captured the practical problem by describing in several paragraphs what a truly informed
consent would require with respect to the risks from various
drugs and anesthetics. He then concludes, "I have not told her
about the risk of each drug, the danger of air embolism from the
needle stick, the possibility of death from vomiting and aspiration, the danger from explosion from the anesthesia that 1 am
using." He then wryly remarks, "So I have not really informed
her. literally I could go on for hours without (explaining] all the
possible complications she may have." Despite such criticisms,
however, there is a practical core to the standard of "informed
consent" one that depends on a model of rational persons exercising reasonable choice within the boundaries to choose that are
practically available in given situations.

Causation in Medical Cases
The problem

of physical causation often presents a crucial

issue in medical malpractice cases.

The

uncertainties inherent in
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many

such situations put a considerable burden on the language
used by expert witnesses. The closeness of the linguistic tolerances is evident in a case in which the plaintiff claimed that the
defendant doctor was negligent in failing to take the necesssary
steps to detect and treat peritonitis. The question was whether the
failure to render "reasonable medical care" was a "substantial
factor" in the patient's death. The plaintiff s expert said, "I feel
that there is good reason to believe thct if this shock had been
promptly treated and that she had come out of shock and had

been successfully operated upon," the patient would have lived.
cross examination, asked whether he could say with "any
certainty" that the patient would have survived the night, the
physician answered. "I feel that she would have, but I cannot
state that with any degree cf certainty." The defendant argued
that the expressions "there is good reason to believe" and "I feel
that she would have" were tantamount to saying that death
"mr/ht have " resulted l» "possibly" or "proDably" would have
resulted from defendant's conduct and that this language was
insufficient to sustain a plaintiffs judgment under state law.

On

The
amounts

court found, however, that 'TTJhe use of 'I believe'
an assertion of an expert's professional opinion," and

to

was adequate
appears

for the jury to

probabilities as far as
is

form an opinion on causation. This
expert testimony on

to stretch judicial patience with

drawn appears

it

An

where the line
which the court confronted
and competent appearing physician

will go.

illustration of

in a decision in

testimony by an intelligent
that "precipitant labor" was "a possible cause" of the rjpture of
a child's spinal cord. Deciding that the witness "intended to say
just that, and not that he regarded 'precipitant labor' as necessarily being the most likely one among the possibilities in the
situation," the court found that this testimony "could not be
viewed as having sufficiently, on context or ingrediency. crossed
the line between the possible and probable medical cause."
I

conclude

this

cameo

picture of malpractice doctrine with a

a case which combines two- difficult problems,
presenting an interesting twist on the problem of causation in
conjunction with the issue of informed consent: A federal district
portrait

of

court has recently declared that while a physician may breach his
duty of informing a patient of an undesired outcome, if a properly
informed patient would likely have gone ahead and undergone
the procedure, it must be held that the patient "has failed to
establish the causal link between the failure to inform and his
injury."

Products Liability
The

area of products liability encompasses a wide range of
which all consumers are vulnerable, and involves
numerous problems of consumer expectations, comparative risks
injuries to

and

benefits,

and

social policy.
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Theories of Liability and Defenses
Courts dealing with products

numerous

theories of liability.

liability

cases have recourse to

Some of these theories require

that

the plaintiff allege some sort of explicit representation. There are
some theories of culpable misrepresentation, including fraud or
deceit— which is an intentional tort— and a doctrine of negligent

misrepresentation. There are also

some non-fault theories which

apply when the defendant has made a misstatement of fact, without intending to make a false statement and without negligence
in doing so. Besides the tort theories that cover this kind of situation, there exists a commercial law doctrine, that of "express
warranty, " which has been defined as "any affirmation of fact or
promise marie by the seller to the buyer which relates to the
goods and becomes part of the basis of the bargain,"
In addition lo these theories based on explicit represent-

other doctrines, drawn from both tort
and commercial law. which have been used as grounds for imposing liability or. arious sellers of products, even in the absence
of a breach of "express warranty" or misrepresentation. The
bedrock tort doctrine remains that of negligence. However, there
are two theories, one drawn from commercial law and one from
tort, that do not require findings of fault. The commercial law
theories are those of implied warranty— the implied warranty of
merchantability and the implied warranty of fitness. Scholars
have discerned a tort character in these "warranties," especially
the merchantability warranty. Whatever the broad doctrinal category, the notion of the merchantability warranty is that product
sellers must be taken to have warranted that their products are of
fair average quality; the idea uf the titness warranty is that products conform to particular preferences concerning which the
buyer relies on the seller's skill or judgment to select suitable

ations, there are several

goods. Unsatisfied that these doctrines constituted the last word
in solving the product liability problem. American courts, with
some help from scholarly commentary, invented a theory called
"strict liability in tort" for

product

injuries.

The

idea, according to

one of the classic formulations of this doctrine, is that one who
"sells any product in a defective condition unreasonably danger-

consumer or to his property" is subject to
even though he has not fallen below the standard of due
care in the preparation and sale of the product. A very important
ous

to the user or

liability

facet of this doctrine of strict products liability is that ii applies
despite the claimant's inability to show that he had a direct contractual relation with the seller he is suing.
I

should note that there

exist

defenses

to actions

brought

under several of the theories specially associated with products
liability which are counterparts of the defences lo negligence
nctions. Basically, these defcroes take the labels of "contributory

negligence" and "assumption of risk." with an allied doctrine of
product "misuse." There are some courts that hold that conventional contributory negligence is a defense to products liabil-
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show

that

the plaintiff engaged in conduct that merits the characterization
of "assumption of risk"— a voluntary confrontation with a known

One battleground in this area has been the question q£
whelher plaintiffs should be barred from recovery because the
danger which they confronted was "patent." There appears to be
danger.

a trend of decisions hostile to the idea that the "patency" of a
danger should destroy an otherwise meritorious case. In an interesting recent decision involving an industrial machine, the court
finds the "patent danger" defense a "harsh" one. It quotes favorably a precedent which declares thai "the manufacturer of the
obviously defective product ought not to escape because the
product was obviously a bad one. The law. we think, ought iO
discourage misdesign rather than encouraging it in its obvious
form."

The Problem

of "Defect"

Perhaps the core problem of products
the question of

how

to define a "defect."

today lies in
Courts and scholars

liability

have engaged in numerous efforts to resolve this problem and
their labors have yielded a variety of characterizations. The
definition of "defect" which most American courts accept is one
which requires that the product be in a condition "unreasonably
dangerous to the user." This definition has often stimulated
courts to line up lists of factors or elements which might be
associated with the concept of "unreasonably dangerous." In a
design defect case, one thoughtful fedr-al trial judce has set out
these factors in a jury charge as including the likelihood that the
product as designed would result in injury to a user, the seriousness of potential injury, the ability of the manufacturer to
eliminate unsafe characteristics in the product, and the expectations of the ordinary consumer. In another very controversial decision, the California Supreme Court has refused to
accept the terminology of "unreasonable dangerousness," and
ha3 denned a design defect in two modes. First, one is to determine whether the product failed to perform as an ordinary
consumer might expect, when it was used in an intended or
reasonably foreseeable manner. Second, one may find a defect
on the basis that the benefits of the challenged design do not
outweigh its inherent risk of danger. Of particular controversy in
this decision is the California court's holding that the manufacturer must shoulder the burden of showing that, on balance,
the benefits of the design outweigh its risks. A considerable tension exists in this area between the notion that courts should not
be in the business of designing products, and the idea that juries
arc surrogates of the community for the purpose of defining its
expectations, and should have a substantial voice in the determination of whether a product is "defective."
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Causation
The problems
causation in

tort

I have identified in my general discussion of
law carry over into the products liability area.

With particular reference

to prescription

humjn experimentation— o:

drugs— a frequent sub-

may

identify what appear
be three different tieia of causation issues. The medical problem of oral contraceptives and thromboembolic disorders provides aa instructive legal example: In a case in which a woman
claims that the ingestion of "the Pill" caused a blood-clotting
disease, the court must determine: (i) Whether oral contraceptives generally cause strokes. (2) whether they caused one
in the particular individual, and (3) whether the manufacturer's
failure to warn contributed to that causation in the sense that a
proper warning would have impelled the physician to withdraw
the medication. In one illustrative case, which involved the first
two issues, the court accepted the plaintiffs argument that c^zs
reports and clinical studies showed conclusively a "causal relationship between Enovid and thromboembolic disorders."
However, it reversed a plaintiffs judgment on the grounds that
the claimants' decedent may have died as a result of "predisposing causes"— including prior pregnancies, prolonged bedrest
and an overweight condition— rather than as a result of taking
ject of

e

to

the

Pill.

Cases Involving

Human

Experimentation

Medical malpractice law and the rise of products liability
experimentation,
jurisprudence have in common a feature
broadly defined. Our mental associations with the term "experiment" connote a certain scientific elegance. Yet much experimentation in this society is what I have called, in my book A
Nation of Guinea Pigs, "market experimentation." By this I mean
"the ongoing inquiry into hazardous effects, using members of
the general public as subjects, that is a necessary part of the
conduct of new activities and the marketing of new products."

This insight, I believe, provides an interesting framework for the
Committee's deliberations on avowed experimentation. The discussion below deals with cases in which experimentation in the
conventional sense is more or less at issue.

The

appellate decisions concerning experimental proceI will refer briefly to three cases which
discuss different facets of the problem, all turning on questions of
consent. One case, in which the procedure arguably had passed
the experimental stage, involved the use of chemotherapy aimed
at destroying cancer cells. After noting some rather definite shadings of risk conveyed to the patient by different members of the
surgical team, the court rejected the plaintiffs argument that
disagreement among members of the team after surgery had

dures are not numerous.
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begun should have been disclosed

(o him or to his wife in order
secure a further consent. The court said that it would not
require surgeons to terminate an operation in progress in order to
seek an extended consent when '"the best interest of t^c patient
may require ... an on the spot decision." ^
.

to

Another decision involved a procedure which could fairly
be called experimental. The defendant was a physician who had
devised a spinal operation which employed the detachment of
the aorta and the vena cava from the spine and the use of a
metal bar and a tumbuckle to straighten the spine of a teenage
patient with scoliosis. The only surgeon in the country to perform
the operation, the defendant had used it thirty-five times, with
results including one death, one case of paralysis and four other
cases of serious complications. Faced with a consent form which
gave permission to the defendant "to do whatever operation in
his judgment may be necessary on my son." the court held that
the jury could reasonably find that the surgeon had never
explained to the patient's mother "the hazards of the operation,
the available alternatives, or the fact that the procedure was not
employed by anyone else in this country." This, on the facts, is a
fairly standard application of rather conventional tort doctrine.

A most dramatic case, and one involving quintessential experimentation, arose from the difficult situation surrounding the
first implantation of a totally mechanical heart in a human being.
This litigation included the side c'rama of a conflict between two
prominent physicians involved in research on the frontiers of
coronary care. The case involved a rather detailed consent form,
which explained the risk of the surgery which would initially be
attempted— a resection of the heart. The document then mentioned the possibility that if this surgery appeared to be infeasible, the operating team might use a mechanical heart as a
stopgap to finding a transplantable heart from a human donor.
The court found that the debilitated patient had bound himself
by a legally valid consent, given the backdrop of two conversations between him and the surgeon; it also decided that
under state law the consent of the patient's wife was not necessarily required. The plaintiff also claimed that her husband had
not been told about the nature of the animal testing which has
been done on the device, or about the possibility of permanent
injury to his body by its use. However, the court rejected this
contention, emphasizing that "each step of the three-stage operation" was set out in the consent form, which among other things
had recited that the patient realized that the device had not been
used on human beings. The court's view of the case embraced
claims based on several different legal doctrines— lack of informed consent, fraud, and a separate issue which it characterized as "experimentation." On the "experimentation" issue, the
court emphasized that the patient had expressly consented "to all
three stages of the operation actually performed." An interesting
sidelight to the case, involving the collateral drama between the
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physicians, appeared in the trial court's refusal to admit the testimony of the surgeon Dr. Cooley's great medical rival. Dr. DeBakey. concerning the alleged deaths of experimental animate
from renal failure. The court noted that Dr. DeDekey had refused
to say that the mechanical heart used in those experiments was
"the reasonable medical probable cause of the renal failure,"

and

that

ular

pump used on
This

he would not give an opinion

specifically

on the

partic-

the plaintiff s decedent.

cases represents several aspects of the applicahuman experimentation: The variety of available theories of liability, the application of the doctrine of
"informed consent" under dramatic and rending circumstances,
and the problem of using expert testimony to prove causation.
trio of

tion of tort

law

to

Other, Functionally Defined Personal
Injury Problems Arising from a
Technological Society
I make brief reference here to some problems which, at least
degree and often in kind, would have been unknown one
hundred years ago. They are outgrowths of an advancing tech-

in

nology which constantly threatens

to

leap beyond effective legal

control.

Tne first of these problems is that of pollution— particularly
airborne emissions of various kinds from manufacturing plants.
The doctrinal basis for the law in this area is weii established. It
includes the theory of "trespass"— a doctrine that historically
came into operation when a person made a physical entry on
land, or pushed or hurled an object onto another's property.
Other theories
which may be applied to pollution cases
are those of negligence and of strict liability for "abnormally
dangerous activities." There also exists a theory known as "nuisance." under which the traditional key phrase is "invasion of
another's interest in the private use and enjoyment of land." The
term "nuisance" is a kind of legal chameleon, which at various
Liability for trespass is traditionally absolute.

mentioned

in this essay

times has itself included subclassifications of intentional conduct
and negligence, as well as "strict liability."

The same battery of theories might well be employed in
cases involving radiation emissions from nuclear plants, and the
discharge of toxic chemicah into waterways. The difficulties
would often be in the proof, particularly when there may be more
than one alleged corporate culprit in the discharge of chemicals.
Insuperable legal problems are likely to appear in the inability of
claimants to pin a particular disease or injury on the release into
the environment of one form of energy or of a single combination
of chemical elements. This sort of problem is complicated by the
fact that diseases typically alleged to result from thes« sorts of
emissions and discharges often fall under the general heading of
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cancer, and have long latency periods. In such circumstances, to
bring a tort claim frequently will be like trying to catch a will-othe-wisp. Not only is the victim often unlikely to pinpoint the
source of his or her disease; a statute of limitations may bar the
action, unless there are judicial decisions which postpone the
operation of the statute until the claimant might reasonably have
discovered the onset of the illness.

Relevant Statutory
Background of Tort Law
I examine here several statutory schemes which lie in the
background ot tort law. ! select the area of prescription drugs as
an example of a regulatory framework which embraces products
and processes ranging from the emission of pollutants to problems of occupational health and safety, and including the regulation of food additives, automobile? and flammable fabrics. I
then turn to a somewhat more detailed examination of statutory
compensation plans, including some existing laws and others that
have Leen proposed to deal with the problem of compensating

victims of personal injury.

Regulation:

New

The Statutory Framework

of

Drug Regulation

Defining "New Drugs"
The process of drug regulation

is

an exceedingly complex

one. Relevant sections of the Food, Drug and Cosmetic Act. after
providing a definition of "drug," define "new drug" in a very
technical way to mean drugs that are not generally recognized as
safe and effective for use under their prescribed conditions. If a
product is a "new drug" under this definition, it must pass
through a complex procedure of investigation, during which it
may be used only for experimental purposes, and only after
animal tests have established that it is reasonable to experiment
with the product on human beings. The law requires that the
reviewing agency be satisfied that there is evidence of safety and
effectiveness before it approves a "new drug application." enabling the product to be generally marketed. The requirement of
drug safety has been in the law for several decades, but it was not
until the 1962 drug amendments that Congress required manufacturers to present "substantial evidence"of effectiveness— with
"substantial evidence" being defined as "evidence consisting of
adequate and well-controlled investigations, including clinical
investigations, by experts qualified by scientific training and experience" to evaluate effectiveness. The FDA has been involved
in numerous litigations over its processes for clearing new drugs
for the market. It won a major challenge to its "summary judgment" procedure for passing on drug effectiveness, although it

.
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has noi always been successful

in its specific

attempts

to

apply

that procedure to particular products. In a particularly dramatic

factual setting, the agency recently turned back a challenge from
terminally ill cancer patients who demanded that they b<- allowed to obtain Iaetrile. In this case, the Supreme Court went
through the statutory drill that 1 have described, utilizing the
technical definition of "new drugs" and holding that the law's
requirements of safety and effectiveness are not suspended when
the patient is terminally ilL

The

Prescription List

The law

declaring that certain drugs should be available
only by prescription is now a part of our social landscape, although Congress only acted to enact this requirement in 1951.
The law says that a drug shall be dispensed only on prescription
if it is not safe for use except under the supervision of a practitioner because of its "toxicity or other potentiality for harmful
effect, or the method of its use, or the collateral measures necessary to its use." Althugh the provision has been seldom litigated.
I include thi3 reference to it because it is part of the practical
structure of drug regulation which confronts all consumers. I
mention it particularly because of its implication for personal
choice, and the social compromise it implicitly represents. It is
clear from the legislative history that Congress did not intend
aspirin, for example, to be a prescription drug. Yet were aspirin
coming on the market for the firss time today, the risk it presenJs
of shock and gastrointestinal bleeding mignt well lead the FDA
to conclude that it should be placed on prescription. Its continued
status as an over-the-counter product provides a practical symbol
of social attitudes, associated with economic practicalities as well
as philosophical predispositions, which favor self-medication.

The

case of aspirin,

in particular, also

once a product is on the market,
presumption of acceptable risk.

it

exemplifies the fact that
it a practical

carries with

This brief rehearsal of the structure of the laws surrounding
drug marketing is simply illustrative of the complex background
of regulation against which common law tort cases are played
out.

Compensation Plans
Schemes

Particularized by Activity

A Well-established
The most

Plan: Workers'

Compensation

well-established general compensation

scheme

for

personal injuries is workers' cc^pensation. Every state has its
own workers' compensation statute, generally providing compensation to injured employees on a no-fault basis with nc defenses allowed to .he employer based on employee contributory
negligence or assumption of risk. The typical verbal formula
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requires a claimant to show an injury that arose "in and out of the
course of employment." The practical oasis of workers' compensation, as a national commission explained it in a 1972 report, was
that "The costs of work-related injuries were to be ailocaledTo the
employer, net because of any presumption that he was to be
blamed for every individual tragedy, but because of the inherent
hazards of industrial employment." Since this report was issued,
numerous bills have been introduced in the Congress to set federal standards for the state systems. These efforts at lawmaking,
which have not yet resulted in legislation, respond to the conclusions of the commission that workers' compensation coverage is

and that "wide variations among the states in the
proportions of the labor force covered" are "inequitable." The
commission further criticized the lack o" coverage for non-union,
low-wage workers and the fact that several states did not provide
full coverage for work-related diseases: it also condemned statutes of limitations which effectively barred recovery for diseases
whose symptoms appeared long after exposure. From the standpoint of those interested in introducing other legislatively based
compensations schemes, a particularly sobering conclusion is the
commission's judgment that "in general, workmen's compensation programs do not provide adequate income maintenance."
"inadequate,'*

A Recent Compromise Solution: Modified
No-Fault Legislation for Auto Accident*
Since the evolution of workers' compensation laws, prindecade of this century, the automobile has

cipally in the second

a central pan of American life, its extraordinary utility
accompanied by a costly burden of personal injury and death. A
Cincinnati judge proposed a no-fault insurance plan to compen-

become

sate the victims of automobile accidents as early as 1925. A 1932
report by the Columbia University Council for Resr- zr\.h in Social

Science represents the first comprehensive investigation of compensation for automobile £ccidents. The subject came into
sharper focus in the 1960"s with the publication of several notable
studies and proposals; in 1970 Massachusetts adopted the first
state statute to replace part of the tort action for persona! injury
with compulsory accident insurance. A recent study by the Department of Transportation on experience under state automobile plans has defined no-fault irsurr.nce as being characterized by three elements: "First, regardless of fault, victims of auto
accidents receive economic loss benefits to the extent of no-fault
coverage provided. Second, no-fault benefits supplant tort liability insurance. Third, there is some restriction on the right of the
victim to sue for intangible damages, such as pain and suffering."
A majority of the states have now adopted a no-fault plan with at
least some of those elements. Typically, the change to no-fault
involves a change to insurance that is first-party rather than
third-parry: The focus shifts from indemnity for liability— with
one insuring himself against having to pay damages to others
whom he may harm— to accident insurance, which provides pay-
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for harms to the insured party himself. Most state no-fault
plans have involved rather low dollar "thresholds"— the figure
below which no-fault benefits operate 2nd above which the tort

ments

system

is

retained.

The DOT study
finds much to praise

from 1971 to 1977
concludes that no-fault
plans "in varying degrees provide more adequate and equitable
benefits than the tort liability system." Specifically, it notes that
there has been a "major increase in the percentage of paid Jaimants. such as those injured in single vehicle accidents, who would
not have been compensated under the tort system." It also refers
to "unprecedented levels of compensation" being paid to grievously injured accident victims. It finds that no-fault regimes result in prompter payments of economic loss and significantly
more efficiency in administrative costs, and that they reduce the
burdens on the court system. The study does however, refer to
the "paucity of data with which to measure the administrative
of no-fault experience

in the

cost efficiency" of plans

remove

laws.

and says

render "firm conclusions."
no-fault statutes

new

It

that this

makes

it

difficult to

also notes that the threshold; in the
the less serious tort cases from the court
It

system, "cases which presumably use less of th: system's
resources . . . than the more serious accident cases." It says,
therefore, that the actual decline in the use of court resources will
"probably be some fraction of the decline of the motor vehicle
torts."
It seems intuitively obvious that no-facilt phr.z will produce
quicker compensation and greater numbers of payments to auto
accident victims. It ha3 been argued, however, that some states
have experienced net increases in average ccst. The writer has
heard anecdolaliy that in at least one jurisdiction, no-fault payments have been used as financing vehicles for personal injury
claims above the threshold.

Beyond questions

of cost, there

is

dubiety about autcmobile

no-fault plans from a philosophical point of view. In

one

of their

notable essays on the subject, Professors Blum and Kalven question the justice of no-fault schemes from at least two points of
view. They taise first the issue oi whether it is just to do away
with the fault system, with its equation of compensation with
culpability. At the same time they ask why automobile accidents
should be separated irons other "human misfortune calling for a
welfare remedy": "The welfare universe is not limited to victims
of auto accidents but includes victims of all other kinds of human
misfortune. We can think of no ground for sinking out the misfortune of auto accident victims for speciai welfare treatment."

Many

of the arguments concerning the costs of auto no-fault

little relevance to the problem facing the Commission. I include this discussion, in part, because of the continuing controversy about a kind of compensation scheme which
represents a recent effort by the states to attack a discrete person-

plans

may have
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problem, on which some data has now been collected
developments because they may provide

also describe these

some

useful analogies on the issues of compensatory justice associated with the problem of research injuries.
- ..
.

Proposals in Other Areas
Public discussion of American law in the last several years
has identified two areas of ton practice as having generated
"crises." They are products liability and medical malpractice.
liability. An interagency task force on products
reported in 1977 thai certain industries had experienced
substantial boosts in their products liability insurance premiums
and that the rale of increase of products claims appeared to have
been rising in excess of the rate of increase in actual ir juries. The
task force did not unambiguot:sly substantiate the cries (hat a
"crisis" was at hand, since it also concluded that the cost of
product liability insurance rr- > um3 had accounted for less than
one per cent as a percentage of sales. Moreover. ; indicated that
the expansion of products liability law had driven industries and
insurers to spend more time and effort at prevention techniques.
Whatever the judgment on the existence of a "crisis." however,
it was clear that the problem of products liability was Leing
viewed as a serious one. In response to that perception, a number
of states have engaged in piecemeal re'orm of products liability
law. New state laws have crested statutes of repose, setting absolute cut-off dates on the amourt of time during which personal
injury actions may be brought Such laws have prohibited the
imposition of liability on manufacturers for product? that have
been altered or modified. They have declare*! that it is an
affirmative defense to prove thai product defects were no! discoveraolc urder research techniques prevailing at the time when
the defendant sold the product. They Imve also established a
concept 01 the "ordinary usefu' life" of products, beyond which
actions cannot be brought.

Products

liability

m

:

A "Mod';l Uniform Product Liability Act." issuing from the
Department of Commerce following on the interagency task
force report, undertakes to outline a comprehensive reform of the
common law of product liability. Besides provisions ^hng the
lines of

model

some of those

summarized above, this
which places the burden

in the state statute

act offers a definition cf defect

'

of proof on the claimant to show that in light of a bala.ice of
practical, objective factors, the product seller should bear the full
cost of the injury and should have responsibility for attempting to
distribute that cost through <he price of its product." The act
refuses to allow tort recovery tor purely economic losses. It prevents plaintiffs from introducing post-manufacturing changes in
design or the warnings accompanying a product to show thai it
was defective at the time of manufacture. It a'so provides that a
product's compliance with a legislative or administrative regulatory standard will compel the conclusion that the product is not
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defective unless the claimant proves by a preponderance of the

evidence that "a reasonably prudent product seller could and

would have taken additional precautions."
Medical malpractice. The other litigation area of perceived
has been that of medical malpractice. Many states have
passed legislation aimed at reforming medical malpractice law.
Many of these statutes have created insurance plans designed to
"criiis"

provide doctors with liability coverage when it is unavailable or
unsatisfactory, sometimes typing into these plans a dollar limitation on the amount of liability to which physicians are subject.

There is a wide range of other proposals for modification of
the law of malpractice, and many of these changes have been
adopted in different jurisdictions. These proposals have included
the elimination of the "collateral source rule," which permits
plaintiffs to keep insurance payments in addition to tort judgments which presumably represent the full amount of their compensation. Some states have moved to eliminate the "ad damnum
clause," utilized in complaints by plaintiffs' attorneys to state a
particular amount as the total damage award. Some laws have
shortened statutes of limitations for medical malpractice cases,
and still others have placed various limits on the charging of
contingency fees in this kind of litigation. At least a couple of
states have modified the doctrine of res ipsa loquitur in medical
cases.

An

important procedural feature of

many recent statutes

has

been a required pre-trial screening of medical malpractice cases,
combined sometimes witn the use of arbitration panels. State
courts have split in their review of such provisions, with some
upholding laws that provide for such procedures and others declaring them unconstitutional. There appears to be substantial
conflict in the

evidence as

to the effectiveness of these panels.

On

one hand, early experience with the New York panel system
yielded a report that "some administrators are pleased with the
panel system and feel that it has saved the court's time, money
and space." On the other hand, while striking down an arbitration panel provision, one court referred to "unconscionable"
delays in the resolution of cases which it said ripped "the fabric
of public confidence in the efficiency and effectiveness of the
judicial system."

A radically different approach to the medical malpractice
problem has been the proposal for a system of "medical adversity
insurance." Although one of the chief architects of no-fault insurance in the automobile area expressed considerable dubiety
about the possibility of effectively defining the class of compensable cases, the authors of the "medical adversity insurance"
proposal suggested that the administration of such a schema
could evolve a list of "compensable events" over time, developing experientially a list of case categories which deserv e compensation. These authors declared that they were "not reluctant
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some events as compensable even though they may be
unavoidable under good medical practice," saying that
tb.6 "possibility of overbreadth is incidental to any classification
effort in an impure world."
to classify
literally

Broad Social Insurance

for Accidents

,

have dealt with plans that are activity related—
the driving of automobiles, the manufacture of products, the rendering of medical services and the operations of the industrial
workplace. I now turn to the question of whether compensation
for personal injuries, whatever the activity, would belter be
achieved in a broader legislative framework.
Thus

The

far, I

New Zealand Law

of accident compensation in the English speaking world is that administered
through the New Zealand Accident Compensation Commission.
This law began with a basic scheme under which self-employed
persons paid into an earners' fund, with employers contributing
to the fund for their employees. It includes a separate plan,
financed by annual taxes on vehicles, which compensates all
persons suffering "personal injury by motor vehicle accident."

The most discussed comprehensive plan

An amending

act

extended compensation

to all

non-earners

in-

jured in non-vehicle accidents, with their benefits being financed
by general taxation.

This law appears to have been working well in New Zealand. Professor Palmer, now a member of the New Zealand legislature, said that the "signal achievement" of the statute's first two
years was the fact that it was "running fairly smoothly," with
"few signs of public dissatisfaction." Palmer reports that the
"overwhelming impression" of a review of decisions of the accident compensation commission was "how simple it all is." With
the panoply of trials stripped away, there is "no mystique and
precious little drama." He adds that "a lot of people who receive
nothing under the old system are being compensated and compensated quickly."

Accompanying these positive results, however, is a problem
of public understanding of the scheme which originates "in the
This vice was due in significant
massive amendments were instituted
when "the act should have been scrapped and re-drafted from
scratch." A possibly daunting facet of the history of the legislation
in New Zealand, with reference to possible adoption of such a
plan in the United States, inheres in Palmer's comment that "the
dominant feature of the scheme after two years seems to be an air
of pragmatic experimentation" with "the scheme remaining] in a
constant state of evolution." Given the complexity of American
society and of the legal background of our personal injury law,
one would be well-advised to ponder the legislative and legal
prolixity of the legislation."

measure

to the fact that

Personal Injury Compensation
tangles that

such a

A

235

would attend the fashioning and administration

of

statute.

Domestic Proposal

A particularly

comprehensive soluAmerica has come
from Professor Franklin. He has suggested a fund, based on a
social welfare model, which would benefit all victims of accidents, with a substantial part of the financing coming from the
interesting proposal for

compensation problem

tion of the accident

in

general revenues. The plan, as Franklin conceives it. would require "selective reimbursement" to the fund from firms engaged
in business enterprise. This reimbursement liability would be
strict, which Franklin suggests would have "salutary deterrent
aspects."
separate account, covering motoring accidents, would
be based on license Les and money derived from traffic fines.

A

These

summaries of the complicated existing law of
and a comprehensive proposal for America, supply some perspective for the Commission on the option of a
general scheme of accident compensation, under which payments for those injured in medical research could be one very
brief

New Zealand,

specific coverage. This discussion begins, at least, to provide a

philosophical roof for the notion that as a practical matter one
ought not legislatively to distinguish among types of misfortunes.

A

General Social Security Welfare Approach

mention briefly some even broadercompensation of injuries caused by
research procedures. The most general proposition would be to
remit the problem to coverage already provided under social
It

is

useful, finally, to

based alternatives

for social

and welfare legislation. Many people injured in the
course of medical research would be eligible under various social security programs, including the law which provides for payments to those who become disabled after having achieved the
requisite number of "covered quarters" in employment. The social security system which provides for these disability payments
is theoretically an insurance system, at least basically funded by
payments from both employee and employees. The Social Security Administration also administers the federal Supplemental
Security Income Program, which provides, among other categories, aid for needy disabled persons. Financing for this program
comes from general federal revenues with the states contributing
supplementary payments. The federal government is, of course,
involved in direct payment for medical care. It makes substantial
transfers to recipients of "Medicare," a Social Security-based
program, and it provides money grants to needy recipients under
the "Medicaid" legislation, in the administration of which the
states have a share. In addition to all of these schemes which
make money payments to or for those who are disabled or require
financial assistance for medical problems, there exist residual
security
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"general assistance" welfare programs. These are administered
entirely by states and localities for persons who have serious
economic needs but cannot fit themselves into particular statutory categories.

Each of these classifications will include a certain number of
persons injured in the course of medical research, but none are
group of persons. If the Commission
concludes that research victims lack just compensation or are
undercompensated, it must then face the question of whether to
recommend that these persons be compensated on some social
welfare basis. This question would, in turn, necessarily involve a
number of issues about which standard of payment should be
used as a matter of fairness and equity. Specifically, the Commission would have to decide whether the level of compensation
should be that of similarly afflicted persons who receive federal
money under Social Security disability, under Medicare, under
Medicaid, under the Supplemental Security Income program, or
under state general welfare assistance. Alternatively, it might
refer to state workers compensation payment levels, which
would immediately entail the problem of lack of uniformity
among the states. Finally, it might choose to recommend another,
original standard of payment— concerning which its choice of
premises for compensation would be important.
fully inclusive of that

Screening Panels and Other Substitutes for

Adversary Litigation
appropriate at this point to emphasize a procedural
which referents has already been made in my discussion cf state statutory modifications of the common law of
medical malpractice. This is the use of screening panels. I simply
wish to note several possible structural elements of such panels,
each of which raises questions about the most effective way of
devising plans to weed out personal injury claims that would
otherwise occupy court time. A threshold problem regards the
composition of the panel itself: Should it be comprised only of
physician;? Should it include attorneys? members of the community? Should parties have the right to question panel members, as
at least one state law provides? Another important issue is
whether use of the panel should be compulsory. Still another is
whether the panel s deliberations should be limited to written
evidence or whether they may include oral testimony. Finally, a
crucial issue from the standpoint of the judicial process itself is
whether panel findings should be admissible in a subsequent
jury trial.
It

reform

is

to

One

make brief mention of the alternative of
which may be generally defined as a process in
which findings of fact, at least, are binding on the parties. In
theory, arbitration provides a method of grievance solving that is
speedy and inexpensive. It is, however, vulnerable to various
should also

arbitration,
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constitutional difficulties, particularly including obstacles posed
by state constitutional provisions guaranteeing the right to jury
trial

Tensions Between Tort Law
And Statutory Compensation
And Insurance Solutions
The body of this essay implies the tensions and complexities
of a system that leans in part on tort law as a solution for personal
injuries, which relies partly on statutory compensation systems,
and which also utilizes private insurance, with various federal
and- state social security and welfare programs standing in the
background. Consider the compensation problems posed by the
case of a person who claims that he or she has become psychotic
because of the administration of an experimental drug. Private
insurance might provide payments to aid this person in his or her
disability; the legal model here is one of "contract." By contrast,
tort law generally would require a showing of fault— either "an
intentional tort" or "negligence." The rationales of tort liability
would be fragmented, referring among other policies to notions
of utilitarianism and to considerations of ethics and morality.
Congress might pass a statute that provided aid specifically for
victims of personal injury inflicted by biomedical and behavioral
research. It might do this on a social welfare model; it yet might
require reimbursement from culpable parties, in order to achieve
resource allocation effects, and also, perhaps, to insure that feelings of justice be assuaged.

Continuing the spectrum of possible social responses to this
hypothetical case, the problem of compensation for research victims might be solved in a broader context as part of the enactment
of a general accident compensation statute. Alternatively, one
might decide that the existing systems of social security and various welfare-type payments from general revenues sweep in as
many of the victims of biomedical research as is practically possible in a way that provides adequate income maintenance and
medical payments. Or one might conclude that the Social Security Act or the Supplemental Security Income program should be
amended to explicitly include persons injured in this way—
which would seem to have the same effect as an activity -directed
statute focusing on this class of victims.

Compensation for personal injury in America has proceeded
piecemeal into a grand blanket of common law and statutory
provisions. This Commission obviously faces the limitations of

how to solve the problem which it
addresses, and this professor is practical enough to know that any
solutions that may emerge in legislation will have rationales that
are likely to be rather fuzzy. Yet it seems to me that at least at the
proposal stage one must endeavor to define rationales for action
practical politics in deciding
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as clearly as possible. Il may advance this process to conclude
Socratically. with a series of questions: Are we concerned with
culpability, and is that concern one which is primarily fixed on a
utilitarian cost-benefit model, or does it embrace ethical values-as

Should our focus emphasize a model of private contract
between research subjects and experimenters, with bargains of
personal safety for money being freely allowed? Should compensation be based on broad considerations of social welfare, in the

"well?

injured persons a minimum Qoor of inother elements of succor? Finally, how
should the Commission respond to the issues of fairness that arise
when research subjects— as often seems to be the case stand in
an inferior power relationship with the experimenters? Each of
these questions implies a different standard by which to judge
issues of compensation for persons injured in research activities.
The Commission's selection of one rationale or another or a
combination of them will give important fiber to recommenda-

sense of assuring to

all

come maintenance and

—

tions

it

makes.
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Introduction
The University is a major research institution with all of its
graduate and professional programs located on one campus. For
eight years it has provided adverse effects insurance for human
subjects, both of unfunded activities and activities funded
through grants and contracts conducted under University auspices. The insurance program has had two distinct phases since
its inception on July 1, 1972. During the first phase, which continued through June 30, 1979, commercial insurance was procured; during the second phase, which began July 1, 1979. and
has continued until the present time, the University has provided
compensation for adverse effects through a self-insured program.
It is expected that this second phase will continue in the future.
The procured insurance program had as its model the State
Workmen's Compensation Act, and coverage was provided during year 1 by Argonaut Insurance Companies and during years 2
through 7 by the Aetna Casualty and Surety Company; the selfinsured compensation program is a modification of the Workmen's Compensation model.
which individuals assume as human
economic risks, has had a long history at the
University. Committee review of research involving humans
began as early as 1946. Procurement of insurance against
economic risks became possible, however, a/ter 1970 when (he
review of and records on the use of human subjects became
Concern

fcr the risks

subjects, including

centralized within the University.
•Director,

Human

Subjects Office, University of Washington. Seattle,

Washington.
director. Office of Risk Management. University of Washington.
Seattle.

Washington-

August 1980

Preceding page blank

242

Compensating

for

Research

Injuries.

Appendix

H

Prior to the procurement of insurance, the institutional review boards had required that ail relevant consent forms include

information with respect to costs for adverse effects. The typical
statement added to consent forms read: /n the event of an adverse effect, the University cannot automatically provide reim-"
bursement for the costs involved.
In December 1971 a survey was distributed to investigators
determine the number and types of adverse effects that had
been experienced during a one-year period and the cost of such
adverse effects.
to

Data were requested for studies scheduled to begin between
January 1 and June 30. 1971. Of the 138 survey forms sent out. 110.
or 80%. were returned. Respondents reported 14.942 subjects,
and as the number of studies included in these data represented
approximately 42% of the total number to be undertaken in 1971.
the total number of subjects for all studies for one year was
projected to be 35.000. Investigators estimated the length of time
subjects were exposed to risk, and the average duration of this
exposure for all studies was Vh hours for each subject.

The survey respondents indicated that adverse effects attributable to research occurred in only five studies, involving four
different fields and ten individuals. None of the ten individuals
suffered partial or total permanent disability, and there were no
fatalities.

The survey results led to the acquisition of insurance
through a special endorsement to the University's comprehensive general liability insurance policy. The initial premium was
50c per subject or $17,500; in subsequent years the cost was a
fixed charge of $35,000 without regard to the number of subjects
covered.
For the second year of coverage, investigators were again
surveyed. There was one significant difference in the data: the
average risk time per subject was about lOvi hours. This difference in risk time between years 1 ;ind 2 was probably attributable
to three causes: 1) the elimination of "no risk" studies from the
analysis in year 2; 2) the lengthy risk periods reported for three
studies during year 2; and 3) the natural variations in risk duration from year to year which are dependent upon the types of
studies approved. No further surveys were conducted after
year 2.

The Adverse Effects Insurance program has relieved concerns within the University for the economic protection of
human subjects. There have been no complications in the insurance program.

The

material set in

italics in

the remainder of this paper

restates the request for information included in the

provided by the President's Commission.

Work Scope
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The number

of research prolocols covered since the beginning
of the compensation program.

Since July 1, 1972. 5.376 research protocols have been
covered by the compensation program out of a total of 8.739
protocols reviewed (University-wide figures). Yearly figures are
given in Table 1, below.

TABLE

L.

Protocol reviewed* and
1, 1972-June 30, 1981.

protocols insured*, July

Year"

Protocols reviewed*

Protocols insured

475
390

4
5

475
557
710
942
1.023

6

1.086

7
8
9
Totals

1.211
1,383

606
642
679
756
760

8.739

5,376

1

2
3

1.352

'These are University-wide totals.
k
Year 1 includes the interval July 1. 1972-|une 30. 1973. and so
'These include biomedical and behavioral studies.
'Thtse include biomedical studies only after year 1.

11

481
587

forth.

During year 1 of the compensation program (July 1,
1972-June 20. 1973), all protocols were covered by the insurance
without regard to type of risk, i.e., physical, psychological, social,
or legal. In years 2 through 7 coverage was provided almost
exclusively for protocols which included physical risks. This
change aligned the coverage with the State Workmen's Compensation Insurance Program after which the University's coverage
was modeled. It will be noted from the data above that the number of applications reviewed during the eight years nearly tripled
whereas the number of protocols insured increased only 70%.
This reflects the significant inciease in behavioral and social
sciences protocols now being reviewed, for which insurance is
not provided (see section II.A.l.. below). During year 8 the Workmen's Compensation model continued with adjustments introduced to bring about greater equity in the coverage.
subjects who have participated in these
prolocols and the duration of their participation (e.g., number of
hours or days, as appropriate}. If passible, include information on
demographic characteristics of subject population.

The number of research

Since July I. 1972, an estimated 356,000 research subjects
have been covered by the compensation program. Yearly figures
are given in Table 2. below.
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TABLE
July

1,

2.

Subjects Insured*,
30. 1981

1972-June

Year"

Total

number

2
3

30.000
31.000
40.000
43.000
45.000
50.000
50.000
356.000

4
6*

r
r
9

Total

'These are University-wide
k

of subjects insured

35.0CG
32.000

1

'

H

totals.

includes the interval July 1, 1972-june 30. 1973. and so forth.
Estimates based on the average of the first four years.

Year

1

No data are available on numbers of subjects who were not
covered by the compensation program: however, experience in
the review of behavioral and social sciences protocols suggests
that the numbers are roughly equiva'ent to biomedical studies.
With regard to the data given in Table 2. during year 1 all
wtre covered by the insurance without regard to type of
risk. In years 2 through 7 the coverage was aligned with the State
Workmen's Compensatir-. Insurance Program. During year 8
adjustments were made (see section H.A.I., below).

subjects

The

1971 survey of investigators asked for the average du-

ration of risk per subject: the resulting over-all average was lVi
hours per subject. This figure did not distinguish between bio-

medical and behavioral research. Further analysis of the 1971
data discloses that the average risk time per subject remained the
same even when psychological, social, and legal risks were excluded. When a comparison was made between the average risk
time for patient-subjects and for normal subjects, it was found to
be over three times greater for patients. There were approximately three times the number of normal subjects as patient-

from year 2 show a lOVi-hour average risk per
an average risk time 20
times greater than that for normals. Normals continued to outnumber patient-subjects by about 3 to 1. Data were gathered on
risk time only, and none are available on "no-risk" time for any
subjects. Also, no additional data were gathered after year 2.

subjects. Da'.a

subject, but with patient-subjects having

Descriptive information on the

number and nature

of adverse

effects.

The University has two means

of reporting adverse effects

in use since 1G72. and an
use since 1978. The former is completed
when there is a likelihood of a claim against the University: the
latter is appropriate for all other adverse effects. Whether "adverse effect" means "unanticipated" or both "anticipated and

internally:

an Adverse Effect Report,

annual Status Report,

in
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unanticipated'" has not

been resolved; therefore,

investigators

determine which adverse effects to report. Altogether this procedure works, and a resolution of the issue will not likely be
forthcoming, as the prevailing concern is the protection of human
subjects against economic risk. This matter, o-' necessity, involves
subjective opinions from investigators, as well as subjects, and
sometimes outside sources, such as the institutional review
board, an od hoc committee, or a claims agent. Subsection 2..
below, might be considered a report on anticipated adverse effects: and subsection 3., is a report on unanticipated adverse
effects. It should also be noted that investigators report adverse
effects, as appropriate, to funding and regulatory agencies.

Because of the two reporting mechanisms, the response to
each of the subsections under section C. will be divided into two
parts: the first on Adverse Effect Reports will cover eight years;
and the second on Status Reports will cover three years. The
information from the Adverse Effect Reports will be reported in
greater detail, reflecting the differences in the availability of data
and in the decisions which have been made on what represents
a potential claim. Further, only professional fields will be identified in order to protect the confidentiality of individuals. The
incidents reported are intended to assist the President's Commission in its consideration of a compensation program fcr injuries
to human subjects. The report is not intended to suggest any
misconduct on the part of any investigator or department. The
record herein reported does, in fact, suggest the opposite. The
small number of adverse effects is surprising in the light of (he
high volume and substantial risks associated with the University's research program with humans.

•

considered unrelated to participation
research protocol and reasons so considered
Effects

in

the

Adverse Effect Reports
Cardiology (1972] Report 1. The purposes of the study were:
evaluation of exercise' response, ventricular function, and coronary anatomy of survivors of sudden cardiac death:
2) comparison of survivors who had myocardial infarctions to
those without: and 3) evaluation as to possible therapeutic inter1)

One 42-year-old patient-subject developed decreased
pulses and signs of femoral thrombosis several hours after cardiac catheterization to diagnose the etiology of ventricular fibrilFogarty
lation from which that person had been resuscitated.
vention.

A

thromboembolectomy was performed to restore distal circulation. Four months later there was an absence of pedal pulses;
then symptoms of ischemia in the right leg. These symptoms
eventually led to below the knee amputation of the leg. The
adverse effect was the result of a standard diagnostic procedure
which was indicated even if the patient had not been on the
study.

An

insurance claim resulted (see section

II. D..

below).
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Cardiology (1973) Repot Z The purposes of the study were:
determine the natural history of patients resuscitated from
ventricular fibrillation outside the hospital:" 2) to determine the
need for an appropriate form of antidysrhythmic therapy in such
patients; and 3) to assess coronary anatomy and ventricular function in such patients. One 21-year-old patient-subject, who had
previously been resuscitated from ventricular fibrillation, experienced another episode which was a probable complication of
cardiac catheterization performed on the same day. The subject
received cardiopulmonary resuscitation and electrical defibrillation, and was transferred to the coronary care unit. The
adverse effect was the result of a standard diagnostic procedure
which was indicated even if the patient had not been on the
study. No claim resulted.
1) to

Rehabilitation Medicine (1978} Report 3. The purpose of the
study was to examine the activity of several muscles in normal
individuals, including those muscles used for postural adjustments while the subject moved his or her arm in different directions and at different speeds, in order to design motor tasks to b-i
used to investigate motor control in individuals with neurologic^
diseases. One 34-year-old normal subject fainted, scraping and
bruising the back against equipment. The subject was seen by the
resident in the department. It was subsequently learned that the
person had not eaten lunch and had a history of fainting when
hypoglycemic. Fasting was not a requirement of the study. There
was no claim filed.

Laboratory Medicine (1930) Report 4. The purpose of the
study was to compare a drug authorized for testing by the Food
and Drug Administration with a placebo in the treatment of genital

herpes.

One

participation

adult patient-subject claimed that the result of

was an increase

in both the frequency and the
The individual had been treated
and data indicate no effect of this sub-

severity of herpes recurrences.

with the placebo salve,
stance on the naturai history cf genital herpes. Although all treatment of genital herpes is experimental, the investigator offered
to place the subject in another treatment program. No claim
resulted.

Status Reports
/nfectious Diseases. Study 1: one patient-subject of 104
patient-subjects on a drug study for the treatment of venereal
disease developed a pruritic rash which turned out to be due to
scabies. Study

2: one patient-subject of 65 patient-subjects on a
drug study for the treatment of venereal disease developed redness and pruritis over the entire body, which turned out to be an
allergic reaction likely to a self-administered drug obtained

elsewhere.

• Physical

effects possibly related to participation in research

but not requiring termination of the subject's participation in
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the experiment, additional hospitalization, or loss of time
[one fall day or more} from work or nornal activities

Adverse Effect Reports
Effect Reports were filed for such j5ud e:> ui which
participants were or would have been continue^ in the study

No Adverse

af*r.e

:

the effect occurred.

Status Reports
Aliergy Studv 1: two patient-subjects of 13 patient-subject3
on a drug study for aliergy developed self-limited nausea and
vomiting— the drug dosage fcr all subjects was redi ed.
Arthrilis Study 1: several patient-subje*.:s of 20 patientsubjects on a drug study for arthritis developed diarrhea— the

drug dosage was reduced.
Cardiology Study 1: six patient-subjects of 2.936 patienton a symptom-limited maximal exercise stuoy
developed post -exertional cardiac arrest— defibrillation was successful, and there were no evolving myocardial infarctions or
bra»n damage in these high risk coronary patients. Study 2: one
patient-subject of 11 patient-subjects on a drug study fcr the
treatment of angina developed headaches— these were treated
with aspirin.
DermotoJogy Study 1: on3 adult normal subject of 42 normal
and patirnt subjects on a topical medication study developed
perioral dermatitis— local compresses and topical comcosieroias
cleared it up.

subjects

Endocrinology Study I: two adult normal subjects of 10 normal subjects of a drug study on blood glucose level? developed
nausea the nausea disappeared on cessation of the drug.
Study 2: one patient-subject of 3 patient-subjects on a drug study
for cancer developed renal tubular acidosis— it was transient,
ana sponlaneous regression occurred. Study 3: one patientsubject of 16 norma! and patient subjects on a study involving a
medical device in the treatment of hormonal abnormalities of
diabetes developed near syncope from insulin infusion— after
rest in a recumbant position, recovery was complete L» 15
minutes. Study 4: some of the 6 adult normal and palieni subjects
on a drug study of the hepatic hormone developed nausea— it

—

resolved quickly.

Gastroenterology Study 1: orie patient-subject of 19 patientsubjects on a graft-versus-host-disease study involving a rectal
biopsy developed bleeding from the biopsy— surgical oversew of
the biopsy site was required. Study 2: one patient-subject of 8
patient-subjects on an esophageal reflux study involving biopsies
developed bleeding— hospitalization and observation occurred;
no transfusion or other therapeutic raaneuvei was necessary.
Study 3: one subject of 7 normal and patient subjects on a study
to understand how the small intestine absorbs fatty acids de-
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veloped transient sore throat— no corrective measures were
necessary.

Ceronlo/ogy Sludy 1: some subjects of 50 normal subjects on
a drug study of the autonomic nervous system developed transient
hypotension— observations occurred until symptoms
resolved.

Hematology Study 1: one patient-subject of 2 patientsubjects on a drug study involving a medical device for the treatment of sickle cell anemia developed a skin rash believed to have
been caused by contaminated fluid coming from part of the
machine— the skin rash disappeared without specific treatment:
the machine part was replaced. Sludy 2: some patient-subjects of
10 patient-subjects on a drug study for the treatment of chronic
bone marrow failure developed sterile abscesses at the injection
site— temporarily stopping the injections and draining the abscesses corrected the problem.
Infectious Diseases Sludy 1: three patient-subjects of 11
patient-subjects on a drug study for venereal disease developed

nausea or lower abdominal pruritis— these complaints resolved
spontaneously. Study 2: some patient-subjects of 45 patientsubjects on a drug study for the treatment of nongonococcal urethritis developed nausea, diarrhea, or rash
none were serious
enough to discontinue therapy. Study 3: three patient-subjects of
12 patient-subjects on a drug study for the treatment of venereal
disease developed nausea or diarrhea— no treatment was
prescribed. Sludy 4: two patient-subjects of 65 patient-subjects
on a drug study for the treatment of venereal disease developed
mild contact dermatitis— treatment was adjusted.

—

Kinesiology Study

2:

the 17 adult normal subjects of a dehy-

dration study for oarswomen developed
study site until it subsided.

nausea— each

left

the

Laboratory Medicine Sludy 1: one patient-subject of 5
patient-subjects of a drug study for the determination of acelylator phenotype developed a headache— no treatment was
indicated.

Medicine Sludy 1: four adult subjects of 100 normal and
on a bone formation study for the determination
of the pathogenesis of bone disease developed a hematoma and
infection— these problems resolved spontaneously.
patient subjects

Metabolism Study 1: nine adult subjects of 95 normal and
on a study of the pathogenesis of gene.ic forms of
hyperlipidemia developed minimal pain caused by an adipose
tissue biopsy— no treatment was necessary. Study 2: three adult
normal subjects of 100 normal subjects of a study of plasma
cholesterol metabolism developed hematomas from venipuncture— each was kept under observation until the symptoms
were gone. Study 3. two patient-subjects of 49 patient-subjects on
a study of serum high density lipoprotein concentrations and
patient subjects
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microangiopathy in juvenile-onset diabetes mellitus developed a
skin rash after the injection of fluorescein dye the rash subsided without treatment.

—

Nephro/og/ Study

1:

six adult patient-subjects of 13

patent-

subjects on a study for the determination of adequate dialysis

showed

statistical

nerve conduction velocity— one
normal range: the remaining five
times changed or more efficient dialyzers prechanges

in

patient's data stabilized in the

had

their dialysis

Study 2: ten adult patient-subjects of 20 patient-subjects
on a study to evaluate hemodialysis supplies and equipment developed hypotension— blood volumes were repleted with intravenous fluids. Study 3: of twenty adult patient-subjects on a study

scribed.

hemodialysis, there were 2 cases
of thrombosis of the vein: 3 cases of infection: 4 cases of extrusion

to evaluate a fistual catheter for

of the dacron cuff through the skin; 1 case of suture reaction: 3
cases of stenosis of the vein around the catheter, 10 cases of
inadequate flow through the catheter; and 2 cases of accidental

removal— all cases were

treated, as appropriate.

Study

4:

some

adult patient-subjects of 39 patient-subjects on a study of the
recirculation of dialysate developed nausea— this was reversed

with standard dialysis treatment. Study 5: some adult patientsubjects on a study of dialysis fluids developed headache, muscle
cramping, post-treatment disequilibrium, and hypotension— all

were

treated symptomatically, as indicated.

Neurological Surgery Study I: one patient-subject of 8 subon a drug study for the control of epileptic seizures developed mild dizziness and a headache the problem cleared up
spontaneously. Study 2: four patier.t-subjects of 16 subjects of a
drug study for the treatment of intractable seizures developed
dizziness and signs of drug excess— reduction of the study drug
or concurrent medications corrected the problems.
jects

—

Oncology Sludy

V.

some patient-subjects of 28 patientmarrow infusions for the treatment

subjects on drug therapy with

of cancer developed varying degrees of skin pigmentation, des-

quamation

were

at

pressure points, and tingling

reversible with time. Study

2:

some

at

extremities— all

of the 125 patient-

serum study for the treatment of graftversus-host disease developed fever and/or chills— all received
some form of treatment. Study 3; four patient-subjects of 111
patient-subjects on a bone marrow transplant study for the treatsubjects (cancer) on a

ment of aplastic anemia developed chronic graft-versus-host
disease— each was treated with various immunosuppressive
agents. Study 4: twenty-eight patient-subjects of 105 patientsubjects on a bone marrow transplant study for the treatment of
severe aplastic anemia rejected the marrow— supportive measures and/or second transplants were given. Sludy 5: most
patient-subjects of the 14 patient-subjects (cancer) and 14 normal
donors on a bone marrow transplant study with identical twins
developed nausea and diarrhea from medication: all developed
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temporary alopecia— appropriate therapies were applied.
Study 6: some normal subjects of 119 normal and patient subjects
(cancer) on a bone marrow transplant study developed anemiatransfusions and/or iron were given, as appropriate. Study 7:
ihirty-one patient-subjects of 62 patient-subjects (cancer) on a
laminar air flow room study developed intolerance to antibiotics
or did not comply with recommended dosages— appropriate remedial actions were taken. Study 8: the 10 patient-subjects (cancer) of a drug study in the treatment of aggressive non-Hodgkin's
lymphomas developed depression of the marrow with decrease
in the white cell counts— drug dosages were modified. Study 9:
the one patient-subject on a drug and radiation study for the
treatment of cancer developed fever, chills, nausea, and
vomiting— the symptoms were appropriately treated. Study 10:
seven patient-subjects of 9 patient-subjects on a surgical study for
the treatment of cancer developed various problems: postoperative leg pain, slight eder.a, depression, leg and groin swelling, and wound infection— all were treated appropriately.

Ophthalmology Study 1: four patient-subjects of 33 patientsubjects on an intraocular lens implantation study developed
dislocation and endothelial touch; wound leak; displacement of
superior loop; or corneal decomposition— all but one were resolved without removal of the lens.
three adult normal subjects of 15 normal
mechanisms of decreased glucose tolerance in the aged developed vomiting on a hot day. constipation,
or diarrhea— the vomiting did not recur; the other effects were

Pathology Study

1:

subjects on a study of the

treated.

Pediatrics Study

seven patient-subjects of 15 patientantibody deficiency
developed headaches, muscle aches, back pain, and/or fever—
these side effects were diminished by decreasing the rate of
infusion and by treating the rate of infusior and by treating the
patients with oral aspirin.

subjects of a

1:

serum study

for the treatment of

Pharmacology Study V. two adul' patient-subjects of 19
on a drug study for the treatment of hypertension
developed thrombophlebitis with pulmonary embolism or a skin
reaction— neither was on the study drug as yet; each was treated
for the symptoms.
patient-subjects

Pharmacy Practice Study
patient-subjects

who had

1:

eleven dry sockets occurred

to

42 clinically-indicated extractions in a study of the effect of corticosteroids on the incidence of
dry socket after third moiar extraction— all were dressed and
given treatment for pain. Study 2: of 7 adult normal subjects on
a pharmacokinetics study, 3 experienced gastrointestinal upset: 1.
nausea; 2, diarrhea; 2. tiredness; 3, nasal congestion; and 2, hot
sensations— each was treated appropriately.
a total of

Physiology Study 1: five patient-subjects of 10 patientsubjects for a study on the relative efficacy and toxicity of anti-

—
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epileptic drugs developed nausea or drowsiness— both effects
subsided with a decrease in drug dosage. Study 2: each of the 4
adult normal subjects on a study of eye movement systems developed slight irritation of the eye— the irritation disappeared in one

hour.

Psychiatry Sludy 1: one adult normal subject of 16 normal
subjects on a drug study for the treatment of acute psychosis
developed transient dystonia— this was treated with anti-

parkinsonian medication. Sludy

three patient-subjects of 30
management of psychogeriatric patients experienced sedation or drowsiness— the dosage of the study drug was adjusted accordingly.
2:

patient-subjects on a drug study for the

Pulmonary Disease Sludy 1: two adult normal subjects of 6
normal subjects of a drug study on the enhancement of ventilatory drives developed increased breathlessness during usual
levels of exercise— the symptoms abated when the medication

was stopped.
Radiation Oncology Sludy

1:

some

patient-subjects of 200

patient-subjects (cancer) on a study involving fast neutron

beam

radiotherapy had a slight increase in normal tissue reactions—
these were closely observed and conservatively managed.

Radiology Study l:some of the patient-subjects of 4G patientsubjects on a drug study for the treatment of postmenopausal
osteoporosis developed minor skin irritation and/or tenderness

—

bone biopsy these were observ ed, but did not
require modification of the protocol. Study 2: some of the patientsubjects of 40 paaent-subjects of a drug study for the treatment of
postmenopausal osteoporosis developed transient deviations
from normal liver function or acneform lesions over the face
each was treated by a reduction in the drug dosage. Sludy 3: one
patient-subject of 8 patient-subjects cn a drug study for the treatment of postmenopausal osteoporosis developed psychosomatic
at the site of the

symptoms which were questionably
drug dosage was reduced.
Rehabilitation

Medicine Sludy

1:

related to the

study— the

two adult normal subjects

of 8 normal subjects on a study of the effects of exercise on
maximal isometric strength developed shin splints or severe

quadriceps muscle

pain— the complaints

resolved with the cessa-

tion of exercise.
1: two patient-subjects of 20
an immunologic study requiring lung biopsy
developed self-limited episodes of hemorrhage— no treatment
was necessary. Sludy 2: a few of the 18 normal and patient
subjects on a drug study for the treatment of respiratory disease
complained of rapid heart rate and dizziness— subjects were
closely observed; these symptoms ceased in 5-10 minutes.

Respiratory Diseases Study

patient-subjects on

Surgery Study 1: twenty-two patient-subjects of 80 patienton a study comparing oxygenators for open-heart

subjects

L

i
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surgery had to have adjustments on the oxygenators— there were
no sequelae. Study 2: one patient-subject of 15 patient-subjects
on a burn dressing study developed staph infection it was
treated with antibiotics. Study 3: one patient-»ubjcct of 604
patient-subjects on a study of diabetic vascular disease developed a callous while on the treadmill— it was cleaned,
dressed, and followed up in one week. Study 4: four patientsubjects of 18 patient-subjects on a drug study for the treatment
of stress ulcer in hospitalized patients experienced diarrhea (3) or
vomiting (1)— each was shifted to a different drug.

—

• More

significant physical effects possibly related to participation in research requiring or resulting ire

fa)
(b)

termination of the subject's participation in experiment;
short- or Jong-term medical care, including but not limited to hospitalization:

of time from work or other normal activities;
death; and
termination of research activity.

[c] loss

(dj
\e)

Adverse Effect Reports
Hematology ( 1973) Report

5. The purposes of this study were
characterize the pathophysiology of the platelet in clinical
disorders of hemostasis thrombosis and to define the therapeutic
role of inhibiting platelet function with pharmacologic agents.
Four adult patient-subjects received infusion of their own autologous platelets which had been inadvertently contaminated
with bacteria. They developed fever and chills, (a) The subjects'
participation in the study was terminated, (b) All four subjects
were hospitalized and received appropriate treatment, (c) It is
assumed that the subjects, although patients, had lost work time,
(d) All subjects recovered, (e) The research activity continued,
but the laboratory procedures were immediately modified to prevent future occurrences. A claim resulted (see section H.D.2.,
below).

to

Cardiology (1974) Report 6. The purposes of the study were:
define in cardiac patients the electrocardiographic and

(1) to

hemodynamic status

before, during,

and

after exercise

on a

tread-

coronary arterial disease by selective anteriography; and (3) to evaluate lung and vascular dynamics bv
angiocardiography. One 52-year-old patient-subject developed a
small hematoma from percutaneous puncture of the left brachial
artery after removal of the arterial catheter. There was subsequent temporary nerve damage with hypresthesia, as well as
phlebitis of superficial forearm veins distal to the site of catheterization for several weeks, (a) The subject was terminated
from the study, (b) The subject was hospitalized and received
medical treatment, (c) The subject lost two weeks of work, but
apparently it was covered by accrued sick leave or the patient
was already on medical leave, (d) The subject recovered fully
mill; (2) to evaluate
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from the episode,

was

(e)

The research

activity continued.

No

claim

filed.

Environmental Health {1974) Report 7. The purpose of the
study was to determine the usability of a set of medical procedures designed for diagnosing occupational disease by relating
health findings of a sample of workers in a given area to results
of studies of their work environment. One normal subject developed a hematoma with inflammation and secondary lymphangitis at the venipuncture site, (a) The subject's participation in
the study had already concluded, (b) The subject was treated by
his private physician with parenteral penicillin and was advised
to apply warm compresses to the inflamed area of the arm. (c)
The subject lost no work time, (d) The problem was resolved
without sequelae, (e) The research activity continued. No claim

was

filed.

(1974) Report 8. The purpose of the research
study renal function and structure using biopsy materials
for diagnosis and clinical evaluation. One 49-year-old patientsubject developed complications after the biopsy: acute gastric
dilation, and urinary retention and infection, (a) The subject's
participation in the study had already been completed, (b) Antibiotics were given and a catheter used to relieve urinary stress,
(c) No wc*k time, was lest, (d) The subject recovered, (e) The
research activity continued. No claim was filed.

Nephrology

was

to

Anesthesiology (1975) Report 9. The purposes of the study
to determine the cardiovascular and respiratory effects of
anesthesia and to correct alterations of functions by appropriate
means in order to lessen the hazards of anesthesia to the parturient, fetus, and newborn. One 31-year-old experienced weakness and numbness of the upper nqht extremity many weeks
after the study. The procedure of the study was the drawing of
arterial blood gases, (a) The subject's participation had already
concluded, (b) Although it was not likt_ v the study procedure was
the cause of the adverse effect, the subject was given a complete
examination, (c) No work time was lost, (d) The subject recovered
from the episode, (e) The research activity continued. No claim

were

:

was

filed.

Cardiology [ 1975) Report 10. The purposes of the study were:
(1) to develop an understanding of the clinical features, pathophysiologic mechanisms, and predictive characteristics associated with sudden cardiac death and ultimately to develop
rational intervention for prevention of sudden cardiac death: (2)
to define the natural history of patients resuscitated from prehospital ventricular fibrillation and to assess the prognostic significance of specific findings

and observations,

i.e..
patient
evaluation, prevalence and
types of dysrhythmias, responses to standard exercise testing,
coronary anatomy, ventricular function, and therapy", and (3) to

profile.* post-resuscitation clinical

initiate a controlled

pharmacologic study of prevention of sudden
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cardiac death in patients at very high risk for recurrent ventricular fibrillation. One 56-year-old patient-subject had a

cardiac arrest following an episode of ventricular fibrillation
about two minutes into the recovery period after a treadmill
exercise test, (a) The subject's participation in the study was
discontinued, (b) Resuscitative efforts were initiated immediately, including intubation, subclavian intravenous line, countershock, and pharmacologic intervention. After approximately one
hour, stable sinus rhythm was restored and the subject was
to the critical care unit, (c) No work time was lost as the

admitted

was retired: but the subject was removed from other
normal activities by the brief hospitalization, (d) The subject recovered from the episode, (e) The research activity continued. An
insurance claim resulted (see H.D.2., below).
subject

Anesthesiology (1976} Report 11. The purpose of the study
to determine if tricyclic anti-depressants have an analgesic
effect in normal man; and, if effects are there, to determine if
they reflect sensory change and/or response bias. One
40-year-old normal subject experienced exaggerated sedation
and some clouding oi mentation for two days, (a) The subject's
participation in the study was terminated, (b) The subject was
told to discontinue the medication and received a follow-up
examination, (c) No work time was lost as the subject was
unemployed, (d) The subject recovered fully, (e) The research
activity continued. No claim was filed.

was

Psychology (1076} Report 12. The purpose of the study was
develop methods for evaluating the effects of anticonvulsant
drugs upon cognitive functioning in epileptic patients. Seven to
ten days after completing the study, one 33-year-old normal subject experienced depression, (a) The subject's participation in the
study had already been concluded, (b) The medical investigator
on the study met with the subject. The subject, a university
student, was uncertain whether the depression was related to the
study or to "end of the quarter blahs." (cj The subject had found
ii difficult to attend to homework during the eleven days on the
study and for a period following. The anticipated effects had
been disclosed in the consent form which the subject had signed,
(d) The subject recovered fully, (e) The research activity continued. No claim was f led.
to

Anesthesiology (1976) Report 13. The purpose of the study
to more precisely define the potency of nitrogen by the
acquisition of response (depression) data for various nitrogen
partial pressures above one atmosphere. One 26-year-old normal
subject developed weakness, coolness, and paresthesias of both
hands two days following the second (of two) hyperbaric exposures, (a) The subject's participation in the study had already
concluded, (b) The subject was sent to the emergency room of a
local hospital having a hyperbaric chamber, was examined by a
neurologist, and then treated with recompression, (c) The subject

was
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did not lose work time, (d) The subject recovered fully, (e) The
research activity continued. An insurance claim resulted (see
H.D.2.. below).

Obstetrics and Gynecology {1977} Report 14. The purpose of
the study was to test the effectiveness of an investigational new
drug in Phase III of testing in bringing about a cessation of lactation, a resumption in menses, and possibly pregnancy. Seven
patient-subjects, age 27 to 35. were on the study when the drug
was withdrawn by the Food and Drug Administration because
laboratory rats on a concurrent study had developed ovarian
tumors, (a) All seven subjects were terminated from the study, (b)
Subjects were contacted and asked to immediately discontinue
the drug. Each receives an annual examination, (c) No work time
has been lost, (d) There have been no deaths, (e) The research
activity was terminated. No insurance claims have been filed.

Hematology and Oncology [1977] Report 15. The purpose of
the study was to determine the optimum concentration of dimethyl sulfoxide and the proper rate of freezing and thawing to
obtain the most viable, functional platelets. The information was
to improve the management of patients on high-dose chemotherapy protocols. Mul.iple unit plateletpheresis to obtain platelets for cryopreservation before marrow suppressive therapy
would allow readministration of the platelets if thrombocytopenia developed following treatment. Two normal subjects, ages 28 and 36, received infusions of their own autologous
frozen platelets which during their preparation had been inadvertently contaminated with bacieria. One subject developed
fever, slight chills, and myelagia approximately one hour after
the injection; the other developed a mild fever and nausea.
(a) The subjects' participation in the study was terminated.
(b) Both subjects were hospitalized for four days on the Clinical
Research Center and received intravenous antibiotics and, subsequently, oral antibiotics, (c) Both subjects lost several days of
work which were covered by accrued sick leave, (d) Both subjects
recovered fully, (e) The research activity continued, but the laboratory procedures were immediately modified to prevent future
occurrences: ultimately the laboratory was relocated. Insurance
claims resulted (see II. D. 2.. belowj.
Endocr/no/ogy [1977) Report 16. The purposes of the study
to determine plasma lipoprotein concentrations in uncontrolled diabetic patients prior to the commencement of therapy
and to test whether insulin therapy influences plasma lipoprotein
levels. Following the withdrawal of 20 milliliters of blood, one
57-year-old patient-subject developed venous thrombosis proba-

were

bly attributable to the use of estrogen in the management of
hyperlipidemia. and venous stasis resulting from being confined
to bed during a lipoprotein turnover study, (a) The subject's participation in the study had concluded, (b) The subject was hospitalized following assessment of the problem by the investigators.
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two weeks of work, but did not
fully from the inci-

The subject recovered

The research

activity continued.

A

claim resulted (see

H.D.2.. below).

Psychiatry (1976} Report 37. The purpose of the study was to
and post-treatment urinary laboratory tests
for depressed outpatients and to correlate these with the clinical
response to two commonly used antidepressant medications. One
24-year-old patient-subject experienced hypoventilation associated with sharp, localized (costochondral junction) pain which
elevated with cough and deep breathing and dropped without
breath. Peptic ulcer disease and colitis were other symptoms the
subject reported, (a) The subject's participation in the study was
terminated, (b) The immediate action taken was to have the subject breathe with a bag. There was no hospitalization, (c) The
relate results of pre-

subject did not lose

work time,

(d)

The

The subject recovered from

research activity continued.
(see H.D.2.. below).
incident, (e)

A

the

claim resulted

Laboratory Medicine (1978) Report 18. The purposes of the
study were to determine variability of clinical values in blood,
urine, or stool for University ciinical laboratories and to provide
blood, urine, or stool specimens for use in quality control of
clinical laboratory measurements. One 20-year-old normal subject broke a front looth in a fall from a chair following
venipuncture performed after a 12-hour fasi. (a) The subject's
participation in the study had concluded, (b) The subject was
taken to the hospital emergency room where vital signs were
checked and a glucose-level test ordered; then the subject was
advised to see a dentist for repair of the fractured left maxillary
central incisor, (c) It was thought the subject had lost 9 hours of
work time, but as no claim for lost wages was submitted, apparently this was not so or accrued sick leave covered, (d) The
subject recovered fully, (e) The research activity continued, but
subsequent donors were seated on a low chair at a desk and were
provided fruit juice immediately after blood withdrawal. A claim
resulted (see II.D-2.. below).
•

Art/in' is (2978) Report 19. The purpose of the study was to
find cut whether an investigational new drug in Phase II of
testing would decrease morning stiffness, pain joint symptoms, or
other manifestations of rheumatoid arthritis. One 78-year-old
patient-subject died after complications which may or may not
have been associated with the study drug. The first symptom was
sudden severe abdominal pain, diagnosed as a ruptured viscus,
for which the patient underwent a laparotomy. A perforated
ulcer of the duodenum was found and surgically treated; gallstones which had inflamed the gallbladder were removed.
Although apparently recovering, after the second day the abdominal pain returned. Respiratory arrest followed aspiration of a
fair amount of blood, from which the patient was successfully
1
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resuscitated. Subsequent blood transfusions and life support
measures failed to prevent a rising hemogram and falling blood
pressure and eventual expiration, (a) The subject's participation
was terminated, (b) The subject was hospitalized and received
excellent care, (c) The subject's normal activities had previously
been curtailed by the illness, (d) The subject died, (e) The re-

search activity continued. No insurance claim was
the subject had no direct family.

filed. Further,

(1979) Report 20. The purposes of the study
determine the effect of decreased renal function on
r erum concentrations and urine excretion of an exprimental new
drug in Phase II of testing, used to decrease heart-rate, control
jome forms of irregular heartbeat, and reduce blood pressure in
hypertensive patients; (2) to propose, from single dose kinetics, a
multiple dosage schedule for patients with decreased renal function: and (3) to determine the safety and efficacy of the study drug
in patients with impaired renal function. One 57-year-old palient-

Nephrology

••/ere: |1) to

subject experienced a sudden onset of generalized seizure and
ventricular tachyarrhythmia, as well as brief sinus pause. The
patient received cardio-pulmonary resuscitation, neurological
consultation, an electroencephalogram, and was admitted to the
Clinical Research Center. It was later discovered that the patient
had hypokalemia, (a) The subject's participation in the study was
terminated, (b) The subject received short-term hospitalization
and follow-up examinations until returned to the pre-treatment
status, (c) No work time was lost as the subject was not employed.
Abo, normal activities had already been curtailed due to the
disease, (d) The subject recovered from the incident, (e) The
research activity continued. No insurance claim was filed.

Ophthalmology (1980) Report 21. The purposes of the studywere to answer three questions: (1) when in the course of the
diabetic retinopathy process should photocoagulation be initiated: (2) what is the effect of photocoagulation on diabetic macular edema; and (3) what is the effect of aspirin on the diabetic
retinopathy process? Following a fluorescein injection, one
29-year-old patient-subject complained of a flushod sensation
and burning in the throat, which progressed to symptoms of difficulty in breathing, (a) The subject's participation in the st-idy
was terminated, (b) The subject was treated in the hospital
emergency room. The antidote given further aggravaJed the
problem: a further examination showed a hoarse voice and mild
bronchospasm. (c) The subject did not lose work time and apparently continued with normal activities, (d) The subject recovered
from the incident, (e) The research activity continued. A claim
resulted (see H.D.2.. below).
Status Reports
Arthritis Study l:one patient-subject of 7 patient-subjects on
a drug study for the treatment of rheumatoid arthritis suffered a
stroke and died— the stioke was thought to be unrelated to the
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study drug. Study 2: one patient-subject of 2 patient-subjects on
a drug study for the treatment of rheumatoid arthritis developed
an ulcer— the drug was discontinued and another "'jbstituted..
Study 3: eleven patient-subjects of 47 patient-subjects developed
various effects: gastrointestinal discomfort (1). rash (1). ulcer (2),
nervousness (5). constipation (1), anchanorexia (1)— discontinuing
the drug alleviated all symptoms. Study 4: one adult normal
subject of 10 normal subjects on a drug study for rheumatoid
arthritis developed gastrointestinal distress— the drug was discontinued. Study 5: some patient-subjects of 20 patient-subjects
on a drug study for the treatment of osteoarthritis of the knee
developed rashes— subjects were withdrawn from the study and

Study 6: one patient-subject of 4 patient-subjects on a
drug study for the treatment of rheumatoid arthritis developed
gastrointestinal distress— discontinuing the drug alleviated the
symptoms. Study 7: three patient-subjects of 12 patient-subjects
on a drug study for the treatment of osteoarthritis of the hip and
knee developed mouth sores or gastrointestinal distressdiscontinuing the drug alleviated (he symptoms. Study 8: four
patient-subjects of 22 patient-subjects on a drug study for the
treatment of rheumatoid arthritis developed proteinuria (2). rash
(1), or gastrointestinal distress (1)— discontinuing the drug alleviated the symptoms.
treated.

Cardiology Study

1:

one p3tient-subject of 45 putient-

subjects on a drug study for the prevention of recurrent ventricular fibrillation developed worsening symptoms of heart

failure— the subject recovered after the drug was discontinued.

Endocrinology Study 1: one patient-subject of 16 normal and
patient-subjects on a study involving a medical device for the
treatment of hormonal abnormalities of diabetes exprienced
syncope— the subject was withdrawn from the study and recov2: one adult normal subject of 17 normal subjects on
male contraceptive study developed acne on the back and
chest— the subject was taken off the study and recovered.

ered. Study
a

Geronto/ogy Study

1:

one patient-subject of

3

patient-

subjects on a drug study for the metabolic control of high density
lipoprotein experienced a myocardial infarction not clearly related to the study— the subject was hospitalized on the coronary

care unit, and the drug discontinued.

Hematology Study 1: one patient-subject of 13 patientsubjects on a study of iron chelation developed a skin rashdiscontinuing the subject from the study alleviated the problem.
Study 2: one patient-subject of 8 normal and patient subjects on
a prophylactic transfusion study developed severe febrile transfusion reactions— transfusions were discontinued in the subject.

normal and patient subjects on
developed
chills and fever— these were successfully managed by a drug
after the subject was terminated from the study.
Study

3:

one patient-subject

of 18

a study concerning the storage of platelet concentrates

?59
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Infectious Diseases Study

1:

twelve patient-subjects of 87

on a drug study

for nonspecific vaginitis had
post-treatment vaginitis (10) or severe nausea (2)— appropriate
medications were given and the subjects were terminated from
the study. Study 2; three patient-subjects of 21 patient-subjects on
a drug study for the treatment of nonspecific vaginitis had posttreatment yeast vaginitis— another medication was given.

patient-subjects

Medicine Study 1: one adult normal suhject of 33 normal
subjects of a drug study for depressed patients developed postural hypotension— the subject was terminated from the study
and recovered.
Metabolism Study L* four adult subjects of 25 normal and
patient subjects on a study of the relationship of thermogenesis to
obesity experienced aa infiltration of intravenous lines— these
were discontinued, pressure applied, and treatment given.

Nephrology Study L* one patient-subject of 15 normal and
patient subjects of a drug study for the treatment of patients with
renal failure developed a transient skin rash— the subject was
terminated from the study and recovered.
1: one of 14 mothers whose normal babies
a study of. light and sleep behavior of the neonate felt the
light irritated the baby— the baby was terminated from the study.

Nursing Study

were on

Oncoiogy Study 1: one patient-subject of 5 patient-subjects
(cancer) on a drug study for treatment following bone marrow
transplantation developed hives— the study drug was discontinued. Study 2; one patient-subject of 22 normal and patient
subjects on a taste study for leukemic children experienced

nausea— the

subject was discontinued from the study.

Pediatrics Study

on a drug study

tone

paiient-subjec; of 20 patient -subjects

for the treatment of rhrdignant disease

developed

severe transaminasemia— the subject recovered after termination from the study. Study 2: one patient-subject of 3 patientsubjects on a drug study for the treatment of diseases assiciated
with altered immune function developed transient granulocytopenia— the subject was terminated from the study.

Pharmacology Study 1: one patient-subject of 19 patienton a drug study for the treatment of hypertension developed asthmatic-type breathing— the subject was terminated from
the study and the symptoms abated.

subjects

Pharmacy Practice Study 1: one normal subject of 7 normal
subjects on a pharmacokinetics study had a febrile reaction— the
subject was terminated from the study and recovered.
Psychiatry Study

1:

one patieQt-subject of 30 patient-

subjects on a drug study for the management of psycho-geriatric
patients experienced orthostatic hypotension— the symptoms

when the subject was terminated from the study. Study 2:
two patient-subjects of 20 patient-subjects on a drug study for the

abated

I
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treatment of cognitive dysfunction developed headaches— the
were terminated from the study and recovered.

subjects

Rehabilitation Medicine Study 1: one patient-subject of 14
patient-subjects on a drug study for the management of patients

undergoing intermittent catheterization was uncomfortable with
the procedure— the subject was terminated from the study.
Respiratory Diseases Study 1: some of the 19 patientsubjects on a drug study for the treatment of respiratory disease
were unable to tolerate the side effects (palpitations, tachycardia,
flushing, and treraulousness) of the drug— these subjects were
discontinued from the study. Study 2: one patient-subject of 18
normal and patient subjects on a drug study for the treatment of
respiratory disease developed increased bronchospasm
the
subject was terminated fr>m the study and recovered.

—

Surgery Study 1: two patient-subjects of 35 patient-subjects
on a drug study for the treatment of intermittent claudication
developed severe nausea or intractable diarrhea— the subjects
were discontinued from the study and recovered. Study 2: one
patient-subject of 45 patient-subjects on a drug study for the
treatment of intra-abdominal sepsis developed a skin rash— the
subject recovered after termination from the study.
•

• Psychological or

social injuries possibly related to par-

ticipation in research (e.g., disclosure of private information
without sub/eel's consent, inability to work or to perform

normal

activities}

»:•

Anthropology Study 1: one legislator of 15 contacted for a
study on legislators' perceptions of their role as delegates or
trustees objected to the investigation because the investigator was
a lobbyist at the time— the study was discontinued.
Cardiology Study 1: one patient-subject of 11 patientsubjects on a drug study for the treatment of angina experienced
depression— the subject was terminated from the study and

improved.
1: one patient-subject of 20 patient-subjects
examine the relationship between structure in a
counseling interview and client characteristics worried about the
tape recording of interviews— the subject was terminated from

Education Study

on

a study to

the study in order to avoid interference with the progress of the
counseling.

Endocrinology Study 1: one adult normal subject of 35 norof a drug study on gonadal function in normal men
developed a fluctuating libido, not proven lo be drug-rebted—
the subject was terminated from the study and followed during
the recovery period.

mal subjects

Oncology Study 1: some patient-subjects of 62 patientsubjects (cancer) on a laminar air flow room study complained of

—
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the isolation from direct family contact and about the sterile food
diet
psychological support and reinforcement were given.

—

Psychiatry Study 1: one adult normal subject of 16 normal
subjects on a drug study for the treatment of acute psychosi c developed a brief iyncopal episode— the subject was seen by
medical personnel and reassured. Study 2: two of the husbands
of patient-subjects on a study 'o assess psychosocial aspects of
parenteral nutrition at home resented psychiatric examination of
their wives, perceiving this as a threat to marital equilibrium
distress wa» relieved by adoption of a neutral, nonintrusive
stance oy the investigator.
L* some adult normal subjects of 150 noron aging and inhibition were upset by not
doing well on a test which they perceived as a type of intelligence
quotient test— the test was dropped from the study. Study 2: one
adult normal subject of 3 normal subjects on a study of life-style
intervention on smoking, eating, and drinking benaviors underwent major life stresses during the study— supportive counseling
was given; the subject was termin?«ed from the study.

Psycho'ogy Study

mal subjecis

of a stud.,

Women

Studies Study 1: one adult normal subject of 14
a study of socioculturcl roles of women in a
specific industry developed stress from discissions of uncomfortable topics and the taping thereof— uncomfortable topics
were dropped from this subject's interview or the tape recorder

normal subjects on

turned

off.

• Latent

effects not evident at

ticipation in research protocol

To the
trom any

termination of subject's parh'll discovered subsequently.

present time there has been no report of latent effects

investigation.

Compensation Program

A

description of the compensation

program

of research qualifying for coverage (and
identification of any categorical exclusions from coverage
e.g.. oncology patients or research identified as posing spe-

• Definition

—

cial risks}

During the two phases of the insurance program (described
been covered and
behavioral research has been excluded (a.'ter year 1) with two
unwritten exceptions: use of psychiatric patients and of infants.
If a psychiatric patient were to have therapy prolonged by behav<n the Introduction), biomedical research has

expected that the adverse effects insurance
If infants were to experience
accidental injury while being handled in the course of a behavioral study, it is expected that the costs of treatment would be
covered by the insurance. The exclusion of behavioral research
from coverage developed because the Workman's Compensation
Insurance used as a model jid not provide coverage for psychological, social, or le^al risks. This exclusion was considered
ioral research,

would cover

it

is

the additional costs.

?t±
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'ifiable in view of the right of individuals to sue the institution,
which case the University's liability insurance would be applicable. Also excluded during both phases has been research conducted by University investigators in foreign countries.

)'.•

in

Procedures covered during both phases of insurance have
been those conducted primarily for the purposes of biomedical
research. Unwritten exclusions have been: 1) adverse effects experienced to standard medical procedures performed as part of
patient management; 2) effects from the natural course of a disease or condition: and 3) non-compliance with study procedures
(also see H.A.4., below). REPORTS.l.. 2., and 4. described above
all fall under these exclusions (also see H.D.2., below. REPORT 1). Presently under consideration is the desirability of
exclusion of biomedical research funded through organizations
other than the University, but involving University investigators.

* Events for which compensation is provided [nature of the
injuries covered. e.g., physical, psychological, social]

During the first phase of the University's compensation program, the insurance policy provided that there was coverage "if
a volunteer participating in an authorized research program
shall sustain injury, including death resulting therefrom, while
." In the second ph^se of the
participating in such program.
program, coverage exists for "adverse effects" resulting from ap
proved projects. Specific definitions of the terms "injury" and
"adverse effects" have not been included in the coverage documents in either phase of the program; however, as suggested in
the immediately preceding section, the use of Workmen's Compensation as a model has resulted in an unwritten definition of
those terms which— in most respects— conforms to the definition
.

.

.

.

.

of "injury" in the Washington State Workmen's Compensation
Law (See
51.08.100, a copy of which is attached as
Exhibit A).

RCW

• Any lime limitations on

By reference

to the

filing of

claims

Washington State Workmen's Compen-

sation law. the insurance coverage in effect during the
of the

program implicitly placed

first

phase

a one-year limitation on the

filing of a claim (see RCW 51.28.050 and 51.28.055, copies of
which are attached as Exhibit A). In the second phase of the
program, this one year limitation has been made explicit: however, it is expected that there may continue to be some situations
in which imposition of an absolute time limit would be inappropriate. REPORT 14 describes an example of such a situation.

Other restrictions or /imitations on recovery (e.g.. incomplete or inaccurate disclosure of medical history by subject;
failure by subject to follow directives of researcher regarding use of drugs, alcohol, etc.)

i

jiiTrr

-

-

t
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An explicit restriction has not been placed on the adequacy
of medical his. -y disclosures. Several factors suggest that this
would not be in ihe interest of the University: (a) subjects may
forget important medical facts; (b) investigators may not ask for
all the pertinent facts; and (c) subjects may not recogni?*- 'the
importance of a specific fact and decide to omit it. The issue of
inducements to research subjects is relevant 1o (c); this is discussed under

II. F.,

below.

While non-compliance with study procedures will in general be considered justification for disapproving a claim for an
alleged adverse effect, certain factors suggest flexibility in resolving such matters: (1) consent forms are often long and complex (the University of Michigan report entitled "A Survey of
Institutional Review Boards and Research involving Human
Subjects,*' 1977. commented on this matter): (2) ihe subject's copy
of the consent form may be mislaid; (3) the oral explanation given
by an invesi.'gator may be forgotten; or (4) the subject may not
recognize the importance of compliance.
1 of the program, the upper limit on compenwas S100.000 per person and $100,000 per accident or

During year
sation

"aggregate" disease. In yr>ars 2 through 7, the stated policy limits
$1,000,000 per subject or per incident; however, given the
fact that compensation payable under the policy was tied to
Workmen's Compensation benefit levels, the maximum amount
which actually could have been paid to a subject was probably in
the range of S100.000-S150.000.

were

In the second phase of the program, all medical expenses
immediately and directly associated with the adverse effect are
automatically covered, up to $10,000. In addition, a subject is
eligible for "such additional expenses or compensation as may be
agreed to by the parties." This language was incorporated to
allow for greater flexibility and equity in payments to various
classes of subjects than was possible under the Workmen's Compensation Model, while retaining University control over the
level of benefits to be provided. The figure of $10,000 as a standard maximum figure for medical expenses was felt to be ample,
based on past claim experience.

• The method

of computing the

amount

to

be paid for specific

injuries or for specified classes of patients (e.g., pai/ents seriously ill at the outset of the research; children; students; the

elderly; other non-vvoge earners)

During the first phase of ihe University's compensation program, employed adults could expect to receive the types and
levels of benefits provided under the Washington State Work-

men's Compensation law.
(a) Full costs of treatment associated with injuries, including
such items as hospitalization, medical care, and nursing services'.

........
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/
//•'

from work, time loss (or wage loss)
percentage (normally. 60-709o) of the
person's regular salary or wages.
(b)

Where

payments up

time

was

lost

to a certain

(c) Where a permanent disability or death was involved,
pension or death benefits based on actuarial tables.

As there were no claims for benefits under either (b) or (c).
these portions of the insurance program were untested. Children
(including students under 18 years of age) and unemployed
adults (including many students over 18 and most elderly) could
expect to receive immediate medical care during the first phase
of the insurance program, but subsequent compensation would
have been negotiated. This portion of the program was also unFinally, the costs ot psychiatric care incurred by
psychiatric patients as a direct result of participation in research
tested.

would have been covered.
During the second phase of the program, the greater flexprovided by self-insurance makes it possible to remove
inequities which previously existed in coverage for children and
the unemployed, and to align the benefits with those provided io
employed adults. Again, however, much of the program remains
untested, as there has been only one claim under this phase of the
program, and it did not involve such a subject. As a result, the
details of benefits to be provided beyond medical and other
treatment costs have not as yet been fully developed.
ibility

A

description of legal and insurance aspects of the plan, including the relation of the program to slate work*™' compensation programs, to the overall insurance program of the

and to other compensation programs or iegoJ
remedies available to injured subject. If possible, relevant documentation (e.g.. copies of insurance policies) shall be provided.

institution,

Insofar as possible, the altitudes of the insurance carriers in
negotiating and implementing the program (inciuding any prob-

lems encountered) shall be described.

_

I

During phase one of the program, the insurance was written
comprehensive general
liability policy. The policy for the first year stated only that it
covered participation in human experimentation for projects
sponsored by the institution. The Workmen's Compensation
as an endorsement to the institution's

model was specifically referred to in later versions of the policy
and consequently the limitations of that plan became binding (a
copy of the endorsement as it was worded for years 2 through 7
is attached hereto as Exhibit B). The initial plan provided firstdollar coverage which continued through year 6. In year 7 a
$100,000 deductible clause was added to the policy.
i

it

In the second phase of the program, the coverage is included
as a part of the University's general liability self-insurance pro-

gram. The compensation policy (a copy of which is attached
hereto as Exhibit C) has been adopted by the University's Board
1
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and any' claims under the program are paid from
reserves which have been deposited in a special self-insurance
fund.

of Regents,

During both phases of the program, its distinguishing
feature— as compared to other University liability insurance
programs has been its use of the "no-fault" concept; that is,

—

unlike the traditional tort claim process in which the claimant
must demonstrate University negligence in order to be entitled to
damages, questions of fault or negligence do not enter into the
determination of eligibility for compensation. Rather, the claimant must only demonstrate that he or she nas suffered an adverse
effect as a result of participation in a University-sponsored study.

The program

voluntary from the viewpoint of the subject,
remedy if he or she
prefers. Thus, the individual may (or may not) recover mere in
the way of damages by filing suit, but only if University negligence can be established. By agreeing to accept the benefits
provided under the program, the individual avoids the necessity
of proving negligence and both parties avoid the cost of litigation.

who may

is

elect to follow a traditional tort

During most of the first phase of the program, the University
encountered no difficulty ir, maintaining the compensation coverage as part of its comprehensive general liability policy, which
is presumably a reflection of the minimal claim experience during that period.- The University had the same insurance carrier in
year: 2 through 7 (Aetna Casualty and Surety Company), and the
coverage was routinely induced in the annual renewal of the
insurance policy, with no real discussion at all in the later years.
However, in seeking alternative quotations from competing carriers, the University did find increasing unwillingness to provide
the coverage, and by year 7, one bidder (Insurance Company of
North America) specifically excluded it from their quotation. It
should be stressed, however, that the University's decision to
begin self-insuring the program in year 3 was in no sense a
consequence of the above-described trend, but was simply a part
of the University's over-all transition from commercial insurance
to self-insurance for most of its major liability exposures.

The costs of the compensation program and how such costs are
determined (e.g.. a flat rate, a charge per subject or per subject
day of exposure). Are particular protocols rated for risk? If so, do
these ratings play any role in the assessment of insurance premiums? Are risky projects excluded from coverage altogether?
During year 1 the cost was 50c per subject. In years 2 through
7 the insurance was a flat rate, estimated to be S35.0O0—
estimated because the figure was not distinguishable from the
total cost of the over-all insurance program of the University.
How the initial insuror determined the rate is not known.
Protocols are not rated for risk for insurance purposes. For
several months in the early 1970s, one of the University's institu-
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tional review boards rated the risk of each protocol reviewed
(over 80) in an effort to reduce the review time required for
annual renewals. This effort did not succeed as it was found that
perceptions of risk of the board members varied significantly,
even though it was considered a homogeneo'tj group. Assess-

ment of risk has not been a requirement of the insurors, although
the average length of time each subject was exposed to risk was
provided prior to issuance of the initial policy (see above). Risky
projects are not excluded from coverage as these are the ones
which contributed most to the concerns which led to the initial
procurement of the adverse effects insurance. Adverse effects
occurring in risky projects involving patients, however, require
special attention in order to establish that the effect is related to
a procedure which would not be performed as a normal part of
patient management and is not related to the natural course of a
disease or of an accident.
Experience with the compensation program

• Number and nature of claims filed
Thirteen claims have been filed against the adverse elfects
insurance. These are described under REPORT 1 (1 claim); RE-

PORT 5 (4 claims); REPORT 10 (1 claim); REPORT 13 (1 claim);
REPORTS 15(2 claims). 16 (1 claim). 17 (1 claim), 18 (1 claim); and
REPORT 21 (1 claim). By the end of year nine, a total of 17 claims
had been

filed.

.

• Resolution of those claims within the program

The following

indicates the resolution of each claim:

REPORT

1. The insurance company disallowed the claim
on a technicality, although other factors could have dictated the
same outcome. The company stater' ".
it would appear that
the ultimate amputation of [the clairm t's) right leg was the direct
result of cardiac catheterization pre; adure performed in connection with the program within whiclj (the patient) was enrolled
and for which apparently a grant \\l 1 been made to cover all
." It was not clear whether the grant involved (to the
costs.
Clinical Research Center) should cover the adverse effect as no
stipulation had been made in the insurance coverage for research
.

.

.

.

activities

supported thusly.

The

report

after the adverse effect. Further, the

was

filed

some months

adverse effect was the result

of a standard diagnostic procedure which was indicated even if
the patient had not been in the study. Also relevant to the insuror's decision

was

the fact that a different firm

had been selected

provide the University's insurance during the next year. This
was the first claim against the adverse effects insurance and the
only claim disallowed in the eight- year history. In the absence of
an insurance settlement, the Clinical Research Center covered
to

the costs.

REPORT

5.

Threp claimants were reimbursed

their expenses; the fourth claimant received Si, 550.

Si, 250 for
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REPORT
REPORT
REPORT

10.

Expenses of $410 were paid.

13.

Expenses of $38 weie paid.
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Expenses of $2 and $52 were paid; the costs of
hospitalization were covered by the Clinical Research Center.
.

15.

REPORT 16.
REPORT 17.
REPORT 18.
REPORT 21.

Expenses

were

of S25

paid.

Expenses of $48 were paid.
Expenses of $40 were paid.
Expenses of $249 were paid.

By the end

of year nine, a total of seventeen claims had been
paid, the largest involving a settlement of $10,000 for adverse
effect related to contamination of

equipment.

• Disputes regarding those reso/utions

and

Only the project described in REPORT 1 involved a dispute
view of the circumstances an appeal was not undertaken.

in

• adverse effects for which medical care or financial compensation were provided outside the formal compensation program, the reasons therefore, and how such care is
financed or accounted for
It is

known

that

some medical care and other

services are provided to subjects

who

professional

experience both antici-

pated and unanticipated adverse effects for which no claim is
made against the adverse effects compensation program. This
fact is reflected in the Status Reports described above. How such
cire is financed or accounted for is not reported to a central
ofSce, therefore this information is not available. The following
means are likely: time donated by the health professional; cosls
absorbed by a grant or contract, as appropriate, e.g. the Clinical
Research Center; and reciprocal services provided within the
health professions.
• Mechanisms for reporting the incidence of adverse effects
to a central office at the institution

Upon

approval of a research project covered by the adverse
is informed of the procedure to
follow should an adverse effect occur, that is, in the event of an
adverse effect which may result in a claim, an Adverse Effect
Report should be filed. Further, during the eighth momh of ^he
one-year approval period (whether new or renewal?, the investigator is sent a Status Report form which requests information on the number and types of adverse effects and on how they
were handled. The Status Report covers one year and is requested for all projects including those which have concluded.
effects insurance, the investigator

Information provided to prospective subjects regarding compenand any differences in thin
respect between different projects or types of research. IVhat are
the perceived responses of potential subjects to this information?

sation during the consent process,
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Do subjects informed of compensation program
differently from subjects not so informed?

seem

H
to

behave

Subjects axe not specifically informed about the selfinsurance program for adverse effects. As appropriate, they are
informed in the consent form that in the event of a physical injury
(or illness) as a direct result of study procedures, they will be
cared for by a member of the investigating team at no cost (or will
be referred fcr appropriate treatment at no cost). The responsibility for reporting adverse effects and for recovering costs
is placed on the investigator. This procedure works effectively
because subjects do not then have the added burden of making
a report and the concern of recovering expenses.

These procedures for claims against the insurance were esand take into account the variations in the
Workmen's Compensation model, the annual renewal of insurance required until June 1979, and the cumulative experience on
tablished in 1972

matter over time.

this

The

pay or remuneration for research subjects and the
on which this is computed. In particular, is the degree of

rote of

basis

risk a factor in the calculation?

The

University has no established rate of pay for research
institutional review board considers each application on its merits, with a special concern for undue inducement.
The application form submitted by investigators requests specific
information on inducements, e.g., payments, services, extra
course credit. To date only one alleged adverse effect has been
reported which may have been related to the S150 payment to
participants. REPORT 12 relates the incident.

The

subjects.

Informal comments from investigators indicate that the
ity to

abil-

which is seldom related to the risk inwhich influences financial inducements.

recruit subjects,

volved,

is

the factor

Blood withdrawal, for example, may provide SlO for a
liter sample because of the competition for donors.

fifty milli-

Financial compensation for participation in research
not widespread at this institution.

is still

In addition, drawing upon personal experience and knowledge,
contractor will advise the Commission regarding preferred or

most efficient methods for providing compensation for individuals injured as a result of participating in Federally conducted, supported, or regulated research*

Whether

it

is

feasible to provide

social or legal injury and,

if

compensation for psychological,

so.

how

such injuries should be

defined.

*The

comments represent the opinions

of the authors and
opinion of others within the institution.
institutional position has been taken on any of these issues.

following

do not necessarily

No

reflect the
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While it may be feasible to provide compensation for psychological, social, or legal injury, in general, such a program

would go beyond

the recognized needs of research.

The

reports

of adverse effects contained herein support this conclusion.

essential element in minimizing problems in these areas

is

The
ade-

quate informed consent, which includes all significant risko. The
risk of subpoena of research data, fur example, Ls of importance to individuals disclosing personal information on illegal
activities.
It may be desirable, however, to arrange a compensation
program which makes pi-ovision for exceptional claims involving
minors and others not competent to give informed consent. Special consideration might be given to meeting their needs in circumstances where an adverse reaction can be directly associated
with study procedures. Such consideration suggests that screening procedures for prospective subjects need to be given unusual

attention.

What limits shouid be placed
• Amount of compensation provided
In general, institutional policy should determine what limits,
any, should be placed on the amount of compensation
provided. As a minimum, however, compensation should be proif

vided for emergency medical care necessitated by an adverse
effect resulting from participation in human subjects research.

• Length

of lime following participation in

which claims may be

research during

filed

One year following participation in a research project is
generally a reasonable limitation to place on filing of claims;
however, reasonable exceptions to such a limit should be allowed. REPORT 14 provides information on a situation for which
there should be no time limit. Institutional policy should determine

this matter.

• Persons eligible

for payment [e.g.. survivors of wags-earner,
immediate family, e.g., parents, children of deceased subject
who was not a wage-earner, third parlies directly and adversely affected by subject's participation)

The basic purpose of the compensation program should be to
prevent economic loss to the subject and those who are [or may
reasonably be expected to become) financially dependent upon
the subject. Therefore, immediate family members and dependents of a wage-earner who becomes permanently incompetent or is fatally injured as a result of participation in a research
project should be eligible for payment; parents of a minor deceased subject or minor children of a deceased subject who is not
a wage-earner should also be eligible. Third parties should not be
eligible for payments. Details of such coverage should be the
responsibility of each institution conducting human research.

-
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on compensation of

A national policy setting minimum requirements for coverage which individual institutions could voluntarily meet
through self-insurance, procured private insurance, or procured
national insurance would be acceptable. It is difficult to state that
a national policy would be desirable, as a lack of information
makes it difficult to assess the impact this would have on institutions performing limited research with few resources.
The

A

type of

mechanism which could best implement

that policy:

federal model similar to workers' compensation;

Private insurance through existing insurance companies:
Self-insurance:
Joint insurance pools in which individual research institutions
could participate; or

Some

other model or combination of approaches.

Assuming a national policy with minimum requirements for
insurance, the ideal approach would be to allow each institution
to select a suitable plan utilizing self-insurance; joint insurance
pools; private insurance: or a federal plan: or a combination
thereof. The freedom to select a plan is important in that many
institutions will wish to cover injuries for all human research,
including that which is not funded by the Federal government,
and in that variations in the governance of institutions make a
uniform requirement difficult if not impossible to implement. A
model program might include procured private insurance with a
deductible clause, the cost of which could be covered, if needed,
by self-insurance: with a back-up of Federal insurance if the
institution judges that the insuror has denied a legitimate claim
and the claim exceeds the institution's deductible allowance.

A Federal compensation plan then is desirable, not as a
mandator)' plan but as an option available for sole coverage or as
a backup to another plan. If a Federal model is patterned after
Workmen's Compensation, special consideration should be given
to

unemployed

subjects, children,

and the

elderly.

The burdens imposed on researchers and the institution by the
existence of the compensation system and the responses to these
burdens over time (e.g., to the extent concerns were expressed at
the outset, what has been the effect of participating in the pro-

gram over a period of years?).
The burdens of the compensation system have been negligible compared to the enormous relief many have felt by the
establishment of an insurance plan for human subjects. Indicaconcern for risks to subjects was the high response rate
survey on adverse effects conducted in 1971 (see
above). By placing the responsibility for reporting adverse effects
tive of the

(80%)

to the
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on the investigators, the potential for falsified claims has been
reduced to zero. Investigators who are aware of the funding
source for the insurance (primarily through indirect costs recovered by the University for grants and contracts) have expressed enthusiasm for this investment. The time-consuming
aspects of the program have been the establishment of the initial
plan, consideration of the coverage for self -insurance, and
responding to inquiries from other institutions.

Perceived ethical obligations of researchers, their sponsoring
or the funding agency, to subjects injured as a result
of participation in the research. To what extent are these obligations affected by the presence of absence of negligent behavior
by the researcher?
institutions,

Researchers, sponsoring institutions, and companies which
benefit from the testing of products have an ethical obligation to the subjects of their research. The responsibilities of
individual researchers, however, should be limited to providing
subjects with a full disclosure of procedures and risks in their
oral explanations and in the written consent forms and to providing immediate professional attention, as appropriate, in response
to an adverse effect. Reimbursement of expenses and other related payments should be borne by sponsoring institutions and
companies. Negligent behavior on the part of researchers should
not be provided for through a no-fault compensation program.
Professional liability insurance and general liability insurance
should provide this type of coverage.

may

Compensating

272

Attachment

for

Research Injuries: Appendix

H

A

51.08.100 "Injury," "Injury" means a sudden and tangible happening, of a traumatic nature, producing an immediate.or prompt
result, and occurring from without, and such physical conditions
as result therefrom [1961 c 23 section 51.08.100. Prior. 1959 c 308
section 3; 1957 c 70 sec'ion 12; prior 1939 c 41 section 2, part; 1929
c 132 section 1. part; 1927 c 310 section 2. part; 1921 c 182 section 2. part; 1919 c 131 section 2. part; 1917 c 120 section 1. part;
1911 c 74 section 3, part; RRS section 7675. part.)

Time limitation for filing application or enforcing
claim for injury. No application shall be valid or claim thereunder enforceable unless filed within one year after the day
upon which the injury occurred or the rights of dependents or
beneficiaries accrued. [1961 c 23 section 51.28.050. Prior. 1927
c 310 section 6. part; 1921 c 182 section 7, part; 1911 c 74 section
51.28.050

12, part;

RRS

section 7686. part.)

Time

limitation for fifing claim for occupational disease. Claims for occupational disease or infection to be valid and

51.28.055

compensable mrst be filed within one year following the date the
worker had notice from a physician of the existence of his or her
occupational disease, without reference to its date of origin. [1977
ex.s. c 350 section 34; 1961 c 23 section 51.28.055. Prior 1959 c 308
section 18; prior 1957 c 70 section 16 part; 1951 c 236 section 1.
part.]

Attachment B

RESEARCH PROGRAM VOLUNTEERS ADVERSE EFFECTS
IT IS

AGREED THAT:

any volunteeer participating in an authorized research program conducted by the named insured shall sustain injury, in(1)

If

cluding death resulting, therefrom, while participating in such
program, the company shall pay on behalf of the named insured
an amount equal to the compensation and other benefits which
would have been payable under the Washington VVorkmens
Compensation Law had the injured volunteer and the named
insured been subject to such law with respect to this program.
(2)

The coverage afforded by

injury or death

which gives

this

endorsement does not apply to
claim under any work-

rise to a valid

mens compensation or occupational
The benefits payable on account

(3)

to

such person or persons as would

disease law.
of such injury shall be paid
have been entitled thereto
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under the Washington Workmens Compensation Law, provided,
however, that as a condition precedent to any such payment, the
injured volunteer, or in the event of his incapacity, his legal
representative, or. in the event of his death, his legal representative or the person or persons entitled to sue therefore, shall
(1) execute such full and binding release of all claims against the
insured and the company on account of such injury or death as

may be

required by the Company, and (2) assign to the company
claims or judgments or the proceeds thereof which he or they
may have or recover against any person who or organization
which is or may be liable on accourjt of such injury or death and
execute such other documents as the company may require to
enable it to enforce such rights or collect such rights under any
such assignment in its own name or in the name of the injured
volunteer, or to make such negotiations and settlement as may be
deemed expedient by the company but the company shall not be
obligated to enforce such rights. In the event of any recovery or
settlement the company shall pay the proceeds thereof, less payments hereunder and all expenses incident to such recovery or
settiement to the person or persons entitled thereto.
all

any person entitled to payment under the coverage afthis endorsement shall refuse to accept such payment
and to comply with the terms and conditions set forth above or if
any person shall commence any proceedings at law, in equity or
in admiralty, except for such payment, seeking damages from the
insured or the company on account of such injury, the company's
liability hereunder with respect to such injury is thereupon
(4)

If

forded by

terminated.

C
PROPOSED POLICY ON COMPENSATION
FOR ADVERSE EFFECTS TO HUMAN SUBJECTS

Attachment

Addition
I.

A.

to

Volume

I.

University

Handbook

Ch. VI (new):

APPLICATION OF PROGRAM
The

University"s adverse effects compensation program is
to apply to projects carried out by University personnel
and under University sponsorship. To be covered, the project
must also be one which has been approved in writing by the

intended

Universirys

Human

Subjects Review Commi»'ee.

The program

applies only to adverse effects resulting from the study procedure
itself.
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SCOPE OF COMPENSATION
Compensation under the program is intended to be on a
(i.e., the claimant need not demonstrate Univer-

"no-fault"' basis

and

is designed as a substitute for the-voluntary from the viewpoint nf the
claimant, who must agree to give up his or her right to pursue a
traditional tort action in order to receiv? the benefits provided
under the program.

sity fault or negligence),

traditional tort system.

The

It is

benefits to be provided are as follows:

1. Ail medical expenses immediately and directly associated
with the adverse effect, up to a maximum of S10.000.
2.

agreed

Such
to

additional expenses or compensation as

by the

may be

parties.

If the claimant is unwilling to give up his or her right to sue.
then the matter will be handled as a traditional tort claim and

will

C.

be settled or defended on

that basis.

CLAIM PROCEDURE

If an investigator believes an adverse effect has occurred,
he/she shall immediately prepare a report summarizing the
background, nature and result of the adverse effea. The report
shall be submitted to the Human Subjects Office and the Office
of Risk Management, who may consult with representatives of
the Attorney General's Division and the Human Subjects Review
Committee which reviewed the project involved, in making a
determination as to the applicability of the compensation program. If the situation is one for whicn compensation is appropri-

the Oftice of Risk Management will arrange for paying the
applicable benefits and securing a release from the subject.
ate,

believes an adverse effect has occurred, he or
independently prepare a report containing the information mentioned above to be submitted to the Human Subjects
Office and Office of Risk Management, and a determination as
to applicability cf the compensation program will be made. If
compensation is appropriate, it will be arranged as described
above: if it is not, the subject will be so notified. Any such report
must be submitted within one year of the occurrence of the adverse effect.
If a subject

she

may

Incidence of Injury
During Clinical

Pharmacology Research
and Indemnification of
Injured Research
Subjects at the Quincy
Research Center
John D. Arnold, M.D.*

Incidence of Injuries

Number of Research Protocols Covered Since the
Start of th<j Compensation Program
Research subjects participating in more than 230 ptotocols
have been covered under (he compensation program since its
beginning in 1075 (Table i). Roughly two-thirds of the covered
protocols ha e enrolled healthy adult male volunteers, while
remaining protocols have enrolled adult male and female volunRepresendrugs studied within the various protocols have
typically been analgesics non-steroidal anti-inflammatory drugs
(N'SAIDs). ai.'ibiotics. antihypertensives, neuroleptics (psychoactive), muscle relaxants, antiarrhythmic? and even pesticidai
agents. Types of protocols have typically oeen those having objectives of drug safety, tolerance, pharmacokinetics, and efficacy
teers with a variety of pre-existing medical conditions.

tative types of

characteristics within single-

and multiple-dose designs, while

protocols having objectives of methodology testing, drug excretion characteristics, and the comparison of drugs manufactured
by different processes have also been undertaken. Many protocols with safety objectives conducted at the

Quincy Research

Center have introduced investigational drugs into

human

sub-

jects for the first time.

Number

of Research Participants, Demographic
Characteristics, Protocol Completion,
and Duration of Participation

More than 5000 normal and outpatient volunteers in roughly
equal numbers have participated in Phase I and Phase II through
* Director.

Quincy Research Center, Kansas

August 1980

City, Missouri.
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Quincy Research Center
compensation program (Table I). Participating volunteers have, for the most part, come from 'he general population of Kansas City, Missouri, and surrounding afeas.
IV drug

testing,

since the

start

respectively, at the

of the

In general. Phase I participants have been males, 18 to 50
years of age. have not deviated by more than ±10% from the
ideal weight for their respective heights and frame sizes, and
have been without clinically significant disease in any organ or
physiological system at the onset of their research participation.
Additional inclusion requirements for various Phase I protocols
have typically consisted of no history or current evidence of
alcohol or drug abuse, no recent (7 to 30 days) history of taking
prescription, over-the-counter (OTC). or investigational medication, and no clinically significant laboratory test results which fall
out of the investigator's established normal ranges for the various
parameters. Women of child-bearing potential are routinely excluded from both Phase I and Phase II through IV protocols.
Participants in Phase II through IV drug efficacy research
have typically been males and females. 18 to 70 years of age with

the majority of participants in the 40 to 70 year age range (although one protocol assessed the effectiveness of an anti-allergy
medication in children), and have started protocol procedures
with a variety of pre-existing health conditions as required by
their respective protocols. Various protocols have selected par-

who have been diagnosed

as having rheumatoid aracute and chronic pain, hypertension, acute
and chronic allergies, coryza (coid or flu symptoms), gastrointestinal disturbances, and other clinical!;: significant medical
conditions. In many instances, participants have been required
by protocol to terminate other dni£ therapies previously prescribed to control their medic?! conditions.
ticipants

thritic, osteoarthritis,

Concomitant medications have been and continue to be
when necessary during the conduct of research
protocols for the management of intercurrent illnesses and complaints secondary to participants' primary medical conditions.
Moreover, strict monitoring of participants' health status has
been routinely conducted throughout the course of all research
protocols, and decisions by the investigator regarding participants' continuation in and completion of protocols have derived solely from ongoi
evaluation of participants' state of
freely available

•>

health.

Data on protocol u. npletion by research participants
(Table I) indicate a slight./ greater completion rate by normal
volunteers (90.41%) in Phase I p\otocols than by outpatients
(86.577c) in Phase II through IV protocols. Numbers of noncompleting participants due to reasons of protocol violation, noncompliance, personal reasons and others were virtually identical
for normal and outpatient participants, while outpatients not
completing protocols due to clinically significant side effects or

r
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other medical problems were more than twice as great in number
as their normal counterparts (154 versus 69 non-completers, respectively). Specific clinical events resulting in early termination
of normal and outpatient participants from protocols are listc J
Table III and are discussed in detail under Descriptive Data on
x""
Clinical Events below.

m

Table I additionally indicates that the duration of research
subject participation in compensable protocols was 81,490.5 subject days, including 35,881.5 subject days for Phase I normal
participants and 45,609 subject days for Phase II through IV
outpatient participants (outpatient duration data were based on
59 of 78 protocols and on 1659 of 2478 participants evaluated as
of the date of issue of the present survey; data from remaining
protocols and participants are currently under evaluation). The
average number of total subject days per protocol was more than
three and one-half times as great for Phase II through IV outpatients as for Phase I normals (773.03 versus 239.21 total subject
days per protocol, respectively). Moreover, the average number
of days per subject per protocol was almost twice as great for
outpatient participants as for normal participants (25.93 versus
13.83 days per subject per protocol, respectively). Based on the
available data, it is possible to nroject with some confidence that
complete evaluation of remaining outpatient protocols will support the conclusion that the total duration of research participation for outpatients is almost twice as great as that for

normal participants.

Descriptive Data on Clinical Events
Clinical events defined. Clinical events, as defined within
the context of the present survey, refer to any clinical signs and
symptoms reported by researcn participants or observed by medical staff from the point in time at which participants began
pre-protocol procedures until their discharge from respective
protocols. Criteria for inclusion of reported or observed cents
within the present survey were that events (1) must have
>en
recorded in participants' permanent case reports or (2) must have
been documented, if occurring after protocol completion, in
investigator-sponsor correspondence or in Food and Drug >dministration adverse reaction reports (form FD 1639). Prim ry
sources of clinical event documentation, due to the considera, ifl
numbers of evaluable protocols, were the clinical investigato/-' i
final reports, which traditionally provide a second source? of comptete event documentation without regard to event triviality oi
pre-existence and which reliably reflect events recorded in participants' case reports. In the event final reports were unavailable, and for protocols for which particularly significant or
peculiar events were noted (for example, refer to Psychoiogj'cai
and Social Injuries below), participants' primary case reports
,

i

?

\
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No further limitations were imposed on the inclusion of clinical events data within the present survey.
were examined.

Abnormal

from clinical laboratory evaluations (that"
out of the investigator's normal ranges for laboratory parameters) were not expressly included per se within the
definition of clinical events employed in the present survey.
is,

those that

results

fell

Although constituting a potentially rich source of information
regarding specific physiological systems responses to drug administration and participation in pharmacology research, laboratory anomalies were not examined due to their volume unless
directly instrumental in such participant sequelae as early
participant termination from protocols and diagnoses of undiscovered disease states such as hepatitis. A vast majority of
abnormal laboratory results did not result in participant sequelae
such as these and are, thus, not represented within the survey.

Noteworthy within contexts of ethical obligations to research
and scientific obligations in the pursuit of high quality research, as perceived by the Quincy Research Center, is
the need for strong commitments by clinical investigators to
follow-up to resolution any abnormal test results or adverse
events experienced by participants. Without regard to test results
or clinical event triviality or etiology, all such occurrences have
been followed up at this center until stabilized resolution has
been achieved or until additional medical sequelae such as
hospitalization or additional care and consultation have been
required. The Quincy Research Center has provided, and has
assumed responsibility for costs incurred as a result of. follow-up
participants

and immediate medical care conducted by medical and laboratory staff
at the center. These self-insurance costs are calculable but have
not been completed within the limitations of available time and

clinical laboratory evaluations, therapeutic intervention,

resources for the present survey.

should also be noted that no conflicts between the
and research participants are allowed to remain
unresolved regarding responsibilities for additional, nonimmediate, medical work not required by protocols. When
clinical events have been determined to be related neither to
drug administration or
protocol participation, participants'
private health insurance has been requested to cover these additional costs. When events have been shown to have some degree
of drug- or participation-relatedness, the center has assumed
responsibility for costs. When events have been neither drug- nor
participation-related and the participant has had no private insurance, compassionate assumption of costs by the center has
occurred. In some instances, such costs assumed by the center
have been reimbursed by sponsoring pharmaceutical companies.
It

investigator

Original data collection procedures. In general, original
data collection procedures differed slightly for

normal and out-
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patient participants. Phase
safety, tolerance,

I
protocols with objectives cf drug
pharmacokinetics and others have been con-

in normal participants who have remained cloistered at
the Quincy Research Center for the duration of their respective
protocols. Protocol durations have typically ranged from 4 to 6

ducted

hours for some bioavailability studies to as much as 10 weeks for
more complicated studies requiring chronic dosing. While inhouse. normal participants remain under 24-hour observation by
professional medical staff. Overt clinical events are, therefore,
immediately observable and verifiable. By contrast, most
Phase II through IV protocols are conducted on the basis of
outpatient participant visits to the testing facility at periodic intervals, typically weekly or bi-monthly although some exceptions
occur, over durations of up to two years. Clinical event documentation for outpatients relies, therefore,

on participant

recall of

events during the previous interval and, for some protocols, daily
event diaries completed by participants. Confirmation of these
events is not possible unless accompanied by overt abnormalities
noted during participant visits via clinical laboratory work,
physical examinations, or specific physiological systems reviews.

Evaluation strategies. For the purposes of the present survey, specific strategies with regard to clinical event evaluation
were necessary. To insure comparability of data reflecting incidence of clinical events with data on subjects' duration of participation, frequencies of clinical events were tabulated on an
event per day basis. Thus, if a research participant complained of
nausea, vomiting, two headaches, and four loose stools during a
single non-directive interview for occurrence of clinical events,
frequency counts for the four separate event categories were
incremented by 1, 1, 2, and 4 instances, respectively. If a participant complained of an intermittent headache throughout a

20-day

trial,

frequency counts for headache were incremented by

20 instances.

Secondly, comprehensive protocol evaluation, including all
data categories as listed in Table I through VII, has been conducted to the extent possible as of the date of issue of ihe present
survey. Several protocols, particularly those employing outpatient participants, have yielded less than complete sets of data.
Thus, while 147 of 153 (96.1%) completed Phase I protocols and
2573 of 2596 (99.17c) normal participants have yielded highly
specific data on the incidence of clinical events, 49 of 78 (62.8%)
completed Phase II through IV protocols and 1199 of 2478 (48.4%)
outpatient participants have yielded clinical events data (Tabie
II). Where appropriate, numbers of protocols, participants, and
total subject days upon which event incidence data are based are
clearly indicated. Results of the present survey may be viewed as
virtually complete and conclusive for Phase I normal participants
but as yet tentative and. therefore, only suggestive for Phase II
through IV outpatient participants. Comparisons between nor-
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mals and outpatients have been made for heuristic, rather than
definitive, purposes.

and

Additionally, the development of a comprehensive data base
breakdown of clinical events into separate physical

resultant

or physiological categories by treatment groups ch periods (i.e.,"
drug vs. placebo) has not been possible within the context of the
present survey. Where the occurrence of clinical events (e.g.,
nausea, vomiting, hepatitis, elective surgery) resulted in such
participant sequelae as early termination from protocols, death,
hospitalization, participant referrals for additional medical care
and consultation, or therapeutic intervention, or such protocol
sequelae as early termination of the protocol or alteration of the
experimental design and/or drug administration schedule, these
clinical events have been specified. Otherwise, simple frequency
counts of undifferentiated clinical events were mz.de.

Clinical events: incidence

and descriptive data. As Table II
have been reported by

indicates, a total of 12.391 clinical events

3772 normal and outpatient participants in 196 evaluated protocompensation program at the Quincy
Research Center. Normal and outpatient participants taken together, clinical events incidence data are available from 65,089
subject days of participation.
cols since the start of the

Based on the available data, average numbers of clinical
events per protocol were almost twice as great in outpatients as
in normals (98.02 vs. 51.62 events per protocol, respectively),
while numbers of events per participant were 357c greater in
outpatients than in normals (4.01 vs. 2.95 events per participant,
respectively). Interestingly, additional descriptive data revealed
that, on the average, a single clinical event was reported by
normal participants for about every 5 subject days of participation, while a single outpatient event was reported for about
every 6 subject days of participation.
Significant clinical events with sequelae.

indicates the

numbers

of

during and subsequent

more

Table

II

(item C)

significant clinical events noted

the conduct of research protocols
and protocol sequelae. In
general, these data support the conclusion that the conduct of
Phase II through IV protocols is inherently beset by greater incidences of primary disease states in outpatient participants by
reason of efficacy testing objectives which require pre-existing
disease states in selected participants, in all likelihood, by reason
of the greater average duration of research participation, and by
reason of the more advanced age of these participants. It is
probable that the presence of these primary disease states was
instrumental in producing greater numbers of early participant
termination from protocols, death, and hospitalization. Secondly,
descriptive data on participant referrals for additional medical

which resulted

to

in various participant
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care and consultation as well as data on early termination of
protocols and protocol design alteration tentatively support the
conclusion that many clinical events occurring during the conduct of Phase I protocols result from toxicity of new investigational drug entities at this early stage of drug research in

human

subjects.

Although normal and outpatient volunteers

numbers both

in

roughly equal

participated in research protocols and (2) terminated early from protocol participation by reason of noncompliance, protocol violation, etc., more. than twice as many
outpatients as normals failed to complete their respective proto(1)

cols by reason of the occurrence of clinically significant side
effects or other medical problems (Table I). Table III lists num-

bers of normal and outpatient participants who terminated from
protocols early due to similar clinical events, due to dissimilar
clinical events, and due to as yet undefined clinically significant
side effects or other medical problems. Although definitive conclusions regarding participant termination data await the fun
description of undefined events, the trend in the data appears to
clearly indicate the prevalence of complications for the conduct
of outpatient protocols arising from the presence of primary,
probably pre-existing, disease stales. Discovery during clinical
trials of such outpatient complications as the presence of malignancies, events requiring elective surgeries, diverticulosis, polymyalgia, biliary colic, hypertensive crisis, congestive heart
failure, flare arthritis, the need for bilateral knee replacement,
and cerebrovascular accident (stroke), and the relative paucity
of sLnilar events serving lo complicate Phase I trials in
normal participants, appears to define a clear trend of
greater complications from disease states neither drug- nor
participation-related.

Data reflecting the greater numbers of serious clinical events
than in normals resulting in death (Table IV) or
hospitalization (Table V), while of low apparent incidence in
outpatients (0.24 9* and 1.43%, respectively), document the extent
of complications arising from the presence of primary disease
states. All participants who expired during the conduct of their
respective protocols had received investigational medications for
periods of time ranging from approximately 3 days (one patient
who committed suicide: no evidence is available to indicate that
this patient actually took drug) to more than 2 years. None of
these events were thought to be drug-related by the investigator,
the pharmaceutical sponsors for respective protocols, or consultant physicians and pathologists not otherwise associated with
the testing facility. The available data suggest that the incidence
of occurrence of death from probably pre-existing disease states
may be as high as one death for every 12 protocols or 413
in outpatients

outpatients.
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Events requiring outpatient hospitalization also appear to
the presence of primary disease states in older participants, significant medical events to which the great majority
of younger, normal. Phase I participants are not subject. Only 7
reflect

of 30 specified events requiring hospitalization of outpatients (5
instances, of gastrointestinal problems and single instances of

hematuria and syncope associated with black

stools)

could con-

ceivably, though not definitely, be related to drug administration

or to participation in protocols. By contrast. 3 of the 5 events
resulting in hospitalization of normal participants (single instances of drug rechallenge, extrapyramidal symptomatology,
and seizure) could have conceivably been drug- or participationrelated. Available data suggest that the incidence of events
requiring hospitalization of outpatients may be as high as one
hospitalization for every 2.17 protocols or 68.9 outpatients. By
comrast, hospitalization of normals appears to have occurred at
an incidence of one hospitalization for every 30.2 protocols or
519.2 normal participants.
Single instances each of outpatient participants' disability
loss of work time were noted during the survey, while no
similar events were noted for normal participants (Table II).
Clinically significant opacities were detected in both eyes of one
outpatient; this event was subsequently iollowed by the award of
a temporary total disability status to the individual by the Veterans Administration and was not drug-related. One outpatient's
loss of work time was due to shakiness and unsteadiness upon
standing, an elevation in heart rate, and lightheadedness. These
events were not thought to be drug-related.

and

A

second suggestion

is apparent from data on significant
events with sequelae. Descriptive data regarding referrals of participants for additonal medical care as a result of
significant clinical events indicate that referrals were greater in
number for normal participants (53 referrals) than for outpatients

clinical

(28 referrals). If the direction and magnitude of this comparison
persist through completion of the survey of research protocols,

the data
cols
icity

may

support the intuitive conclusion that Phase

expose norma! participants
reactions to

new

I

proto-

to greater risks of possible tox-

investigational drug entities, resulting in

the greater incidence of clinical events requiring additional medical care and consultation for normal participants than for outpatient participants. Of possible heuristic value is the finding that

10 of the 28 outpatient referrals indicated in Tables II and IV
were noted during evaluation of the 49 completed outpatient
protocols (including 1199 outpatients) which have provided specific incidence and descriptive data on clinical events; of the 18
remaining referrals. 10 referrals have been noted during preliminary evaluation of current outpatient protocols. Thus, if the
same incidence rate of occurrence of outpatient referrals persists
throughout remaining protocol evaluations, few additional such
referrals would be expected.
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Stronger support for the suggestion of greater Phase I drug
is apparent from descriptive data on clinical
events resulting in early termination of research protocols and in
intra-study alteration of protocol designs and/or drug admin stration schedules (Table II). Eleven (11) of 153 Phase I protocols
were either terminated or altered due to significant drug-related
clinical events (7.2% of completed protocols), while a single
Phase III protocol was similarly teminated (1.3%). Clinical events
producing these protocol sequelae included the appearance
of bizarre behavior and behavioral patterns in one instance
associated with severe headaches, nausea, vomiting, and gastrointestinal disturbances requiring significant therapeutic intervention (3 protocols: refer to Psycho/cgicaJ and Social Injuries
below), severe orthostatic hypotension (2 protocols), complexes of
clinical events including sedation, dizziness, lightheadedness
and, in one protocol, associated nausea and significant changes
in cardiovascular parameters (2 protocols), and single instances
each of significant anticholinesterase activity (due to dermal
application of a pesticidal agent under conditions of high temperature and humidity), significant inhibition of platelet aggregation
activity, severe dystonia, and severe gastrointestinal disturbances
including diarrhea, nausea, and vomiting. Early termination
of the single Phase III protocol occurred due to severe
toxicity effects

;

gastrointestinal disturbances. Interestingly, early termination or

alteration of Phase I protocols did not appear to be associated
with instances of hospitalization of normal participants since
only a single subject who had participated in an altered protocol
was eventually hospitalized; the reason for this action was to
rechallenge the subject with drug doses previously administered
him during the protocol. Hospital charges for this drug
rechallenge (more than $1200} were assumed by the pharmaceutical company that sponsored the original protocol. By contrast, 34 events requiring therapeutic intervention and 4 events
requiring additional medical care and consultation were no^d
from terminated or altered Phase I protocols. One outpatient
from the single terminated Phase III protocol required both additional medical care and consultation as well as hospitalization for
ulcer.

Table VH lists significant normal and outpatient clinical
events for which, in the investigator's judgment, therapeutic intervention was required. No definitive conclusions may, as yet
be drawn from these data. It may be noted, however, that therapeutic medications drawn from the investigator's clinical supplies were empbyed to resolve these events and that participants
were not charged for these costs.

Psychological and Social Injury

A

wealth of objectively definable and measurable physinformation is currently available which may be
brought to bear on the problems of defining actual and predicting

iological

Compensating

284

for

Research

Injuries:

Appendix

I

potential physical injury to research participants. Moreover,
much is known regarding therapeutic control of such injuries. By
contrast,

little

information

and indicate therapies

is

for.

available to facilitate definitions of,
psychological and social injury to

participants in research.

tial

Throughout the recent 40-year period of rapid and substangrowth in the pharmaceutical industry, the successful devel-

opment of new drugs and therapies to alleviate human suffering
and control disease states has been predicated primarily on
safety and tolerability characteristics of new drug entities as well
as their efficacy. Current operational definitions of drug safety

and tolerance draw heavily from- both objective physiological
evaluations, including results of clinical laboratory examination
of blood, urine, fecal, and tissue specimens and physicians' find-

on physical, electrocardiographic, electroencephalographic,
ophthalmologic, audiographic, and vestibular and nervous system evaluations, and subjective reports by research partic jants
of adverse and other clinical reactions to drug administration.
Comparisons of objective results with existing physiological data
bases and normal ranges have been, in part, instrumental in
determining safety and tolerance characteristics. Comparisons in
attempts to infer drug safety and tolerance characteristics from
subjective participant data, however, have been limited due to
lack of comprehensive data bases and reference, or normal,
values. Thus, in light of current objectives regarding indemnification programs for injured research subjects, a strong need
exists to develop such reference data bases for clinical events
experienced by subjects as well as the conceivably more subtle
and extensive psychological and social effects of investigational
drug administration and "~*earch participation.
ings

:° nted u'. the Quincy Research CenSeveral incidents dc
may serve 10 indicate areas of concern that are
conceivably psychological and/or social in implications. Incidents have been identified that appear to derive directly from
drug administration or indirectly from participation in research
in a cloistered environment. Contextual foci of concern regarding
direct and indirect effects of protocol participation are individual
research participants themselves, clinical investigators and staff
at refearch institutions, immediate families of research par.

ter since 1975

ticipants,

and

society in general.

During the conduct of a base I crossover bioavailability
study of 3 preparations of the same potent anti-psychotic medication, in addition to subject complaints of mild to severe sedation,
many complaints related to anxiety or depression (including restlessness, nervousness, tenseness, and jittery and fidgety behavior) were noted throughout the study.
Moreover, several
instances of strange behavior or behavior possibly indicating
confused and/or disoriented thinking or abnormal mental states
were noted- Nine subjects could not complete the study due to
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these effects, and 5 subjects were given a Benadryl antidote for
selected symptoms. One subject became impatient and angry
within 2 hours post-dose and became anxious and left the center
shortly thereafter against the strongest of medical advice stating
"I've got to go.*' A second subject reported headache, complained
of being cold, became very angry and irritable, and fled the
center against medical advice on his motorcycle within two and
a half hours after drug administration. This subject was located
by phone at home later that evening; he explained that he did not

know what came over

him, that he had become very angry and
compelled to leave the center. A third subject stated that he
became very angry within 2 hours after drug administration and
felt that he "wanted to hit someone" but did not know why. This
subject was given the Benadryl antidote but failed to return to
complete the protocol. A fourth subject complained of feeling
drowsy, jittery, uncoordinated, ill at ease, and subsequently became severely sleepy and fell asleep in bed with a cigarette
burning in his hand. A fifth subject, within 2 hours post-drug,
complained of severe anxiety and involuntary sexual arousal
requiring masturbation for relief. The medical staff noiiced
involuntary torticollis (without muscle spasms) and trunkal
dystonia, and the subject later stated "no one understands what
is happening to me" and failed to return to the center to complete
the protocol. A sixth subject voiced no complaints after the initial
dosing but was found to have disappeared from the center sometime during the day. A phone call made to the subject's home was
answered by his mother who was very anxious and would not
allow staff to speak with him. The subject had told his mother
that "the drug was just too much for him.
felt

'

The above example

is

extieme and does not represent the

QRC but illustrates direct
drug effects that have both physiological and psychological components. Of concern both for ethical and, hypothetically, compensation purposes were the research participants themselves
(due to anxiety, depression, other individual symptoms, and falling asleep in bed while smoking], the investigator and staff of the

vast majority of protocols conducted at

to one subject's potentially aggressive behavior), the
immediate family of one participant (due to the perception of
actual or potential harm to the participant from investigational
drug ingestion), and society in general (due to one subject's flee-

center (due

ing the center via motorcycle).

The conduct

of two additional protocols employing normal
and a benzodiazepine compound known to have
potent sedative, hypnotic, and anti-convulsant properties illustrates additional events which have potential psychological and
social implications. Within one protocol, one man who received
drug exhibited unspecified bizarre behavior, was uncooperative
and hostile, and had to be isolated from the other participants in
this study reportedly due to their resentment of his behavior. Two
additional subjects showed high anxiety levels during par-

participants
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were attributed to marital problems and stressful,
personal relationships. One of these men had shown considerable adaptation problems at the onset of the study and also
seemed to show separation anxiety prior to his discharge from the
center. During the study, he was restless and over» oi*.ative andseemed to experience considerable difficulty in controlling his
impulses. The other man showed many signs of social maladjustment, felt isolated, had low self-esteem, and seemed depressed. Three other subjects reported weird or vivid dreams,
while one subject lost consciousness at 60 hours post-drug and
had a tonic-clonic seizure which lasted about four minutes.
Follow-up evaluation revealed no repetition of the event or any
other abnormality.
ticipation that

,

Five days after completion of the second protocol, one subreceived drug was in a bar and had been drinking
an unspecified amount of alcohol when he became uncomfortable and began to stagger. Within the next half hour, the man
had two seizure episodes and was confused and disoriented but
responsive in the interim. Electroencephalographic evaluation
was found to be normal without epileptiform activity. These incidents represent particularly difficult problems both for the subject and for the clinical investigator. First, this episode occurred
after the man had been discharged from the center. Its description thus depended on the recollection of the subject and on the
observations of his companions. Second, the seizure occurred
five days after this person had stopped taking the investigational
medication, and the investigator could not obtain any reliable
information regarding products other than ethanol which the
subject might have taken during this period. Third, the seizure
apparently occurred while this man was drinking, but the
amount of alcohol ingested was unknown. The delay between
discontinuation of the investigational medication and the seizure,
and the occurrence of the seizure while drinking, would suggest
that the seizure probably was neither a withdrawal reaction nor
a direct drug effect. The lack of reliability of the observation and
the many uncertainties surrounding its possible causes make it
difficult to draw a firm conclusion regarding this episode. Nonetheless, the episode is of considerable concern because it
occurred in relatively close temporal association with the ingestion of investigational drugs. The episode also dramatically illustrates a situation that may be termed the "long chain of events"
problem faced by clinical pharmacology investigators potentially
in every instance in which investigational materials are given
to research subjects. This problem is not new to clinical
ject

who had

investigators.

Additional incident document strongly social implications
ves and lifestyles outside the confines
of the testing facility and o
n force consideration of the "long
chain of events" problem w
n the context of both ethical and
compensation obligations to i "search subjects. While there are
for research participants

:

:

.
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use of cloistered, nonto
the
normal volunteers during early stages of drug
research, as described elsewhere (John D. Arnold, M.D., Alternatives to the Use of Prisoners in Research in the United States.
Paper prepared at the request of the National Commission for the
Protection of Human Subjects of Biomedical and Behavioral Research), incidents described below reveal the potential for grave
social risks and injury due to "career" normal participants' habituation to the research job and the possibly-related development
of certain risky lifestyles. In general, the class of normal volunsubstantial

advantages

institutionalized,

teers

who

participate in research at the center are either chroni-

cally or periodically

unemployed, do not have bank accounts, are

typically accustomed to dealing with financial matters in cash

upon their discharge from protocols, typically cash
honorarium checks immediately -at local banks.- A si'uation
such as this renders discharged participants particularly vulnerable to assaults and crimes against them both from individuals
unknown to them and from acquaintances who have also participated in research at the center. One such instance of the latter
type, in which one participant was killed during a robbery attempt by another participant within hours after their discharge
from the same protocol, caught the center by complete surprise.
As a result and in an attempt to cut the "long chain of events" of
only, and.
their

potential indirect responsibility of the center for future occur-

rences such as
ified to

more

this,

participant selection procedures

were modabnormal

effectively screen out volunteers having

or incompatible current mental states of health regarding research in a cloistered environment and anti-social tendencies or
behaviors and personality disorders.

Several incidents documented during or subsequent to the
conduct of Phase II through IV protocols employing outpatient
volunteers may be no less dramatic than those cited above and
indicate different areas of considerable concern to the clinical
investigator, one of the most predominant of which is associated
with outpatients' primary disease states (physical and, presumably, otherwise). As described under Significant clinical
events with sequelae, two outpatient participants who had
received investigational medications took their own lives.
According to expert medical opinion, these events were, in all
probability, not related to drug administration; however, the
presence of the pharmaceutical companies, the drug testing facility, and the presumed ingestion of investigational medications in
chains of events leading to these two suicides are unmistakable.
Thus, although rigorous and multi-faceted participant selection
procedures are routinely employed by the Quincy Research Center to enroll only those volunteers, both outpatients and normals,
determined to be most fit for research participation, the preprotocol detection of precursor or pre-existing disease or mental
states such as these may quite simply exceed the capabilities of

any selection process.
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Additional notable outpatient incidents included a threat oi
by one outpatient to the effect that she

suicide, a statement

thought she was being poisoned by the investigational drug she
was taking, an antagonistic letter written to the clinical investigator

demanding reimbursement for medical expenses and

mileage incurred by reason of a secondary disease state, and
concern overtly expressed by the family of one outpatient regarding the patient's use of investigational drugs.

Summary and

Discussion: Incidence of Injuries
more than 5000 normal and outpatient participants have been completed at the

More

than 230 research protocols with

Quincy Research Center since indemnification coverage for injured participants via self-insurance or standard workmens*
compensation was instituted in 1975. Roughly equal numbers of
normals and outpatients have participated in research consisting
of almost twice as many Phase I protocols having safety, tolerance, and pharmacokinetic objectives as Phase II through IV
protocols having drug efficacy and other objectives. Thus, the
average number of participants per protocol was almost twice as
great for outpatient protocols as for normal protocols. Additionally, the duration of outpatient participation in total subject

days was found to be, via projection, almost twice as great as that
noted for normal participants.

The incidence

non-completion by participants
normals (?3.437c vs. 9.597r,
respectively). Since virtually identical numbe.-s of outpatient and
normal participants did not complete their respective protocols
for such reasons as protocol violation, non-compliance, loss of
interest, and lack of drug efficacy (Phase II through IV protocols
only), differences between subject populations in incidence of
protocol non-compieiion were due to the greater occurrence of
clinically significant side effects or other medical problems in

was

of protocol

greater in outpatients than in

outpatients than in normals. Additional data available to date

preva'ence of other *nedical
problems rather than drug- or participation-related side effects
in producing early outpatient termination from reseai^h protocols. By contrast, physical effects of drug administration or protocol participation appeared more prevalent as reasons for early
normal participant termination of protocols.
tentatively suggested the greater

Regarding d?ta which represented the undifferentiated inciclinical events, three related findings were noteworthy.
Numbers of clinical events noted per protocol were almost twice
as great for outpatient as for normal protocols. It appears likely
that this finding may reflect, for the most part, both the greater
duration of outpatient participation in protocols and the greater
number of oatpatient participants per protocol. Secondly, the
number of dkiical events per participant was 357c greater, on the
average, for outpatients than for normals, tentatively yet intu-

dence of
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itively suggesting that duration of research exposure is indeed
associated with ihe frequencies of occurrence of clinical events.
Thirdly, clinical events did not appear to occur relatively more

frequently in outpatients than in normals, since, on the average,
clinical event for approximately every 6 outpatient days of
participation were noted, while one clinical event for approximately 5 normal days of participation were noted.

one

Based on undifferentiated incidence data on

clinical events

alone, one might easily draw the conclusion that normal and
outpatient participants do not substantially dif'er in their clinical
responses to investigational drug administration and/or research
participation. Additional data extracted during the present sur-

vey, however, suggest th«U any conclusion of no differences in
response of the iwo separate populations of participants would

be erroneous. The available da'.a on significant clinical events
with participant and protocol sequelae support the conclusion
that the incidence of drug- and participation-related events is
higher in Phase I 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 rormal
adult male subjects for the conduct of Phase I protocols, these
events were more easily and immediately resolved via therapeutic intervention end additional physician consultation and
resulted in a minimization of the

amount of

actual risk to par-

and additional sequelae such as early termination from
protocol and/or hospitalization. Thus. Phase I data indicate that
normal male participants vvcre able to tolerate the ultimate hazards of early Phase I drug testing without serious sequelae, as
evidenced by findings of no deaths and few hospitalizations but
increases in participant referrals tor additional medical care and
physician consultations. We believe the same urug-related complications would have been fatal or very serious in ill outpatients.
ticipants

Additionally, available data supported the conclusion that
the incidence of clinical events having probable etiologies

-jf

primary, pre-existing, disease states is higher in Phase JI through
IV protocols en-ploying outpatients and that these complication
inherently beset thp clinical investigator and the conduct of outpatient protocols. The occurrence of serious an^4 significant
clinical events such as death and hospitalization was more nu-

merous

in outpatients.

In addition to incidence and descriptive data on the occurrence of clinical events during the conduct of normal and outpaiient protocols, the present survey also suggested several areas
of concern regarding the pott?nt aI for psychological and/or
social injuries as a result of drug administration and protocol
participation. Several actual incidents conceivably having either
direct or indirect psychological or social implications were explicitly described in an attempt lo indicate the scope of these
concerns and implications on the basis of experiences at this
:
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No conclusions are warranted from these data due to the
current lack of definition of circumstances constituting psychological or social injury, the lack of existing and comprehensive
data bases and normal, or reference, "values," and definite information regarding the potential for therapeutic control of such
events. Nonetheless, it is felt that the occurrence of such events
within the experience of the Quincy Research Center, given the
numbers of protocols undertaken and participants enrolled,
necessitates significant consideration within the context of the
development of any nationally uniform program for indemnification of injured research subjects. Areas of concern are not
only research participants themselves but also clinical investigators and staff at research institutions, immediate families
of research participants, and society in general.
center.

To

date,

it

has been possible

to resolve

questions of liability

for indemnification for serious clinical events,

and no

conflicts

regarding causes of these events remain unresolved. When it was
possible to determine that clinical events were neither drug- nor
participation-related, participants' private health insurance coverage was invoked to assume responsibility for costs of significant
sequelae. In the event private insurance was not available, compassionate assumption of responsibility for costs of sequelae was
undertaken under the rubric of self-insurance by the Quincy
Research Center. When it was possible, on the other hand, to
determine that events were conceivably drug- or participationrelated, the self-insurance program in effect at the center assumed responsibility for costs of sequelae. In some instances,
sponsoring pharmaceutical companies have reimbursed the center for these costs. To date, staff at the center are aware of no
instances in which the center's indemnification program has
been used by participants in an exploitative manner.

Indemnification of Injured Research
Subjects
Description of Compensation Program
The Quincy Research Center (QRC) provides medical care
and indemnification

for injured research subjects via a "twotiered" combination of self-insurance and standard workmens'

compensation coverage. Workmens' compensation coverage has
in effect since 1975 for Phase I normal participants and
since 1978 for Phases II, III. and IV outpatients, while QRC has
provided medical care under the self-insurance concept for all

been

research participants since 1975.

The availability of standard workmens' compensation coverage for research participants is provided via the classification
of these individuals as employees of QRC by virtue of subjects'
meeting employment criteria as defined by Missouri State Workmens' Compensation law. By law. an employee is defined as a
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person who

is employed by the same employer for more than five
and one-half consecutive work days. QRC has applied for and
received confirmation of employee status for research subjects

who

participate in studies of shorter length or in studies requiring
outpatient visits at intervals.

As employees, research participants retain all rights and
compensation privileges for employment-related injuries, diseases, disability, and death accorded employees under Missouri
State Workmens' Compensation and Occupational Disease laws,
Coverage available includes complete (i.e.. $0 deductible) medical care and hospitalization for injuries suffered as a result of, or
aggravated by, participation in clinical pharmacology trials, disability income in the event of temporary or permanent injury
resulting in loss of actual or potential wage-earning ability, and
survivors' benefits should death occur. No dollar limitation on
available coverage exists for medical care and hospitalization,
while disability income and survivors' benefits are available at
two-thirds the regular weekly income of the injured subject to a
maximum of $125.00 per week. Moreover, under Missouri state
law. workmens' compensation coverage provides for arbitration,
and does not require litigation, in settlement of claims.

Under the standard workmens' compensation program as
currently written for QRC, the premium costs of coverage are
determined as a multiplicative function of a standard rate per
$100 remunerated for separate classes of employees and the total
annual dollar amcunt of remuneration for classes of employees.
These standard rates for research subjects' as employees are approximately twice as great as those for physicians and consultants, approximately five times as great as those for clerical office
employees, slinhtly less than one-third as great as those for chauffeurs and drivers, and approximately equal to those for analytical
The approximate equivalence of research participant
employees and analytical chemists was established via consischemists.

tency in terminology describing characteristics of analytical
chemists for compensation purposes and characteristics of
research participants as recommended by the Missouri StaJe Insurance Commirsion.

-coverage. Within the
ect at QRC, no explicit
differentiation regarding availability or costs of coverage is made
for different categories of research subject (e.g.. Phase I normal
vs. Phases II. Ill, and IV outpatients), different categories of research (i.e.. therapeutic vs. non-therapeutic, biomedical vs. beDefinition of research qualifyin

workmens' compensation program

in

.

havioral) or for different categories of investigational treatment
(e.g., anticipated t'S. unanticipated). Thus, there are no

effects

explicit categorical exclusions to coverage for research-related
injuries.
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Events for which compensation Is provided The workmens' compensation program provides for comper^ition for
physical injury, disability and death via accident or disease
caused or exacerbated by. or during the conduct of, employmentrelated activities. No explicit provisions, nor exclusions, are
made within the workmens' compensation system for injuries
that could conceivably be described as psychological or social in
nature. The Missouri State Workmens* Compensation law includes a statute, however, that requires that all provisions of the
law shall be liberally construed with a view to the public welfare.
According to the insurance carrier, definitions of and actuarial
data regarding psychological injuries are lacking; nonetheless,
awards for psychological injuries under the Missouri State Workmens' Compensation system have been made. By contrast, "pain
and suffering" or other non-economic loss is, in the opinion of the
insurance consultant, not compensable.

Time

on filing of claims. Claims requesting
employment-related injuries must be filed

limitations

compensation

for

within 2 years or in some cases within 5 years of the date of
discovery of the injury. This statute of limitations becomes effective August. 1980.

restrictions or limitations on recovery. Death re-.,
from employment-related injury or sequelae is compen-

Other
suiting

sable

if

occurring within 300 weeks after the injury:

if

the basis

of a claim for compensation for death is occupational disease, the
300-week limitation is not applicable. Gross misinformation or

medical history by subjects or disregard of the
physician researcher's directives regarding concomitant use of
alcohol or other drugs renders questionable the compensability
of £ resultant injury. Compensability of claims made under such
circumstances is determined by Missouri state compensation authorities. In the absence of mitigating circumstances, compenfalsification of

sation

is

not available for self-inflicted injury or disease or for

death or disability caused, continued, or aggravated by unreasonable refusal of medical or •surgical care. Where injury or disease
is caused or aggravated by failure of the employer to comply with
state safety statutes, 15% additional compensation is required.
Where such events occur as a result of willful failure of the
employee to use safety devices or obey reasonably enforced
safety regulations, a 15% reduction in compensation is required.

Although QRC does not routinely allow participation in clinpharmacology trials by females of child-bearing potential.
Missouri state compensation laws do not explicitly exclude these
individuals from coverage.

ical

Methods
injuries

or

for

computing compensation amounts for specific
of research participants. Methods of

classes

.
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computing amounts to be paid to injured research subjects as
employees of QRC are set by state law once subjects' specific
type-of-employee classification has been determined. Amounts
paid to injured research subjects are thereby determined within
the framework of the state workmens' compensation system and
in an identical fashion to that in determining compensation for
injured professional and ancillary QRC personnel. Children employed as research subjects are compensated as adults under
state workmens' compensation laws except that consideration of
additional compensation is provided by law for the increased
earning power of the minor until attainment of the age of twentyone and in all cases where the minor has been knowingly employed in violation of state child labor laws. In the latter case,
fifty percent additional compensation is allowed.

The Missouri State Workmens' Compensation law provides
no separate compensation system for students, the elderly,'
other non-wage earners, or for seriously ill patients. For all emfor

ployees, compensability of pre-existing illnesses depends upon
whether or not these events are aggravated or exacerbated by
reason of employment or participation in research at QRC.

Description of Legal and Insurance Aspects of

I

Compensation Program

j

The standard workmens' compensation policy provides all
compensation and other benefits required of QRC by the Missouri State Workmens' Compensation law. In the opinion of the
insurance consultant, the pnvate insurance industry currently
has capabilities and resources to provide compensation plans
which meet any current or potential federal standards regarding
experimentation on human volunteers. Specifically, once it was
determined that research subjects and the clinical investigator

i

jointly

{

<
;

met minimum criteria defining, employer-employee redevelopment of an indemnification program be-

lationships, the

came

i

a relatively simple matter within the framework of state
workmens' compensation and occupational disease statutes. As
such, the availability of workmens' compensation coverage for

I

on research

i
f

research subjects conforms
in

to

requirements of present guidelines

human subjects and

satisfies ethical obligations of

investigators to participants, positions investigators within the

law should the judicial system later confirm the validity of the
employer-employee relationship between investigator and research subject, provides a release for QRC and the insurance

1
y

carrier from liability for claims for injuries, disability, or death

compensable under the program, and provides

for settlement of

claims via arbitration, thereby limiting litigation.

H
s .-

x

Costs of the Compensation Program and How
Costs are Determined
Under workmens' compensation coverage, yearly premium
rates are based

on the

total

annual remuneration by

QRC

for

•

./
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separate classifications of employee, premium rates per S100 re-,
muneration established for separate classifications of employee
by the Missouri State Insurance Commission, and an "experience modification" factor which can adjust insurance premiums
according to the ratio of premiums paid the carrier to losses by
the carrier resulting from payment of claims. Within the workmens' compensation program, comparative risks of separate protocols or procedures play no role in the assessment of insurance
premiums. Particularly risky protocols are covered no differently

than

minimum

risk protocols.

Experience with the Compensation Program
Since workmens' compensation coverage was originated in
1975 for Phase I "normal" volunteers and in 1978 for Phase II
"patients." no claims have been filed with the Missouri State
Workmens' Compensation Commission for subject indemnification. By contrast, since 1977. thirteen workmens' compensation
claims have been filed for injuries to traditionally-defined professional and ancillary employees. Instead, QRC has chosen to
provide medical care for injured subjects outside the compensation program

and under

the rubric of self-insurance; costs

incurred under self-insurance have been accounted for under
general overhead. These costs are calculable but have not been
completed due to time and resource limitations for the present
survey. Limited data available from early 1977 to date show that
self-insurance costs for Phase I protocols were S1977.84, while
those for Phase II through IV protocols were £1110.87.

For the large majority of subjects who have required medical
care for events occurring during or shortly after participation in
clinical pharmacology trials, these events have typically been of
little real harm to subjects, have not required hospitalization or
extended medical care, have proved to be of little or no threat to
subjects' ability to return to regular employment, and have typically been easily and immediately resolved by professional medical staff at QRC or by consulting physicians. Contributing factors
to the success of the self-insurance approach have been (1) strong
commitments to subjects' welfare which in all cases have established that ethical obligations to research participants are no less
important than those to traditionally-defined employees and are
no less important than scientific obligations in the pursuit of
quality research, and
tion of these events.

(2)

the

immediacy and

specificity of resolu-

Information Provided to Prospective Subjects Regarding Availability of Compensation for Injuries
As now provided for under FDA guidelines regarding informed consent of volunteers

for participation in research.

QRC

informs prospective subjects of the availability of medical treatment, a compensation plan for coverage of medical expenses.
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and reimbursement of lost wages in accordance with Workmens'
Compensation provisions, as follows.
Should medical problems arise out of the study, treatment
is available and necessary expenses will jie paid in accordance with Missouri's Workmens' Compensation law.
Loss of wages that results from these problems would also
be reimbursed in accordance with Workmens' Compensation provisions.

This information is provided to
ferences in types of research.

all

volunteers regardless of dif-

Few
tion,

participants ever respond in any way »o this informaand. of those that do respond, the most frequent question is

"will

I

get hurt?".

Statements reflecting availability of medical treatment and
coverage for medical expenses have been made to research volunteers since the earliest days of QRC operations; therefore, it
has not been possible to observe behavioral differences in informed subjects and patients versus those not so informed.

Rates of Remuneration for Research Subjects
Research subjects are paid "honorariums" for their participation in clinical trials at QRC which differ in amount depending
on (1) degree of responsibility of the subject to the research program, (2) implicitly, the kinds and frequencies of procedures subjects must undergo during trials, and (3) current understanding of
the safety and tolerance of investigational drugs to be administered. Elevations in honorariums for Phase 1 normal subjects are
typically provided in attempts to ensure subjects* compliance
with and completion of procedurally complicated and lengthy
protocols, protocols assessing bioavailability

and pharmacokin-

parameters where the invasiveness of procedures employed
is substantial, protocols which for the first time assess safety and
tolerance of new investigational drugs that have never before
been administered to human subjects, and protocols for which, in
general, the ratio of benefits accrued by subjects to inherent
procedural and conceivably drug-related risks involved is low.
By contrast, honorariums are lower for Phase SI through tV studies of investigational drug efficacy and comparative efficacy assessments between drug products already FDA-approved and
marketed. Reasons for this include the availability of greater
etic

amounts of data describing safety and tolerance characteristics of
in Phase II through IV testing, the lack of a need to cloister
outpatients during the conduct of protocols, and the lesser extent
to which outpatients must submit to invasive procedures.
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IIL Clinical EvenU Resulting In Early Termination of
Research Subjects from Protocol Participation

Phase

I

Unspecified significant

21

II.

III.

75

side effects

6

Unspecified other
medical problems

Rash

8

disturbances, nausea, vomiting,
diarrhea, bloody stools, indigestion

9

Ulcer

3

2

CI

4
1

3

Elevated liver enzy

1

1

Bronchitis

1

1

4

Toothache

1

3

Hepatitis

1

i

Abnormal EXG

t

1

Seizure
"Target of jokes"

1

Drunk

1

Irritable

1

1

Elevated blood pressures

Phase

1

mes

1

Cold, flu symptoms

1

10

t
"

1

I
.

1
1

Insomnia, nighnr.arcs
Respiratory difficulty
Insomnia nightmares
Phase

1
1

1

I

I

Dental surgery
Appendicitis
Hypotension bradycardia
Catheter infiltration
Injection site pain
Ex'rapyromidal symptoms
Hyperventilation.
tircumordl numbness
"Fear"
Social problems
Abnormal lab (eosinophils)

-

G9

III.

IV

Total

Phase IL

*>

i

Malignancies
Lightheadedness

3

Abnormal

2

Elective surgery

2
2

Diverticulosts

1
1

3

Acute allergic reaction
Urinary tract infection

2

Polymyalgia

1

5

Lab

1

work

1

1

1

2

Hip

1
*

Biliary colic

1

Acute

1

fracture

1

allergic reaction

1

Delusions

1

1

Impotence
Drowsiness

2

1

Phase

t
II. III.

IV

Suicide
Hypertensive crisis
Eyes tearing
Congestive heart failure

Asthma
Hare arthritis
Bilateral knee replacement
Cerebrovascular accident
Eye surgery

Ankle fracture
Bilateral knee replacement
Nervous tension
Headache/nausea
Upper GI series

Total

-

154

IV
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TABLE

IV. Clinical Events Resulting
Death of Research Participants

in

Phase

Phase

I

None

II

— IV

2

Suicide

1

Acute myek>bb>jQc leukemia
Breast cancer
Cerebrovascular Accident (CVA)
Colostomy and perforated bowel from a feclith

1
1
1

6*

Totals

0

* All patients

h~d rccen cd investigational dros>

TABLE
Phase

V. Clinical Events Requiring Hospitalization

Phase

1

11

1

Flu

1

Appendectomy

6 Unspecified media.! problems
S Gastrointestinal problems

1

Drug rechallenge
Extrapyramidal symptoms

3 Fractures

1

Seizure

1

3 Cancer

2 X-ray. mammography
2 Bladder/urinary tract infections
1 Hematuria
1 Atopu: asthma
1 Bilateral knee replacement
1 Cerebrovascular accident (CVA;
1

Manic -depressive disorder
Gallbladder surgery

1

Biliary colic

1

1

Eye surgery

1

Hand surgery

1 Breast
1

Totals:

5

surgery

Prostate surgery

1

Knee

1
1

Myocardial infarct
S\-ncope. black stools

1

Dtverticulosis

36

surgery'
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TABLE VL

Clinical Event* Requiring
Additional Phyrioan Consultation

Phase

Events

I

'

,

Phase il— IV

Unspecified

5

EENT

7

Dermatologist

2
2

OB/GYN

0

1

Dentist

6

1

Radiologist

1.

1

0
0
0

5

2

EEC

1

Rash. Itch

4

Cold symptoms, cough

4

Ulcer, colitis

0

3

Lymph nodes

2

Leg cramps
Ringing in ears

2

0
0
0

Weak, shakey.

jittery,

exhaustion, dizzy

Lightheadedness
Other Gi. stomach problems
Other aches, pains
Seizure activity

2
4

2
5

0
0
3

7

1

1

0
0
0

Respiratory difficulties

1

Hot sweats

1

Thumb

0

1

Falls

1

0

Emotional problems
Spider bi:e

0
0

1

Eye hrament distension

0

1

53

23

tendonitis

Totals
* H<ivti

on rS.neT limiird evaiudlion

AOiJiiu'jnji evaluation continues.

as vt ilale ot irus survey.

1
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1

TABLE

VII. Clinical Events Requiring
Therapeutic Intervention

Events
Unspecified

Headache
Toothache
Rash. Itch
Cold. flu. sore throat, cough.
nasal congestion, chilis
Nausea, vomiting, stomach/abdominal
pain/upset, diarrhea, gas,
constipation, hard stools, heartburn
Hypertension, tachycardia
Emotional problems

Phase
116
10
7
6

I

Phase II— IV
1

62
1

3

24

23

11

18
2

1

0

1

neck
Muscle aches, pains
Swollen lymph nodes
Hayfever
Gout
Eyes watering

2
0

0

2
0

0
4

0

1

0

2

Menopause
Weakness

0
0

1

Erythrasma
Hypertensive
Gonorrhea

1

0

i

0

0

2

0

20

Stiff

Pi par* n a
Urinary

Bad

n
tract infection

taste in

mouth

Leg swollen, pain

Toe

1

3

crisis

Pharyngitis

1

injury

Arthritis pain

Twisted ankle
Drowsy, yawning, fatigue
Extrapyramidal symptomatology
Backache
Totals

1

0

0

11

1

0

0

2

1

0

0

14

1

0

0

3

186

176

Report on Survey
Concerning Availability
of Compensation for
Injuries Resulting from
Participation in

r

Biomedical Research
Pharmaceutical Manufacturers Association*

This survey of

PMA

members was conducted

in

order

to

obtain requested information for the President's Commission for
the Study of Ethical Problems u Medicine and Biomedical and
Behavioral Research. The coir janies responding represent a
good cross section of large, mecium and small sized companies.

Of those firms which responded to the PMA Annual Survey
Report, the 45 companies responding to this survey represent 57
percent of the total expenditure of PMA firms on clinical research.
(1)

A

compilation of survey results follows.

Does your company conduct or sponsor

clinical

research?

one hundred and forty-nine companies surveyed, fortynine responded. Of these, forty-five indicated that their firms
either conducted or sponsoreCTclinical research. Four indicated
that they do not corrchrct clinical research.

Of

the

(2) In what clinical settings hos your clinical research been
carried out during the post three years?

utilized a number of different settings, including
combinations of settings, for their clinical research. Hospitals and
clinics were the most widely used settings, as the following graph

The companies

indicates.

Clinical Settings

Hospitals
Clinics
Private Practice

Company Employees

Number

of

Companies

43
42
35
20

State Prisoners

5

Other

9

• Lewis A. Engman. President
Washington. D.C

December 1980
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mentioned included a contract labora-

tory residential facility, a privately

owned

clinical laboratory, a

private clinical pharmacology unit, a university medical schootT

and

a dialysis center.

(3a.)

Does your company have a program for compensating

who might be injured during clinical research [including
drugs and/or devices) and must sub/ects file a formal claim?
sub/ects

Twenty-six of the respondents have some kind of formal program
for compensating subjects who might be injured during clinical
research. Nineteen firms have no such programs. Only fourteen
of the twenty-six companies with programs require the subject to
file a formal claim against the company before being considered
for compensation.
(3b.J Describe your program, indicating what is covered [e.g.
medical and hospital care for observation and evaluation, medical and hospital care for treatment, financial compensation for
loss of work, etc.) and whether all study subjects are covered
including those who received control treatment or just those who

receive investigational treatment.

Some

of the characteristics of the twenty-six programs include
the following:

• Ten programs cover medical and hospital care for evaluation and/or observation.
• Thirteen of the programs provide medical and hospital care
for treatment.
of. the companies provide compensation for those
receiving investigational treatment while eight cover those re
ceiving control treatment.

• Eleven

• Seven firms did not specify the benefits of their programs,
but they did state that coverage is provided according to the
terms of their liability insurance.
• One company indicated that their program provides compensation for loss of work.

• One company indicated
hospital care
of law.

•

is

only paid

One company

will

be provided

that

when

compensation for medical and
it has been awarded by a court

indicated that compensation for medical care
if it is notified within 30 days following com-

pletion of the study.

There were some restrictions on (he provision of benefits. Five
companies do not provide coverage unless the firm's product is
determined to be the causative factor in the injury or illness. One
of the five stated that side effects or reactions need only have
been "reasonably incurred" as-a result of administration of the
drug. Another company covers hospital and medical care when
the subject has no existing health coverage and the illness or
injury

was

not a result of patient negligence.
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with a similar stipulation also specified that

would not be covered if he/she were covered by any.
government program providing health care. This company does
the subject
not.

however, require a finding of patient negligence.
your program covered by an insurance carrier?

(3c.) Is

Not all companies have coverage through an insurance carrier.
Nine firms indicated they have total insurance coverage. Sixteen
companies have partial coverage and six have none. One company, covered partially by an insurance carrier, also has a selfinsured program. One of those not covered by an insurance
carrier did state that their program was self-insured.
(4)

How many

formal and informal claims have been made

against your company within the past three years? Include only
claims for ser/ous adverse effects directly resulting from the
administration of the lest article, which required that the subject
be hospitalized or receive medical treatment beyond that which
was called for in the protocol.

A

numerical breakdown of claims, both formal and informal,
respondent companies involved in clinical
research follows:
filed against those

Formal Claims*

Number

of Claims

Number

of

Companies

0

40

1

2

2

1

*NOTE: Only four formal claims in the past three years— during
which time 75,000-100. 000+ individuals participated in clinical
research.

Informal Claims

Number

of Claims
0

Number

1

(5)

of Companies
32
3

2

1

3

3

5

4

6

2

Please describe the nature of any claims

made

within the

past three years.

Most of the claims filed against the companies were not of a
serious nature. (As a reminder, forty companies said they had no
formal claims against them; thirty-two companies had no informal claims.) In fact, the most serious injury specified was found
to be the fault of the physician involved in the study, not the

Compensating

306

company. The

for

results of

Research Injuries: Appendix

some

)

of the claims filed in the past three

years follow:

Of

the four formal claims, three resulted in lawsuits. The
was not indicated for one case. In another, the

final decision

company was found to be not liable for the resulting injury. In
the other, the company was dismissed from the case and the
investigator settled before trial. The last of the formal claims was
terminated by payment of a small sum covering certain alleged
hospital expenses.

Two

companies specified that claims resulted in hospione instance, the company was not billed. In the
other, the company was requested by the investigator to make
payment, and the firm complied.
In four cases, the companies were required to pay for other
medical expenses (including hospital, diagnostic, physician, and
talization. In

other services).

One case involved a request by the subject for termination of
pregnancy during oral contraceptive studies. (The procedure was
anticipated and included in protocol.)
(6)

Pleose estimate the total

clinical investigations

number of subjects participating

in

conducted or sponsored by your company

during the past three years.

A

breakdown

of

the

TOTAL NUMBER OF SUBJECTS

(75,000-lG0,00Q+) participating in clinical investigations conducted by or sponsored by respondent companies during the past
three years follows:

Phase

I:

Number

of Subjects
0- 99

Number

of

100-249
250-i99

13
9

500 +

Phase

Companies

10

7

II

Number

of Subjects
0-249
250-499
500-999
1000 +

Number

of

Companies
9

10

6
15
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III:

Number

Number

of Subjects
0- 249
250- 499

Companies

of

3
5

500- .199
1000-1&99
2000 +

7
4

20

There were some additional comments regarding the number of subjects participating in the investigations.

One company indicated that its studies were done on blood
sample only.
One company wishing to specify its proportionately larger
number of respondents specified its own range: 700 + participants for

Phase

I.

3000+

participants for Phase

Darticipants for Phase

II,

and 6000 +

III.

One company indicated that 0-249 subjects participated in
studies to support, marketed products.*

One company

stated that investigation

was done only on
was not done in

patients requiring surgery. This investigation

phases and involved 500-999 subjects.*

One company

stated that they used 70 subjects in bio-

availability studies.*

*

These subjects were not counted

in the totals listed

above.

On

the Compensation for
Injured Research
Subjects in Sweden
Harry Bostrom, M.D.*

Introduction

A meaningful description of the system for compensation of
subjects participating in medical research in Sweden would not
be meaningful without a review in some detail of other compensation systems related to health care in Sweden. The reason is
that the relative simplicity of the system for compensation of

research subjects available in this country is closely related to the
existence of a network ' insurance programmes which token
together give a high deiof coverage of economical losses in
case of sickness and disability.

The general
this

network

is

health insurance.

The most important

part of

the compulsory general health insurance (GHI)

which includes essentially all inhabitants of Sweden. This system gives a very suostantial contribution to the coverage of the
total need of compensation for any sick or injured person whatever the cause might be. The average value of this contribution
which includes future cost of short-time and long-time health
care and rehabilitation and compensation of up to 90% of income
losses etc.. is very difficult to estimate but might amount to about

80%

of the total cost of full compensation according to general
accepted insurance principles. Thus, the estimated average costs
which should be covered from other sources amount to about
20% of the total cost only. The above mentioned fact has indeed
facilitated the construction of other insurance schemes related to
health care now in operation on the Swedish market. The most
important of these schemes are the workers compensation
* Head of the Department of Internal Medicine, University Hospital.
Uppsala Sweden; Medical Advisor to the Skandia Insurance Company

Stockholm.
August 1980
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scheme

(not further dealt with in this report), the general patient
insurance and the general drug insurance.

The General Patient Insurance (GPI). The gener.d patient
insurance (GPI) scheme which has been in operation since 1975
as well as the general drug insurance (GDI) scheme which v.irs
introduced July 1. 1978. are both constructed as so-called "no
fault" insurances. The GPI-system gives coverage for unexpected
complications in health care and dental care ("malpractice")
whether delivered at hospitals or health care or dental care centers run by the state or the loc?l authorities or by private doctors
or dentists.
The

per year for this scheme amounts to abo-tt 23
the average number of patients qualified for
compensation has amounted to about 1.500 persons annually.
million

total cost

SwCr and

The upper limit of compensation per individual is 2 million
SwCr. The compensation rates are in the individual cases settled
by the insurance authority under the supervision of a governmental committee. Policy holders of the GPI scheme are the
healtn authorities or the private doctors or dentists responsible
for the delivery of health care. The insurer is an Insurance consortium consisting of the main Swedish insurance companies.

The General Drug Insurance (GDI). Since adverse effects of
drugs (given according to recommendations of the producer as
approved by the National board of Health and Social Welfare)
are not included in the GPI system, the GDI-scheme was later
introduced on the basis of an agreement between the Insurance
consortium and Swedish and foreign drug companies operating
on the Swedish market (poiicy holders). The construction of the
GDI-scheme is very similar to the GPI-scheme. The total cost of
the scheme is so far not exceeding 10 million SwCr per year.
During the first two years the number of claims has amounted to
about 100 per year which is much less than expected. Since the
time limit for filing in claims is three year3 from the administration of the drug, this figure is expected to rise.

The upper limit for compensation per injured person is 2
SwCr and the upper limit for injuries caused by each
drug or type of drug is 75 million SwCr.
Need for a special insurance for research subjects. In connection with the discussions and negotiations which preceded
the introduction of the GPI-scheme it became obvious that
million

healthy persons volunteering as research subjects in medical
research would not be included in the GPI-system. The same was
true for patients in hospitals who agreed to participate as research subjects in diagnostic procedures or oth^r investigations
which were not related to the disease of ihe patient or of immediate value for him personally. Before introduction of the GDIscheme all experiments in which drugs were involved were also
left without insurance coverage. On the other hand, extended but
justified diagnostic procedures as well as therapeutic trials in
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individual cases would be covered by the CHI-scheme. Alter me
introduction of the GDI-scheme phase II and phase Ill-studies of

new

drugs on patients are also considered

be covered by

to

this

scheme.
Since most research subjects, however, were not included in
the above mentioned insurance scheme a number of Swedish
investigators made inquiries to the private insurance companies
about the possibility of their offering insurance schemes
especially designed for this purpose. The Skandia Insurance

Company which

is

holding about

50%

of the

Swedish insurance

market reacted positively on these inquiries and has been able to
offer such an insurance since 1975.
A description of the construction and hitherto experience of
the Research Insurance (RI) scheme offered by the Skandia Insurance Company is given in the following. An attempt will be
made to follow the various issues outlined in the Commission's
"work scope." Since the experience of the Rl-scheme is somewhat limited so far. and particularly since extremely few adverse
effects have occurred, some of the issues of the "work scope" can
hot be elucidated by the present experience of the Rl-scheme.

Incidence of Injuries

A review of Skandias' Rl-scheme which got a slow start
during the autumn 1975. has shown that up to July 1. I960. 157
p rat cols have been covered by this insurance {Table Ij. As aiso
indicated in the table most of the protocols contain low risk
procedures (Code 1-4) according to the method employed for the
assessment of risks described under 11:6. Twenty protocols involving high risk procedures (Code 5-iO) have aiso been covered
by the Rl-scheme.
I. The research insurance scheme 1975-1980. The table
indicates the total number of protocols and research subjects
covered by the Rl-scherae, the number af-adverse effects observed as well as the range of rates (SwCr. of the programme).
Code 1-10 refers to the system used for assessment of the risks
of various research procedures as described under II:A:6.

Table

Number

of
Protocols

Total

Code 1
Code 2
Code 3
Code 4
Code 5
Code 6
Code 8
Code 10

157
42
77
17

Number
8.201

3

3.727
3.192

2
2

15

1

1

Adverse
effects

365
8
437
420
37

15

of

subjects

3

Raiige ol
rafes

SwCr.

500-7.800
500-5.300
500-7.800
1.100-1.800
1.500-

500

3.000-5.000
2.000
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The number of research subjects who have participated in
these protocols (according to the application forms) amount to
8.201 persons (Table I) of which 7,292 have been subject to low-—
risk procedures (Code 1-4) and 909 to hiah-risk procedures (Code
5-10).

A detailed picture of the demographic characteristics of the
population of research subjects cannot be obtained from the application forms. As far as healthy volunteers are concerned, by
tradition, however, those persons are recruited among groups of
people which can be addressed collectively like fireman, registered blood-donors, healthy relatives to certain groups of patients, students and student nurses, eta
The patients who have volunteered to participate as research subjects are carrying a broad variety of somatic and in
some cases of psychiatric diagnoses related or unrelated to the
actual field of research- In some cases the physical condition of
the group of patients studied has been judged to be of importance
for the assessment of the risks (e.g. exercise tests performed on
patients with a history of a recent cardiac infarction).
According to a rough estimate about 75% of the research
subjects have been healthy volunteers and 259c of the subjects
have been patients who have volunteered to extended investigations. There is a tendency of an increased frequency of participation of patients in the more sophisticated research programs.

As

indicated in the introduction

and

in

Table

I

the incidence

of adverse effects and claims for compensation among the research subjects have been exceedingly low. Only three cases of
adverse effects have been reported so far.
short history of these

A

cases will be given in the following.

Case L G. O.

A

30-year old female

who

participated in a

large series of studies conducted by a university clinic of gyne-

cology and obstetrics on the systemic effect of hormones
(oestrogenand progesterone-derivatives) given as contraceptives by different routes of administration. The protocol
contained a series of venous blood tests as well as an intravenous

ACTH-infusion (Code
Adverse

effect:

2).

A left sided pneumonia with a small abscess

(Staohylococcus aureus?) occurred. The possibility of a bacterial
embolus from an infected thrombophlebitis secondary to the
ACTH-infusion could not be ruled out.

Consequences for the patient: 1 week of hospitalization. 5
of sick-leave. Compensation from RI was given for loss of
income. The hospital costs were, covered by the GHI-scheme.

weeks

Case n. R. M. A 46-year old
genous depression participated

man

with a diagnosis of endoa study conducted by a
psychiatric clinic of a university hospital. Sampling of the spinal
fluid at two occasions for biochemical studies was included in the
protocol.

in
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.Adverse effect: About 24 hours after the second spinal puncture the patient got headache, dizziness, vertigo and pain in the
neck. These symptoms which were most pronounced intheafrcnoons lasted for 10 days. A connection between the spinal puncture and the appearance of the symptom could not be ruled out.

Consequences for the patient: Prolonged sick-leave for ten
Compensation was given for loss of income.

days.

Cas« LLL

B.

L A 50-year old

f-

male who participated

in the

same protocol as Case II as a healthy volunteer.
Adverse effect A few hours after the spinal puncture she got
severe headache.

Consequences for the patient: The patient was bed-ridden at
for four days and unable to work for another five days.
Compensation was given for loss of income for nine days and for
extra costs for the care of two children during the ^ame time.

home

Comments. The limited number of research subjects covered by Skandias' Rl-scheme during the five years the scheme
has been in operation, possibly represent a minority only of the
total number of persons who have participated in medical research in Sweden during this period of time. Many circumstances could possibly explain this finding. First of all it is
obvious that all Swedish scientists have not co far recognized the
necessity to offer the research subjects an acceptable insurance
coverage. There may also exist other schemes offered by other
insurance companies although on a very small scale.
Since medical research

is

a generally

accepted responsibility

of the university hospitals it is a general opinion within the Swedish medical profession that the insurance of research subjects

should be included in the general patient insurance scheme.
Negotiations between the CPI-consortium and the hospital authorities on this matter has also taken place recently and it is
expected that these problems will be solved within the next few
years.

As mentioned above, very few adverse effects, three in more
than 8.000 research subjects, have occurred in 'his programme.
This figure mipht rise to some extent since the time for filing
claims in this scheme amounts to four years. On the other hand
a higher incidence of adverse effects might perhaps not be expected since research subjects in general are very carefully supervised and monitored. The Swedish experience of related
schemes also indicate a low incidence of adverse effects. Thus in
the GPI-scheme about 2,000 and the GDI-scheme about 100
claims regarding adverse effects are made each year. The number of hospital admissions, medical consultations and dental
consultations per year amounts to 1.5 million, 20 million and 4
^ million, respectively.
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Compensation Program

A

copy of the Insurance Conditions of the Research InsurSwedish (with an unauthorized translation of the present
author) is added to this report as Attachment I.
ance

in

Information on the details of the indemnity rules of the painsurance scheme is given in a paper by C. M. Oldertz.'
Since both the compensation system for the GPI-scheme and the
RI -scheme are based on the Swedish tort law most of the rules
are common for both these schemes.
tient

All medical research in Sweden in which healthy volunteers
or patients participate as research subjects shall be performed
according to the Helsinki declaration and must be approved by
the ethics committee of the medical school to which the investigators belong. In addition testing of drugs on human beings
must be approved by the National Board of Health and Welfare.
With these conditions fulfilled all suggested projects have so far
been regarded as qualified for the Rl-scheme. No categorial exclusions have been made. As mentioned above the participation
of patients posing special risks might, however, influence the
premium of the insurance.
In accordance with the indemnity rules for the patient
insurance* compensation is provided for physical injuries and its
social consequences, for pain and suffering and for deformity
and permanent disability, but in general not for psychological
injuries.

The time limitation for
Rl-scheme.

filing of

claims

is

4 years for the

As indicated

in Attachment II. failure of the research subject
the directives of the investigator might disqualify the
subject from being compensated for an adverse effect.
to follow

the amount to be paid for specific injuries similar rules
is applicable with the exception that
RI gives compensation from the first day of loss of working

As

to

as for the patient insurance
capacity.

The method used
search protocols

On

is

for assessment of risks of the various re-

as follows.

the basis of the application form (Attachment

II)

and a

detailed description of the research protocol (copy of grant application and application for approval by the ethics committee) the
potential risks involved in the procedures to be

used are

mated by a medical advisor to Skandia according
scale as illustrated by Table II.

to a ten-point

esti-

'
Carl M. Oldertz. The Swedish Patient Insurance System, in Unexpected Complications in Medical Care. Skandia International Sym-

posia.
*

Almquist 4 VViksell International. Stockholm (1979)

Supra, note

L

at 141-7.

|
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TABLE 1L The

Rl-cystem for assessment of the risks of various
research procedures.
Risk group

Ri>c^>arf*h ^IIArCuUiO
nrrw^txHi roc (pYTmntixl
rxOCOiUI
CAo |J 1 U

Code

1

Sampling of venous blood. Administration of approved
drugs in recommended doses. Intravenous and intra-

Code 2

Sternal and spinal puncture. Intravenous or iniraarterial
infusions. Muscle biopsies. Endoscopy and biopsies of
tHs» ooel
F*ff*
ii>tim.i
MUZ
\J~ 11nli (xf
Co4 Una
Uli Ircir-t
f 'i«—
LA
L~

Code

3

Biopsies of liver. lung, kidney. Catheterization of peripher arteries. Angiography of abdominal organs. Testing

Code

5

Right heart catheterization. Angiography of coronary
and pulmonary vessels. Exercise testing of palients with

Code

8

Transhepatic portal vein catheterization. Left heart catheterization by puncture of atrial septum. Exercise testing
of patients with recent myocardial infarction.

Code

10

i

|

f

i

)£,

I

V

1

I

-

of allergens. Etc.

known coronary

disease. Etc.

Combination of several procedures according

to

Code

5-8.

The

result of this estimate is summarized on the form filled in by
the medical advisor (Attachment III). On the basis of the particular code number given to the protocol the premium of the insurance is calculated.

Ths
Sweden

relation of the RI-s_heme to otL^r insurance systems in
has been dealt with in the introductory remarks of this

paper. A characteristic feature of the Swedish situation is that
claims tor economic compensation from patients for unexpected
complications and adverse effects of medical care have by tradition been relatively scanty. Thus, contrary to the situation in
certain other countries suing of doctors or drug companies etc. for
those event3 have been a fairly uncommon procedure. One important reason is that the compulsary general health insurance
has provided basic compensation for economic losses. Another
reason is that suggested serious injuries of patients due to accident or negligence by medical personnel according to a special
law has to be reported to the Committee on Medical Responsibility under the National Board of Health and Welfare.
1
This procedure is described in a paper by the present author.
Only in some of these cases when the review by the committee
leads to a statement that an actual patient has not been treated in
•accordance with current medical science and experience, suing
1

Harry Bostrfm, Unexpected Complications in Internal Medicrw in
Sweden, in Unexpected Complications in Medical Care. Skandia International Symposia. Almquist 4 Wikseli International. Stockholm (1979J
at p 141-7.
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staff

would be worth

adverse effects of drugs the »ituation in
after the thalidomide cast astro p he
and several trials have recently been opened against drug companies providing anliconceptional pills, certain antibiotics, etc
to the

Sweden changed markedly

Most of these trials have so far not been closed. Interestingly
enough, no trials against doctors or drug companies have been
opened by patients covered by the GPI-scheme. the GDI-scheme
(and the Rl-scheme) since the introduction of these insurance
systems. The obvious reasons seem to be that the patient has in
fact accepted the amount of compensation provided by the insurance and appreciated 'he rapid and non-bureaucratic procedure.

With regard to the cos* of the compensation program the
levels of premiums are indicated in Table I. The premium f^r a
certain protocol is calculated according to the following formula:

P • Code number

•

number

of research subjects

which P denotes the basic premium for each research subject
and the code number refers to the system for assessment of risks
as described above. When the Rl-scheme was started factor P
was equal to 15 SwCr. but due to the effect of inflation P has later
been multiplied by an inflation factor (at present 1.3).
The final premium calculated as mentioned abov? is modified by the rule that a minimum premium of 500 to 2.000 SwCr.
in

charred depending on the assessed nsk of the actual protocol.
For low risk procedures (Code 1) to be applied to a large number
of individual negotiations between the presumptive policy holder
and the insurance company have in most cases resulted in
mark-d reduction of the basic premium for each subject.
is

The

hitherto experience with the Rl-scheme has indicated
aim of the program has been fulfilled. Due to the low
number of adverse effects, no comparison of assessed risks to the
actual incidence of injuries can. however, be mad^. The claims
of the patients have been made to the policy holders (head of the
actual institution of clinic) who have reported the event to the
insurance authorities. This procedure seems to be adequate.
that the

As a rule the research subjects have been informed about
the insurance situation in connection with the informed consent
requested by the re^crch subjects according to the declaration of
Helsinki. Since all these subjects more or less take it for granted
that they will be given compensation if they should be injured by
doctors or medical peisonnel. subjects whether informed or uninformed on the compensation program, are not expected to react
differently.

The rates of pay for research subjects as a rule recorded in
the application to the ethical committee are not taken into account in the assessment of risks of a certain protocol The reason
is that the rate of pay as a rule is given for loss of income during
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the time the subjects have been at disposal for the investigator.
rate of pay might also be related to the degree of inconvenience caused by the procedures but more seldom to the actual
risk involved.

The

The feasibility of the construction of insurance systems to
provide compensation for individuals injured as a result of unexpected complication of medical care, adverse effects of drugs
and adverse effects of certain research procedures is obvious to
the present author with regard io the Swedish experience of this
system. A prerequisite seems to be that these are constructed as
"no fault insurances." give "full compensation" and that expectations of "overcompensations" (e.g. as a result of legal procedures) can be avoided:
This means that as far as physical injuries are concerned
compensation for actual and future loss of income, costs of medical care and rehabilitation, indemnity for indivdual pain and
suffering during the acute illness as well as compensation for
deformity and permanent disability should be given. Compensation for social injury

which may

affect the research subject or

his dependents should also be provided to a reasonable extent.
Thus support should be given, for instance, for the buying of

equipment

to facilitate daily life at

home and

of disabled persons. Extra costs for care
dren should also be provided.

for transportation

and upbringing of

chil-

Since psychological and legal injuries, because of difficulties
and estimation of the degree of severity of those
injuries, were excluded in the Swedish schemes, no experience
is available on the feasibility of insurance coverage of such
in definition

injuries.

As

to the

calculated

laws when

amount

of

compensation provided,

this

should be

give full compensation according to current tort
added to support obtained from other sources, for

to

instance private insurances and patient schemes.

A suitable

length of time for filing claims following the parseems to be three to four years.

ticipation in research procedures

Persons eligible for payment in addition to the research subshould be dependents belonging to the immediate family.
Children of a deceased subject should be compensated for the
loss of support of the deceased patient up to a certain age according to current rules in the society. When these and other rules are
set it seems to be of fundamental importance that the general
rules of indemnity of the scheme is acceptable to the members of
ject

the society in which the

The

scheme

is

supposed

existence of Skandia's Rl-scheme,

to operate.

which

in fact

due

to

the extremely low turnover of this insurance is considered to be
more of a goodwill service to the scientific society than of a
serious business, has been highly appreciated by the customers
particularly those involved in research procedures which carry
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risks. The burden imposed on the investigator, which conof filling in the application (Attachment I), providing a copy
of the grant application or the application to the ethics committee
and finally if an adverse effect is suspected, report to the insur-

high
sists

ance company, does not seem to-be too heavy.
Since the premiums of the Rl-scheme have been comparalow it has been possible to include these costs in the ordinary budget of the actual research projects or of the institutions.

tively

The obiigations of the head of the institutions is not supposed
have changed as far as the ethical obligations are concerned.
With or without an insurance plan it must be the responsibility of
the head of the department to keep a watchful eye on the safety
to

of the research procedures as well as the quality of the investigations and of the investigators.

In view of the great impact the Federal government of USA
has on medical research all over the country due to its generous
support of this research, a nationally uniform policy on compensation of research subjects seems highly desirable.

As

to the type of

mechanisms which would

best

implement

such a policy, two of the suggested models seem most attractive
to the present author. This is because of the fact that also in USA,
in spite of the impressive amount of clinical research performed
in this country, the turnover of an insurance program for research
subjects is expected to be relatively low from the insurance business' point of view. Therefore, such an insurance scheme should
be attached to existing agencies rather than new ones formed for
this purpose only. Since the federal working compensation
scheme seems to deal with problems not too different from those
discussed in the present paper, an attachment of a presumptive
Rl-scheme in USA to this agency would not be inappropriate. (In
fact the Swedish GPI- and GDI-systems are adrrinistered by the
same agency, an insurance consortium, which ulso administrates
the workers compensation scheme.)
In case a federal engagement in the presumptive research
insurance program would be considered non-desirable by the
committee for political or other reasons, the problem should be
handed over to the private insurance industry. Particularly those
companies which have gained experience of administering "malpractice insurance schemes'" can be expected tu have access to
the expertise needed for the administration of an insurance
scheme for research subjects.
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INSURANCE CONDITIONS

I

Medical research with participating of volunteering research subjects not directly related to medical treatment.
1.

The insurance

valid for the insured person

is

and

refers

described in the insurance policy
as approved by the National Board of Health and Welfare, Ethical Committee or by Skandia.

to the research activity

2.

Skandia undertakes to give compensation to the insured
persons for any physical but not psychical injury which
has affected him as a consequence of participation as
research subject in medical research without direct connection to medical treatment. The compensation will be
given according to the rules of the Swedish tort law provided the participation in the research project took place
during the period of validity of the policy.

3.

With the term physical injury is understood any injury or
is a direct consequence of the experimental
procedure used and not can be considered to be a natural
or expected consequence of the experiment.
disease which

4.

The

injury

sequence

is

have arisen as a direct conif there is a major
the injury was caused by the experi-

considered

to

of the actual research activity

probability that

mental procedure.
5.

The

5:1.

The

research subject has no right to compensation for
injury caused by:
fact that the

instructions given

research subject has not followed the

by the

investigator.

5:2.

Infection of other causes than the use of non-sterile substances of instruments.

6.

Indemnity rules

6:1.

Compensation is paid if the research subject has been on
more than one day due to the physical injury or
if he/she because of the injury has obtained permanent
disability which is not without significance or if he/she

sick-leave

has died.
6:2.

Indemnity
rules of the

6:2:1.

for physical injury

Swedish

tort

law

if

paid according to the
nothing else is stated.

is

for loss of income is given during the time
period of acute illness and shall correspond to the actual
loss of income by the injury. Compensation is given for

Compensation

the period of time of lack of working capacity
be confirmed by a doctors certificate.
6:2:2.

which can

In the case of permanent disability the affected person
will be given compensation to the estimated loss of income during the rest of his life. If the degree of disability
is less than 30% no life annuity is paid but indemnity for
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permanent disability is given only. The latter is. however,
increased by a sum which corresponds to three limes the
sum of indemnity for permanent disability given for the
corresponding degree of permanent disability according
lo issue 6:2:4.
6:2:3.

The

6:2:4.

Indemnity for personal pain and suffering is paid only if
the loss of working capacity caused by the injury has
lasted for more than 30 days. For remaining symptoms
after the period of acute illness compensation will be paid

net loss or.jy, whether economical or ideal caused by
the injury will be compensated for. Thus compensation is
not paid for those shares of compensation which should
be obtained from other sources, such as salary from employers, etc ...

for
6:3.

permanent

disability.

and suffering will not be paid if the
an agreement on the magnitude of
compensation has been reached.
Indemnity

for pain

patient has died before

6:3:4.

If the claim have been
time of injury.

7.

Maximal amount

made

later than four years after the

of compensation

For all experiments performed during one year is Skandh's responsibility is limited lo the payment of a maximal
sum of 5 million SwCr. For each injured person is the

maximal payment

limited to 2 million

8.

Other conditions

8:1.

The insurance should be

8:2.

If

SwCr.

valid for one year.

a notice of termination of the policy

is

given later than

one week before the termination of the contract, the contract will be prolonged for another year.
8:3.

Any injury which has occurred shouiri be reported lo
Skandia as well as incidents which might cause later
injury.

~
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II

CXJCSTIOSNAIRE
ln|ury insurance lor people encaged in
experimental activities without 4ny direct
connection to medical Ircajnent.

SKANDIA

-

DtriNITION;

The experimental activities are classified
into promts. Cach project ouy comprehend one or several experiments. A number
of research subjects will participate in each
project.
Policy holder (Head of the IrntUulion/head of the clinic)
'

Name
Address

I

Telephone no.

inve*ucjauar

"The Insura n ce shall cover
All proiecu mat the policy holder
will carry out (iunnq t>e insurance year.

~1

The insurance covers

trir

f~|

Only a special project.

following proje*-'s (er.^l. a description of projects

Specily different experiments indicated
in each project tcor-jecutjve.'y numi>errd)

Research sub rrts (state number of research sot'Tts in each
txp.
IN 1. r.xp.
No.
Cxp.
So.
Lxp.
Lxp.
So.
I

No.

113.

I

No.

So.

i

Precautionary rne as urw
Specify Lhe medjurea (Kit have Been

Is

1

|

No.

uken

to

exr.en.Tw.rtt
~~]

No.

1

Cx?.

[

So.

'

prevent possible ad vers* effecLs.

the project approved by

Ethical committee

The

n_Ye» PI No

Nattcrtal

Bwd

of Health

and Welfare fl Yesfl

location cf the experiment grerajsgj

InaUtu'Jon/haspiUi

S ignature
["Place

and

tJile

The

poiicy holder* signature

No
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III

Appliooon

no.

STATEMENT
Re. Inlury insurance foe research sub*
(ecu participating in nedical research
without any direct connection to medical
treatment.
Policy holder

Nam*
ITeltphonj no.

Address

Project

Element* of

risk.

Risk assessment according to code:

The insurance

is

approved:

Sanction refused:

Uppsala

Harry Bosiron
Professor

198

1

1

Materials Concerning

L

Compensation of
Subjects Injured in

Research: University of
Leiden!
E. L.

The Netherlands

Noach, M.D.*

Introduction

We arc

pleased

to

provide you with information concerning

the insurcnce-based compensation scheme which is in operation
at the University Hospital and Faculty of Medicine of the Uni-

The Netherlands. This has to be regarded
background of the functions of the local Committee
on Medical Ethics (C.M.E.) and the system of largely socialized

versity of Leiden,

against the

heaitn care in this country.
In brief, our insurance-based scheme is functioning on the
strength of arrangements between hosp.tal and faculty boards on
the one hand, and a local insurance broker on the other. (The
latter,

representing a private insurance company, takes care of

and university.) For
each investigation requiring the advice of the C.M.E., a decision
is made as to whether it should be covered either by liability or
by accident insurance. In the former case the existing
hospital/university liability insurance is considered to be sufficient, the more so since all extra medical treatment owing to
"investigational mishaps" will be provided free of charge.

virtually all insurance matters of hospital

The premium

for

accident insurance

is

settled

per in-

by consultation between the C.M.E. and the insurance broker. If an investigator pursues an investigation which
has not been accepted by the C.M.E.. he remains personally
liable; in such cases even the hospital liability insurance is not
supposed to be aoplicable. This prospect is usually sufficiently

vestigation

discouraging for 100 eager investigators.
*

Chairman. Committee on Medical

Ethics. University Hospital

Faculty of Medicine, University of Leiden.

August 1980

The Netherlands.

and
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Insurance
The Leiden

University Hospital carries a liability insurance
If. due to erroneous treatment or
negligence by a staff member or employee, the health of an
individual is affected adversely or if bodily harm is inflicted,
whether or not resulting in death, such a person (or liis/her legal
heirs) is considered eligible to receive indemnification. The insurance covers both legal and contractual liability. With respect
to scientific research involving patients or healthy subjects, it has
been agreed with the insurers that the above-mentioned liability
insurance or that of the University of Leiden is only applicable if
the research project in question has been found acceptable by
the directors of the Leiden University Hospital or the Board of
the Medical Faculty on the basis of a positive opinion of the
Committee on Medical Ethics. Which of these two liability policies is in effect depends on the place where the investigation is
for

its staff

performed,

and employees-

i.e.

within a department of the hospital or an institute

of the university.

However, matters are different when there is no question of
a demonstrable error or of negligence on the part of a staff member or employee of the Leiden University Hospital or Leiden
University and the injury to a subject must be ascribed in the
circumstances which can occur in
such cases a reasonable coverage of risk
is desirable. This can be obtained in the form of accident insurance. With respect to this, the insurance companies in The Netherlands have acquired too little experience to make any more
than a rough estimate of the risk associated with unforeseen
circumstances and the appropriate premium. For the Leiden situfinal instance to unpredictable

scientific research. For

was therefore made of the excellent personal relations
between the Committee on Medical Ethics and the insurer of the
university and the hospital, in which situation mutual trust plays
ation use

a large part. When the afore-mentioned committee, usually after
consultation with the investigator, is convinced that accident insurance is desirable, the duration of the policy and the risk to be
covered are set by the insurer on the basis of recommendations
made by the committee. The premium is levied starting from the
basic rate of 44 Dutch florins (i.e. $22) per test subject not older
than 65. which is adequate for most cases, or at a few multiples
thereof in case of greater risks. The cost of the accident insurance
forms part of the research expenses and is therefore to be paid
from the research budget or the funds of the group under whose
scientific responsibility the investigation is performed.

Since the institution of the Committee on Medical Ethics, in
was considered necessary in only 4
out of 125 research projects. Up till now no patients or healthy
subjects participating in an approved research project have put
in any claim on basis of liability insurance or accident insurance.
1976, an accident insurance
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If the health of a patient or employee is injuriously affected
by erroneous treatment or negligence of a staff member or employee of the Leiden University Hospital such that he or she is
unable to work for a short or long period, he or she can apply for
financial compensation by virtue of social legislation. In this
connection the following laws are relevant: The Ziektevvet (ZW),
the Wet op de Arbeidsongeschiktheidsverzekeringen (WAO)
and the Algemeen Arbeidsongeschiktheidsvvet (AAVV). The ZW
and the WAO are only applicable for employed individuals. The

AAW

is a national insurance and applies to all inhabitants of The
Netnerlands, whether they are employed or not.-

If an employee's disability to work lasts less than 52 weeks,
he/she receives a sickness benefit according to the ZW. If the
must be
disability to work lasts longer than 52 weeks, the

WAO

Under

these conditions the
ment the allowance under the AAW.

resorted

to.

WAO

benefits supple-

Relationship between the liability insurance of the Leiden
University Hospital or Leiden University and payments made
under the above-mentioned laws.

When

a subject

makes a claim on

the liability insurance of

either the Leiden University Hospital or the Leiden University in

connection with

injury*

sustained during participation in a scien-

amount to be paid will be determined in relation
to the benefits he or she will receive via the above-mentioned
legislation. However, the body responsible for the application of
this legislation has the right to recover this amount from the
insurance company with which the hospital cr the university
tific

study, the

arranged

its

liability

insurance.
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I

Guidelines for the Committee on Medical Ethics of
the Academic Staff of the Leiden University
Hospital and the Medical Faculty of the
University of Leiden

(1.)

Objectives and functions

The Committee on Medical

Ethics, to be called here the committee gives advice, on request, concerning the medical ethical
aspects of:

Patient care in general,

(1.1.)

i.e.:

(1.1.1.)

Daily care of the patient.

(1.1.2.)

The

between the physion the one hand and the

confidential relationship

cian, nurses,

and

auxiliary staff

patient

on the

(1.1.3.)

Frequently recurring

other.

me

lical

problems with un-

usual ethical aspects.
(1.1.4.)

Incidental problems involving medical ethics.

human subjects and performed by members of the Medical Faculty of Leiden University, to be called here the Faculty, and of the Leiden
University Hospital (LUH) within the hospital or an institute
cf the university. Advice may be requested by any member
(1.2.)

Scientific research involving

LUH

of the staff of the
or the faculty or appropriate officials
of these bodies, and requests may be made directly to the

committee.
(2.)

Implementation of the objectives and function of the com-

mittee:
(2.1.)

Patient care in general.

(2.1.1.)

Problems related

to daily patient care.

(2.1.1.1.)

These problems

(2.1.1.2.)

The committee may provide advice concern-

will often concern patients'
complaints about the care they receive. These complaints should be reported to the managing board of the
hospital. They should be handled according to the
guidelines of the Committee on Errors, Accidents. NearAccidents, and Complaints. In cases where medical
ethical problems are at issue, advice may be requested
from the committee.

ing the ethical acceptability of diagnostic and therapeutic procedures which in the light of new advances

may be considered

out of date.

(2.1.2.) Confidential relationship between physican or
nursing or auxiliary staff and the patient.
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In this area the task of the committee consists in promoting
the formulation and. if requested, the evaluation of guide-

and observance of such provisions intended for the
protection of medical secrecy, to ensure the confidentia 1
nature of the relationship between the physician or nursing or auxiliary staff and the patient.
lines

(2.1.3.)

Frequently recurring problems concerning medi-

cal ethics.

One of the tasks of the committee is to promote,
academic staff, the effectuation of rational forms
of consultation within the departments of the LUH to
facilitate decisions concerning recurrent problems involving medical ethics.
(2.1.3.1.)

via the

(2.1.3.2.) If

rational consultation does not yield a gener-

ally acceptable solution for a frequently recurring

problem, the committee will accede
request to study this problem.
ical ethical

(2.1.4.)

medto

a

Incidental problems involving medical ethics.

In general, this category will only concern cases in

which

a physician or a member of the nursing or auxiliary staff
is confronted with a matter of conscience. No general
rules can be given for such cases. The committee will be
available for consultation and may provide advice.
(12.) Scientific research involving

human

subjects.

Under scientific research submissible to the
evaluation procedure of the committee is understood: all
investigations of patients or heauhy volunteers that are
not, or not exclusively, related directly to diagnosis and/or
therapy for the individuals in question. Under investigator
or requestor of advice is understood a member of the
academic staff of the LUH and/or the faculty who is responsible for the research project.
(2JL1.)

(2.2.2.)

In principle, a preliminary condition for the ethical

admissibility of scientific research in

human

subjects

scientific acceptability. Evaluation of this point

specific expertise

pected

to

is

demands

which the committee cannot be ex-

dispose of completely.

Therefore, the committee will only undertake evaluation
of the ethical aspects of a research proposal subm'tiied la
it after receipt of positive advice from the research committee (or an equivalent scientific body) of the relevant
clinical or preclinical department, or from an equivalent
scientific body of the relevant field of investigation. If the
committee cannot endorse this opinion, they should discuss it with this committee or body.
requesting advice is parbeing coordinated outside the
or the Faculty, the committee is to find out whether

(2^.3.) If

the

investigator

ticipating in research that

LUH

is

'
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both the scientific and ethical admissibility of this research have been explicitly and seriously weighed on the
basis of sound argumentation. If this proves to be the case,
the committee is held to seriously consider subscribing to
~:
the opinion reached on this basis.
(2.2.4.)

All scientific studies in the sense of art. 2.2.1.

L2- wherever performed (LUH or

institutes of the

and
Uni-

must be reported to the directors of the
or the Faculty Board. In connection with, among
other things, the liability aspect, the above-mentioned
bodies must submit a research project of this kind to the
versity of Leiden),

LUH

committee

for their opinion

on

its-

medical ethical aspects.

research performed under the auspices
of one of the departments of the LUP but for which material or data must be collected outsioe the hospital, falls
under the conditions stipulated in art. 2.2.4.
(2.2.5.) Scientific

The agreement of the directors of the hospital cr
the Faculty Board to the performance of a research project
means that this research fails under the liability insurance
of the LUH or the university, and makes obligatory the
observance of the conditions stipulated in the policy.
Nevertheless, in certain cases the committee is obligated
to point out that supplementary accident insurance is necessary for the subjects, and in particular for healthy
volunteers.
(2.2.6.)

(2.2.7.)

Research in the sense of

performed enshould be
art. 2.2.1., wher-

art. 2.2.1.

tirely outside the horpital or university institutes

reported by the investigator as defined in
ever employed, to the directors of the hospital or the Faculty Board. If requested, the committee will give advice on
the medical eihical aspects of this research. Once the
agreement of the directors or the faculty has be :n obtained, the liability insurance mentioned under art. 2.2.6.
covers this research.

LUH

Applicants for evaluation belonging to the
or
the faculty can appeal against the committee's advice concerning their planned research. This appeal must be made
within a month and be addressed to the board of the
academic staff or the Faculty.
(2.2.8.)

(3.)

Composition of the Committee.

(3.1.)

The committee

demic

staff,

is a permanent committee of the acaestablished by art. 13 sub 3 of their statutes.

The committee

will also serve as the faculty's

committee on

ethics.
(3.2.)

The committee

will

have minimally

five

and max-

imally seven members. The members are appointed by the
academic staff, after consultation with the faculty for a term
of four years, and may not serve more than two terms in
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The sequence of retirement from the committee
determined by the committee itself, the need to ensure
continuity of its work being taken into account.

succession.
is

The committee has

a chairman and a vice-chairman,
be elected from among and by members
for a period of one year and will be eligible tor re-election.
The committee will have the disposal of a secretary ex officio, preferably holding a law degree.
(3.3.)

both of

(4.)

whom

will

Rules

.

The meetings

of the committee have a private character. Minutes are kept. Decisions may only be taken at a
(4.1.)

meeting

at least

if

or five members

four members (if the total number is five)
the total number is seven) are present.

(if

In dealing with a matter cn which advice has been
requested the committee may invite the applicant and/or
one or more experts to attend the meeting and take part in
the proceedings. Such persons are expected to respect the
confidential nature of the meetings as defined in art. 4.9. The
committee is also empowered to take any other steps it considers proper to reach well-founded recommendations.
(4.2.)

When the committee has received a request for advice
of the committee members may serve as reviewer and
provide the committee with provisional recommendations

(4.3.)

one

in question. This reviewer should
contact the applicant as soon as possible after his assignment
as reviewer.

concerning the project

(4.4.)

The committee

is

make

to

its

recommendations

promptly. To this end, it will be handled in the order in
which they are received. Recommendations will preferably
be made according to the unanimous opinion of the number
of

members mentioned under

point

4.1.

A

committee mem-

ber has the right to convey his minority view via the minutes.
The committee's recommendations in no way abrogate the
specific responsibility of the attending physician (or of para-

medics under his direction and/or the

investigator).

a register of the recommendations it has made. In principle, the committee's recommendations are confidential. If the advice on a research

(4.5.)

The committee keeps

project

is

negative, this will
to the applicant

arguments

be reported, together with the
and without argumentation to

the directors of the hospital or to the Faculty Board. V.'hf n
the opinion is positive, the report will be made to both t le
applicant and the directors or Faculty Board where appropriate together with ether information requested by either of
the latter. In special cases (according to the nature of the
research) the committee may stipulate that it will be regularly informed about the progress of the project.
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art. 1 should be addressed
ex officio of the committee. The secretary
will without delay inform the members of tho committee
concerning such applications.
(4.6.)

Applications as indicated in

to the secretary

(4.7.)

On

request or as often as

it

considers :««;cessary. the

committee provides information, via the academic staff or
the faculty, concerning the norms it applies in reaching its
opinions.

incumbent on the committee, in cases in which a
problems in (he area of patient
care comes to its attention, to discuss this confidentially with
the head of the department in question and the directors of
the LUH. If necessary, the committee will make recommendations on such cases to the board of the academic staff and
inform those involved concerning its opinion.
(4.8.)

is

It

situation involving ethical

(4.9.)

All information concerning applicalions for advice

at the dispos-J rf the committee members in connection with their membership is to be considered confidential. Resigning members will return such material to 'he
secretary ex officio of the committee.

placed

(5.)

Further stipulations.

These guidelines, which replace the tentative guideapproved in March. 1977. by the academic staff and by
the Faculty council on May 30th, 1978. will go into effect
after they have received the full approval of the abovementioned organs.
(5.1.)

lines

(5.2.)

Proposals for the modification uf the present gu'de-

lines

can be made either b\ the committee cr Ly

«.he

board

Faculty council. Such proposals
reqvir" the approval of these bodies.

of the

(5.3.)

tee

academic

staff cr

covered by these guidelines, the commitreach an arrangement in consultation with the

In cases not

'vill

boards of the academic

Attachment

staff

and the

faculty.
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Sample Consent Form
Committee on Medical Ethics
The undersigned hereby declares that he/she has been fully
as to the form,
informed by the investigator. Dr.
nature, and purpose of the irvestigation designated as "
.

in

which he/she has been asked

to participate as a

volunteer

subjecl. Detailed information has also been provided <x>nceining
any discomfort and possible risks for the subject that might ensue

from

this investigation.

Compensation

at

the University of Leiden
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He/she has been informed that any unforeseen financial
damage he/she might incur due to the investigation will be covered by insurance

(of the

Leiden University Hospital or the Uni-

versity of Leiden).

He/she has been given sufficient opportunity to ask any
questions about the above-mentioned investigation, and these
questions have been satisfactorily answered by the investigator.
Furthermore, it has been clearly intimated that he/she may
withdraw from the investigation at any time and that such withdrawal will have no negative influence on his/her further treatment and/or care.

On the basis of the foregoing, the undersigned agrees to
"
participate in the investigation designated as "
signature
(for

minors, the legal representative)
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III

Sample Form

for Notification of Patients or

Healthy Volunteers in Research Subjects
Committee on Medical Ethics

^

General Information
(1.)

Title of the project:

(2.)

Name of (he

investigator (scientific leader of the project):

the investigator is not the same person as the physician
responsible for the well-being of the patient or subject, please
state the physician's name:
(3.) If

(4.) If the study is to be done in healthy subjects, will these
individuals be medically or psychologically examined beforehand? (If so. please state who will perform this examination):

(5.) If the study is to be done in patients, will it concern the
disease from which they suffer? (If not. please indicate why
patients are to be used and how they are to be selected):
(6.) Does the study require any treatment you consider to
involve a risk of injur)' or discomfort for the patient or subject?
(If so. please give details, if necessary referring to the protocol:

see under point

7):

Project Protocol
(7.) If the protocol

you have submitted to the Committee on
Medical Ethics does not include the following information,
please supply it as follows:
(7.1.)
(7.2.)

(7.3.)

When do you

expect

to start the investigation?

How long do you expect the investigation to take?
How many subjects do you estimate the investigation

will require?

Will the investigation be performed in collaboration
with other departments of the Leiden University Hospital or
Medical Faculty, or with other hospitals or institutions? If so,
(7.4.)

which?
If collaboration of this kind is planned,
coordinator of the entire investigation?
(7.5.)

whc

will

be the

General Regulations
(8.) Can you provide the Committee on Medical Ethics with
a statement indicating that the scientific committee (or other
relevant body) of your group or department agree that this
investigation be
(9.)

Have

performed?

the directors of the Leiden University Hospital or

the Board of the Medical Faculty
project?

been notified about

this

Compensation

at the

University of Leiden
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Have steps been taken to obtain supplementary accident
insurance for the subjects to cover possible injury due to unforeseen circumstances?

(10.)

is, in addition to the existing liability insurance of the
Leiden University Hospital or of the University of Leiden.) If
you do not consider such supplementary insurance necessary,
please state why:

(That

Please describe briefly how you inform the subjects about
the investigation and how you obtain informed consent. In this
respect we attach importance to the following points:

(11.)

(1.)

how

ture,
(2.)

the patients or subjects are informed about the narisks of the investigation:

purpose and possible

whether they are assured

that they

can withdraw

at

any

time, "without grudge";

whether their agreement, if not requested in writing,
noted in the protocol or files of the investigation.

(3.)

is

Attestation
TT.e undersigned (physician in charge and investigator, see
points 2 and 3) hereby declare that the investigation in question will

be performed under the following conditions:

any unexpected complicaiion occurring in the subjects
during the investigation will be reported to the Committee
on Errors, Accidents and Near-Accidents;
(a.)

(b.)

sny important changes in the protocol of the project
to the Committee on Medical Ethics;

will

be suomitted
(c.)

termination of the investigation, whether because it has
will be reported to the

been completed or for other reasons,
Committee on Medical Ethics.
Leiden:

(date)

(physician in charge)

(investigator)

Possible

Compensation

Mechanisms

%

%
\

/

:

/

Preceding page blank
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Existing Federal

"\

Programs as Models for
Compensation of Human

1

ff

Vi

<

Subjects
Stanley B. Jones*

Purpose
The purpose of this paper is to review the relevant experience of Sociai Security Disability, Medicare, Veterans' Benefits,
Federal Employee Compensation and Black Lung and Workers
Compensation programs to determine what they teach regarding
the problems and possibilities of implementing a compensation
program for injured* research subjects such as that proposed by
the HEW Secretary's Task Force in January 1977. Specifically,
the paper will look at these programs with regard to:
(1.)

Defining injury and determining

eligibility for

compen-

sation.
(2.)

Defining types and determining levels of compensation,

Administrative issues
pensation programs, and

(3.)

(4.)

— including

relation to other

com-

Cost experience and factors.

.Wherever the experience of federal programs suggests it, the
paper will offer recommendations for a compensation program
for research subjects and/or factors to be considered in designing
such a program.

* Fullerton, Jones,

and Wolkstein. Heallh Policy

Al»ernativea. Inc. Silver

Spring. Maryland.

May
1

15*80

"Injury" as
conditions.

used

throughout

Preceding page blank

this

paper

also

includes

disease
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The

Characteristics of the Compensation
for Research Subjects Proposed by
Secretary's Task Force
the 1977

Program

HEW

Before examining existing federal programs, it will be helpful to describe the criteria (characteristics) from an insurance
standpoint, of the program proposed by the 1977 Task Force.

Proposed criteria for defining injury and determining
compensation of research subjects:

eligi-

bility for

The individual must be a human subject in Public Health
Service-conducted or supported research 2 (page 11-2), whether
therapeutic or non-therapeutic.

The individual must

suffer physical, psychological, or social

injury in the course of the research, which:
1. "is

proximately caused by the research,"

"on balance exceeds that reasonably associated with 'any'
illness from which the subject may be suffering as well as with
treatment usually associated with such illness at the time the
2
subject began participating in the research." (page II-2). "On
balance" implying subject is worse off compared to patients
2.

treated in the usual

way— including

consideration of:

the types and frequency of benefits and harmful side
effects that the usual treatment might have had for the
individual,

(a.)

(b.)

the actual benefits

and harmful side

effects of the r;-

2
search treatment (VI-10, example 4) on the individual and
third parties who are injured as a result of the research,

except that the individual will not be compensated for such
injury if the experimental treatment proves to be superior
treatment in terms of the types and frequency of benefits and

harmful side-effects experienced by
2
in the research (VI-II. ex. 9).

all

subjects participating

Defining Types and Determining Levels of
Research Subjects
Compensation to be paid- The Task Force proposed "the compensation be equal that provided injured federal employees un2
der the Federal Employees Compensation Act" (II-2). i.e.:

payment for all medical care required by the injury"
and for conditions (including pre-existing conditions) that
must be treated in conjunction with the injury with no
limits on cost or duration of care.

(a.)

'

—

regular annuity payments to partially replace iuzi wages
or earning power during the period of disability caused by
the injury:
(b.)

2

HEW

Secretary's Task Force on the Compensation of Injured Research
Subjects. Office of the Secretary. DHEW. January 1977.
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partial disability,

including both temporary and ..jrmanenl disability, and
payments for "attendants" for those permanently and totally
disabled who require it.

annuity payments, over and above any earned wages for
specified numbers of months for specified injuries, such as
loss of limbs, loss of hearing, etc.,
(c.)

monthly survivor benefits to spouses and/or dependent
children of decreased injured subjects who die as a result of
"the injury." calculated at 50-75 Vo (depending on number of
dependents) of the employee's pay at the time of the injury.
(d.)

The Task Force proposed that the amount of each type of
compensation should be limited to the "excess" injury due to the
research, Le., to the injury or extent of injury which "exceeds that
reasonably associated with the illness f:om which the subject
may be suffering as well as treatment usually associated ith
such illness at the time the subject bcj;*n partn_.pation in he
research" 2 (page VI-9); one would assuma i>«s implies:
(a.) only the cost of additional medical '-are required by the
injury over and above what costs otherwise would have
been incurred should be compensated,
wages should be compensated

(b.)

only those

due

to the disabling effects of the injury (or illness!

lost

that are
over and

abov- what would otherwise have resulted from the injury
from ;hich the patient was suffering,

cush payments should be only for the portion of extent of
certain injuries such as loss of hearing or limbs that is over
and above what would otherwise have been suffered,
(c.)

annuities should be paid to spouses and/or dependents
only for the extent to which death caused excess loss of
wages by occurring earlier due to the injury than it otnerwise
would have occurred.
Administrative issues. A group of "competent individuals"
should review each case and determine "whether and to what
extent compensation should be given" before compensable injury criteria above are applied, since application of the injury
criteria will be so difficult in some cases "that reasonable persons
(d.)

may

not agree."

2

(VI-9).

Subjects participating in PHS-conducted research should ^e
"included" in the FECA. which is administered by the Department of Labor, with actual costs of the awarded compensation
"charged back" to the federal agency by which the individual
was employed— which in this case would be the NIH or another
agency of the Public Health Service.
Subjects in PHS grant and contract-sponsored research
should be assured compensation equal to FECA's by the. institution conducting the research, which would require PHS gran ecs
and contractors to purchase private health insurance cr -self-
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insure, in either case, paying the costs of any awards either as
premiums or as direct payments.
The Task Force did not address the question o f ;Iie relationship of this program to other means of compensating injuries.

Relevant Experience of Existing Federal

Programs
The following notes do not attempt to exhaustively describe
these programs. They note only those features of the program that
raise problems or suggest possibilities for implementing the kind
of compensation programs for research subjects proposed by the
Task Force, and described above.

Federal Employees Compensation Act
Defining Injury

And Determining

Eligibility

For

Compensation

FECA is designed around the concept of employment and
the specific workplace environment. This concept is not always
now covered by FECA. VVhen Job Corps
volunteers were included under the program by law. they had to
be regarded as employed 24 hours per day and the workplace
environment as almost unlimited. A compensation program for
research subjects on this model would also have to cover the
subject for 24 hours a day and extend to all aspects of the research subject's life, as well as the actual experimental setting
and interventions. For example, an auto accident injury to an
outpatient research subject might be attributable to dizziness,
disorientation, or even anxiety resulting from the research, and

satisfactory for groups

might be compensable under FECA.

FECA has an arbitrary time limit of 3 years on filing a claim,
but the Employees Compensation Board has construed the law to
mean 3 years from the time the individual knew or should have
known he was injured, opening the possibility of claims for injuries or diseases of long latency, or associations between diseases and workplace factors discovered years after the injury.
FECA. by

law, adjudicates claims through

its

mechanisms and Appeals Board based on the body

own

review

workman
The Board

of

compensation law; no appeal can be made to courts.
has ruled that pre-existing conditions do not affect eligibility for
compensation. That is when an employer employs an individual
he is taking him "as is." and if the workplace environment aggravates, accelerates or precipitates such a condition, the worker is
eligible for compensation for medical care, lost wages and survivor benefits compensation just a: if he had no such condition.
If the employee's condition would have likely resulted in death
in the near future anyway, and the workplace condition simply
hastened it— nevertheless, the workplace would be regarded
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under the law as causing the death, and pay benefits as if the
individual were originally unimpaired. Thi3 raises a difficult
Issue regarding the cancer patient who is "employed" as a research subject and whose disease is aggravated or accelerated by
the experimental treatment. Under FECA. the "employ
j eligibility for compensation for medical care, any lost w?^es. and
survivors* benefits would be determined as though the 'entire'
cancer were work-related, and not just the 'excess injury' resulting from the aggravation."

FECA, guided again by principles of workers compensation
law, does not weigh or assign percentages to the several contributing "causes" of an injury or illness. To be eligible for compensation, it need only be established that one cause or contributing
factor is work-related. Under FECA therefore, any injury or disease to a research subject to which a circumstance of the experimental treatment or situation is a contributing factor makes the
subject fully eligible. For example, a subsequent psychiatric
problem might arguably be related to the research setting. The
FECA Foard has ruled that "Although compensation awards
must be Based on evidence and not on mere speculation, surmise
or conjecture, the evidence required is only that necessary to
convince the adjudicator that the conclusion drawn is rational,
sound, and logical." ' and "It is not necessary that the evidence be
so conclusive as to suggest causal connection beyond all possible
doubt in the mind of the medical scientists."'

FECA

procedures were used for research subjects, esby regarding them as 24 hr./day employees, it would
be difficult to single out for compensation only those injuries
primarily caused by the research, or in excess of what would
have occurred anyway.
If

pecially

if

And Determining Levels of Compensation
FECA compensates a far wider range of health

Defining Types

Medical care.

health related services than Medicare and most private
health insurance programs, including drugs, devices and appliances, and even custodial care by an attendant when needed by
the permanently and totally disabled. Most seriously ill or injured individuals, as well as their physician or hospital, would be
better off financially if they were eligible for FECA coverage.
One can argue this would create an incentive to qualify very ill

and

research subjects for the program.

FECA attempts not to pay for medical care for chronic or
other conditions unrelated to the workplace-caused condition,
but often finds the care cannot be separated, and pays for other
care.
5

Compensation for Federal Employee Injuries: It's Time to Rethink the
Rules. General Accounting Office. August 22. 1979.
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In cases where a pre-existing condition is aggravated or an
acute occurrence is precipitated. FECA covers the entire cost of
the medical care for the condition until the individual is recovered from the episode. This model would lead to paying the
entire cost of subsequent care to a research subject with cancer—
or arthritis— if hi' condition were aggravated by the research or
something in the research environment, and not just the "excess"
share of the costs of "are attributable to the aggravation.

In cases where the workplace is only one of several contributing factors to the edition, the FECA program nevertheless
pays for all of the costs of medical care for the condition— not just
a percentage, or those in excess of what might have been incurred anyway as suggested by the Task Force for research
•

subjects.

Compensation for lost wages or earning power. FECA makes
payments to the disabled based on their monthly pay in the job
in which they were employed when injured. The basic rate .1
66^i% for total disability (75% if the worker has dependents) and
66 2/»% of the difference between earning capacity and monthly
pay for partial disability. Since previous or current earnings with
other employers, and future earning potential are not considered,
this model would pay the injured research subject based only on
their monthly pay, if any. as a research subject. For some groups
that have been added by law to the FECA program, such as Job
Corps Volunteers, the monthly pay is presumed to be at the GS-2
levei. yieiding a payment for total disability of approximately
$402/month. Such a presumption of monthly pay for their services at the GS-2 or a higher level, could be made for all research
subjects in the FECA model. This approach, however, would not
allow consideration of earnings of research subjects before any
current illness, nor of their earnings from a job they hold at the
are participating in the experiment, nor of the
future earnings they might have had— but for the injury.

same time they

Because of the principles of workers' compensation law.
compensates totally and partially disabled employees for'
their lost wages as if the work related "cause" was solely re-

FECA

sponsible for their disability, regardless of other "causes" outside
the work environment or pre-existing conditions that made the
injury more likely. Following this precedent for research subjects
would seem to mean the program would compensate for all of the
work loss due to disability of a research subject whose cancer or
arthritis was aggravated by a research project— and not just the
"excess" injury as proposed by the
Task Force.

HEW

loss due to "partial disability" by estiFECA pays for
mating for each individual case of injury the earning power that

work

the disabled individual still possesses. The difference between
this estimate and the monthly pay when last employed is the
rate is applied. The estimate of earning
basis to which the
power is based on medical judgments concerning extent of func-

66^%
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and remaining functional capacity, judgments
by the claims reviewer of what jobs might be filled by the individual baaed on theii remaining functional capacity, education
and other factors, and current payment levels of these jobs. Picause of the degree of subjectivity of these judgments approximately 50% are appeals, to the Board. One would expect the
appeals rate to be even higher in this area if attempted to isolate
tional impairment

the "excess" disability attributable to the injury.

Once begun, compensation

for

wage

loss

under

FECA

con-

tinues until the patient recovers from the disability or dies. Per-

manent

disability

may be reduced

to partial disability

whenever

recovered. The compensation level is automatically increased to reflect increases in the cost of living.
partial function

is

Cash payments over and above earnings for specified injuries.
FECA pays specified amounts for certain injuries (such as loss of
a hand) even though the individual returns to work at the same
job. Like wage-loss compensation, these amounts are computed
on the basis of the employee's wage when the injury occurred,
but are payable for a specified number of weeks according to the
injury (loss of hand gives 244 weeks of such payments). These
compensation amounts appear to have no clear rationale. They
are what politics supports and the comparable private insurance
market place generally provides. Schedules of this sort are
widely used in private insurance jnd other public programs
(such as VA Benefits). While relatively few injuries (mostly loss
of extremities or orgar.s) are covered, the same principle might
conceivably be used for research subjects to cover kinds and
ranges of research injury, or even injuries in "excess" of the
subjects' existing illness or injury. The list would be long,
however, and rational quantitative judgments of degree of excess
would often be difficult. Moreover, rules do not presently exist
for determining the amount of compensation to be provided for

many

types of impairments.

As with other compensation, these payments are made by
as though the entire injury were due to the workplace

FECA

"cause" even though other "causes" or pre-existing conditions
If compensation for a list of compensable injuries
were used in place of or in addition to wage loss, it might create
disincentives to conduct some types of re°earch on subjects who
are likely to suffer an "expensive" listed injury (e.g., diabetics
who might lose their eyesight) because the research might be
judged a contributing cause, and the research budget obligated to
are involved.

pay

for the entire injury.

Annuities to spouses and dependent children. If an employee
dies as a result of a workplace injury the work-loss payment
calculated as above is made to the surviving spouse until they die
or remarry and to dependent children until they are age 18 (or 23
if

in college).
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As wilh olher compensation. FECA pays this annuity as
though the entire injury were caused by the workplace condition,
even though there were other causes or pre-existing conditions.
Since these annuity payments can be very costly to the program
over time, incentives would exist in 2 research subject program
under FECA to avoid subjects with dependents whose death
might arguably be contributed to or hastened by the
experiment— since in these cases the death would be judged for
compensation purposes to have been wholly caused by the experiment. and the research budget would be assessed for the long
term costs. Such selectivity might even bias the research results.
methods under FECA and workers' compencompensation
create incentives for the patient— and perhaps the

In general, the

sation law for determining levels of all types of

seem

to

researcher— to implicate the research in the injury or death.
Since the program would compensate for the full injury, not just
the "excess" injury, and since it would do this by considering the
research only a contributing facto, and not necessarily the major
may often be an enormous amount for the subject
and his survivors to gain and relatively little for the individual
researcher to lose by doing everything possible to qualify the
subject for compensation. Given the history of awards under
FECA and workers' compensation to date, one could envision a
situation wheie some types of patients (e.g. terminal cancer patients) would be almost routinely awarded compensation if the
research was at all invasive. This could raise concerns in PHS
grant institutions about the budgetary impact of research on
human subjects, especially forms of research that result in numerous and large claims.
factor, there

—

Administrative Issues Including Relation to Other Programs
FECA and workers' compensation programs generally do
not "coordinate benefits" with any other programs of compensation except for social security disability. That is to say. an injured worker may collect from any private disability insurance
he may own in addition to FECA. If he is eligible for Social

payment will be reduced
compensation from FECA, however.

Security, the social security disability

by the amount of

his

FECA permits no appeal of agency decisions to the courts.
Appeals are made within the agency to an Employee's Compensation Appeals Board. This Board is directed by the Act,
however, to base its Findings on the body of workers' compensation law in the country, and is ultimately affected by the findings of courts on compensation cases. If different criteria were to
be used for research subjects, they would have to be spelled out
in the law. It is not clear whether the existing Board could be
charged with ruling in these very different cases.
FECA

determines whether compensation should be given

by applying

criteria for

compensable

injury.

There

is

no

initial
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screening of claims to determine "whether and to what extent
compensation should be given" by a grujp of "competent individuals" as recommended by the Secretary's Task Force* (page
VI-9).

FECA has been amended to include a number of groups
are not federal employees in the usual sense, including:

who

• Individuals rendering service

to the United States in a capacity similar to that of a civil officer or employee of the United

States, whether paid or unpaid, are eligible for coverage, provided that the service rendered, travel or other expenses, are

authorized by statute.

• Individuals other than independent contractors and their
employees, who are employed on the Menominee Indian Reservation (Wisconsin) in a capacity relating to tribal timber and
logging operations.

• Individuals (other than those stipulated above) employed by
the government of the District of Columbia.
to the office staffs of former Presidents in accordance with the provisions of section. 1(b) of the
Act of August 1958 (75 Stat. 838).

• Individuals appointed

• Members of the Reserve Office Training Corps.
•

Civil Air Patrol volunteers.

• Peace Corps volunteers, and those volunteer leaders and
volunteers with one or sore minor children as SDecified and
defined in section 2504 of title 22 cf the U.S. Code.
• Job Corps enrollees.
• Youth Conservation Corps enrollees•

Members

of the National Teachers Corps.

• Members of the Neighborhood Youth Corps.

• Student employees of the U.S. Government
defined in

title 5.

(as specified

and

section 5351 of the U.S. Code).

• Employees of the Panama Canal Zone.
• Employees of the Alaska Railroad.
• Non-federal law enforcement officers who are
jured under certain circumstances involving a
the United States.

killed or in-

crme

against

• Other persons performing services for the United States
within the purview of the Act. and all its amendments, substitutions, and extensions.*

FECA requires that the employee's supervisor be notified of
the injury or illness within 30 days of the occurrence or that a
*

Compensation Programs Task Force Report. FedEmployees' Compensation Program, US. Department of Labor.

Office of Workers'

eral

1976.
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claim be filed within 3 years of the time the employee became
aware of the problem. The supervisors' roles can be important in
establishing that something did happen in the workplace that
could be a factor in the injury. With regard *o indies to research
subjects, the principal investigator may also be the supervisor in
the

FECA model ?nd may

—

find-' hiinself

with conflicting

incentives the first to deny the relevance of the workplace factor for fear of its costs or other threat r« his project but the second,
to support it in deference to hie tragic needs of the
patient/research subject. Some administrative device may be
necessary to protect both the P.I. and the r<bject in this situation.

FECA'a costs are covered by charging back to each federal or
other agency under the program the costs of compensation for
their previous employees for the prior 4 ear. Most agencies include a separate "line-item" ir. their appropriations request to
Congress to cover these costs. This would mean that NIH and
others would simply request these additional funds from Congress. It is conceivable that total agency appropriations might not
keep up with these rising componsation costs and ihjt they could
eat into program dollars. In a program for resecrch subjects, these
budget pressures could raise concern about the number of experiments of a type which experience indicates produce many
claims. It would bi possible, of course, for NIH to levy these costs
in the form of a premium against all grantee institutions ''n which
human subjects are used— in order to create disincentives (for
fear of higher premiums) to "abusing" the system. This might,
however, also discourage legitimate claims.
Cost Experience and Factors
The FECA program's benefit coj>ts rose from S132 million in
FY 1970 to S477 million in 1976. of which S287 million was for
permanent disability. They are projected to exceed Si billion in
1980. Their average rate of increase for the period 1970-1976
exceeded 23% per year. Costs for permanent disability rose from
$54 million in 1970 to S277 million in 1976.

Claims increased from 1970

to 1976

by 127%

to 40,324

from

17.795.

Factors often cited as contributing to rising

FECA

costs include:

payment levels have greatly increased due to
amendments to the original act increasing the maximum level
cf benefits, and building in benefit increases to keep pace with
the cost of living. Benefits can now be paid up to 75% of the
4
highest wage step of a GS-15.
a. Benefit

b.

Greater awareness by employees of the compensability of

diseases

and

injuries,

"More subtle and increasingly liberal determinations of
work-related injuries".'
c.

d.

Growing awareness of

disease.

1

relation of occupational factors to

547

Federal Programs as Models

Acceptance of workplace factors as a "contributing cause
rather than the specific cause as justification for awarding
e.

benefits."'

L Tax incentives favorable to receiving workers' compensation as opposed to Civil Service Commission disability beneor returning to work. 4

fits

A compensation program for research subjects consistent
with the recommendations of the Secretary's Task Force would
seem to involve all of these suggested cost contributing factors
even more than FECA. Based on the FECA experience, it is
clearly important to find ways to define eligibility and compensation levels more narrowly for research subjects. The concept of
"excess" injury is relevant to this.
Black Lung Program
Defining Injury and Determining Eligibility for Compensation
the 1977 Amendments)

(as of

Any

person

is

eligible for benefits

• they have been employed

in or

if:

around a coal mine or

its

environs,

• they have or are presumed

to

have any chronic dust disease
mine employment.

of the lung that arises out of coal

• the disease

in their

case arose out of coal mine employment,

and
• they are

totally

disabled or have died from the disease,
is not covered.

i.e.,

"partial " disabilily

A

person who has been employed for 15 years or more in a
mine and is totally disabled or has died from a chronic dust
disease, is presumed eligible for the benefits; for those with less
than 15 years employment a combination of X-rays, tissue biopsy,
autopsy and opinions of examining physicians ("when based on
s
clinical findings and supported by a medical rationale", p. 28
...

.

coal

)

are the bases for deciding eligibility.

A person with an
to

be

totally disabled,

advanced stage

of the disease

is

presumed

even though he may be currently employed.

Because the black lung program focuses very specifically on
a poorly defined family of diseases, legislation and regulavions
have focused in great detail on tests and symptoms that indicate
is present and whether it is employment-caused. For
example, the law specifies technical ari other conditions under
which X-rays and pulmonary function studies can establish the
disease is present. In every case, these diagnostic tests cannot be
used to disprove presence of the disease if other evidence sug-

the disease

*

Office of Workers' Compensation Programs Task Force Report. FedCoal Mine Health and Safety Act of 1969, U.S. Department of

eral

Labor, January 1977.
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and considerable weight
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M

given to the opinion of

examing physicians— whom the individual is free to choose. A
compensation program for research subjects where experimental
procedures are being used for often poorly understood diseases
might also run into similar legislative.-orid regulatory efforts to
rely on quantitative tests or measures of injury if they are positive
but hesitancy to trust them as conclusive when they are negative.
It might also allow the individual to choose his own examining
physician. The variety of diseases or injuries dealt with in research subjects and the unfamiliarity of most examining physicians other than researchers with the treatment would make
quantitative standards very complex and limit the value of the
average family physician's option.

By

a process of

amendments

when claims must be filed

on

to the law. all limitations

relative to the date of last

employment

or death have been removed. A survivor may now file a claim no
matter how long ago a miner died, for example, and the judgment
will be made solely on the basis of affidavits and whatever medical records may still exist when no direct medical or other evidence can be obtained.

Since the enactment of the bbck lung program it has been
continually broadened to include more snd more injured workers and their dependents associated with mining, and in many
respects appears to represent a Congressional effort to provide
assistance to those individuals regardless of whether cause and
effect can be established. Might Congress react !o political pressure by using a program of compensalion for research subjects_to
provide relief to cancer patients, for example, who agree to treat-

ment

that

is

in

any way experimental?

Defining Types and Determining Levels of Compensation
The program provides compensation for medical care for
black lung disease, lost wages and survivor benefits only for total
disability and death. Lost wages and survivor benefits are calculated at Vs the amount paid under FECA to a federal employee
in the first step of a GS-2 level, and increased for dependents up
to the full FECA rate for a GS-2. The benefit is increased to
.

A

reflect increases in the cost of living.
program for research*
subjects might adopt this approach of establishing a specific GS
level on the basis of which benefits would be computed in lieu

of any current

employment pay

rate.

Administrative Issues

The federal government
and establishing
operator

is

is

responsible for reviewing claims

benefits— and also what mine
liable for the injury. Initial decisions by claims exameligibility for

iners based on medical and other evidence can be appealed to
the Benefits Review Board and to the U.S. Court of Appeals by
either the individual or the mine operator.
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Mine operators are liable for the cost of benefits awarded to
former employees, and may either self-insure, or insure these
costs with private insurance companies or the Slate Workers'
Compensation funds. All mine operators who have sought such
insurance have been able to obtain it either with an individual
insurer or an insurance pool established by some 300 companies
for this purpose. A research subject program might deal with
research institutions on this same basis, with government determining eligibility for benefits but institutions insuring their own
liability either privately or through State Workers' Compensation
funds.

Responsible mine operators have been identified in 36% of
the cases, but as of 1976 all had been appealed to higher courts,
5

except 3.1% Clearly the acceptance of liability entails potentially very high costs to mine operators eiiher in direct payments
or insurance premiums. If the research institutions were similarly assessed,

and dispute

of

one can presume resistance to accepting liability
the validity of the claim— and perhaps less enthu-

siasm for doing research using

human

subjects.

Cost Experience and Factors
The cost of claims that cannot be assigned to mine operators
and administrative costs of the program are paid from a federal
trust fund funded by an excise tax on coal producing companies.

The black lung program will expend approximately $900
FY 1960, and rise to over $1 billion in FY 1981. There
were minimal expenditures unaer the program until FY 1379
when the effect of the 1977 Amendments was felt.
million in

Social Security Disability

Insurance/Medicare

Defining Injury and Determining Eligibility for Compensation
Any individual who has worked the requisite number and
pattern of calendar "quarters" in covered employment, and who
is totally disabled (or expected to be totally disabled) for 12
months or more, is eligible for disability benefits beginning 5
months after the disability began, and for Medicare benefits
beginning 2 years after eligibility for disability benefits began.

The program has no mechanisms

for

paying

for

partial

disability— or for determining increases in disability— that might
be caused a research subject. The requirements for eligibility for
disability benefits are

No

higher than for retirement benefits.

workplace or any particuconsidered by the program. If the disability is total,
and the individual has worked the requisite number of quarters
in covered employment, he or she will be paid benefits. The
program has no mechanisms for relating the disability to its
relation of the disability to the

lar cause

is

cause.

defined conservatively by the program to
not only unable to do their previous work
but also cannot engage in any other kind of substantial gainful
Total disability

mean

the individual

is

is

-

Compensating

350

for

Research Injuries Appendix
-

M

work. Thus an individual who is required by an injury to accept
a lower paying job would not receive any compensation under
the program. This is more conservative than Worker's Compensation and FECA programs, and inconsistent with the Task
Force's recommendations.

Younger Americans, including students, are less likely to
have established the number of quarters in covered employment
necessary for eligibility, or if eligible to have established an earnings record reflective of their future potential.

Some older Amer-

icans also are ineligible because they have not worked recently
in covered employment and no group has ever been added to the
Disability Insurance rolls on any basis other than working '.he
retired quarters.

As with FECA and workers' compensation programs, determinations of disability are subjective and widely contested with
regard to whether or not the particular individual is so disabled
that he or she cannot engage in any "substantial gainful work".
In a report to the Subcommittee on Social Security of the House
Ways and Means Committee in February, 1979*. consulting actuaries suggested the Courts ultimately decide such cases more on
the vocational potential of the individual than on his medical
condition, at a substantial increase in -osts to the program.
Death and survivor benefits are paid under the Social
Security Program when the individual has worked the requisite
number of quarters, regardless of the cause of death or its workrelaledne?s.
Defining Types and Determining Levels of Compensation
The program makes payments to the totally disabled and
their dependent spouses and children strictly according to his
average wage over the period from, generally speaking, age 22 to
the date of disability. There is no concept of "excess injury" or
adjustments of payments for pre-existing conditions, etc. The
maximum benefit permitted in 1979 was $552 for an individual
and $967 for a family. Benefits are indexed to the cost of living
once the individual is on the rolls. The average payment is $320
per individual and $639 per family, free of federal taxes.

Death and survivor benefits are similarly computed bared
on previous earnings and length of service in covered employment, with no adjustment for causes or other factors.
Full

Medicare benefits are provided the disabled after two

years.

—

Administrative Issues Including Relation to Other Programs
Slates make detenninntions of eligibility, with federal role
limited to reversing, when warranted, positive eligibility
decisions.
*

Social Security Disability Amendments of 1979, Report of the Commiton Finance, United States Senate, November 8. 1979, p. 28.

tee
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Individuals can appeal state and federal determinations to
an Administrative law judge, an appeals council, and as far as the

U.S. District Court.
Social Security disability benefits are generally reduced by

any amount paid un individual under a workers' compensation
program. There is no such coordination with private or other
public

(e.g..

The

VA

benefits) programs.

and other Social Security programs are paid through the FICA (payroll) taxcosts of the disability

Cost Experience and Factors
The cost of the Disability Insurance program in terms of
benefits paid rose from $2.8 billion in 1970 to $13.6 billion in 1979;
while the number of disabled workers grew from 1.3 million in
1969 to 2.9 million in 1979.

The long-range cost of the program in terms of percent of
payroll was estimated at 0.42% in 1956. when the benefits were
substantially narrower, and is currently estimated at 1.92%.
Since 1975 there has been a decrease in the rate of awards
per 100 insured workers (7.1 in 1975 and 5.2 in 1978) and in
the number of applications received.

made

Factors cited by actuaries as contributing to the increase in
program include:

costs of the disability

payments to the point where some individumore than their previous take-home pay, 7
• High unemployment rate in early 1970s making disability
more attractive than available work.7
• Rise

in benefit

als receive

• Changes in attitude toward work, and in social pressures
remain productive."
• Multi-step appeals process

to levels

where subjective

to

factors

(rather than medical) prevail in determination."

• Attempts to expedite processing of claims during early years
at expense of careful review."
difficulty of maintaining proper balance between sympathy for the claimant and respect for the trust funds in a large

• "The

public system"."

• Progressively healthier individuals have been granted benefits and/or allowed to stay on the rolls."
7

"Experience of Disabled- Worker Benefits under OASDI. 1965-1974."
Social Security Administration. January 1977, p. 5 (cited in Report of the
Committee on Finance, op. cut., p. 28).
""Reports of Consultants on Actuarial and Definitional Aspects of
S.S.D.I. to the

Subcommittee

Report of the

of Social Security of the

Committee on

House of Representatives." p. 24
Committee on Finance, op. cit., p. 28-29).

Ways and Means

in

the

(cited in the
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awards and applications since 1S75 is the
SSA. but

basis for a reduced projection of long-range costs of the

actuaries are

still

uncertain of their long-term significance.

The Amendments

to the disability

the President by Congress respond to

"

program recently sent

some of these

factors

to

by

changes

in the incentives of the program, such as extending the
period" during which an individual may return to work
without losing his benefits, and eliminating the 2nd 2-year
waiting period for Medicare if an individual must return to disability status after a period of work.
"trial

Veterans Service-Connected Disability and
Dependency and Indemnity Compensation (DIC)

Programs
Of the several VA disability/retirement programs, the
service-connected disability and DIC programs seem of most
relevance to the compensation of injured research subjects.
Defining Injury and Determining Eligibility for Compensation
To qualify for total or partial disability and health care benefits in this program, an individual must have an injury or disease
that is connected with his or her service in the military. There is
no precedent to date for this, but if participation in research
experiments were deemed by law to be equivalent to service in
the military, research subjects might be covered by the program.
In most cases, "connected with" is interpreted as incurred in,
or contributed to, or aggravated by the service not necessarily
"caused" by the service. For example, an individual who is disabled by a heart attack while in the service need not show it was
"caused" by service— but only that it occurred while he was in
the service, and/or that service factors were in any way contributor)' or aggravating. In cases where there is reasonable doubt
about service connection or contributing factors, the VA as a
r
matter of law \z on the side c the beneficiary in consideration of
the service to the nation rendered by military. This may arguably
be an appropriate instance for participants in some research
experiments. However, for many research subjects, who were
already ill before the experiment and where reasonable doubt
might often exist on whether the experiment worsened the condition, this might result in frequent and expensive benefits.

—

The

VA

determination apparently operates very
opetates in those special cases,. such as the
Job Corps, where the employee is considered to be employed 24
hours a day. This approach seems consistent with the risks taken
by research subjects who may be affected by the experiment
while off the site of the research.

much

eligibility

like the

FECA

VA

service connected disability benefits, unlike workers'
social security disability benefits, do not end if
the individual returns to work.

compensation or
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VA

The
also compensates individuals for injuries or diseases
or death as a result of their treatment in a VA medical facility, or
in the course of treatment authorized by the VA just as though the
injury or death were service connected. For example, a disabled
veteran whose injury or illness is made worse during treatment
may receive an increased disability benefit. The coverage does
not extend, however, to the untoward results of normal treatments properly administered. Research subjects participating in
experiments are currently compensated under this provision
(Subchapter VI. Sec. 351 of Title 38 of the U.S. Code). The law
covers any injury or death under this provision on a "no fault"
basis, and are reduced by the amount of any award made to the
individual in a civil suit. The size of the benefit would be determined according to the standard
procedures described

VA

VA

below.
This legal precedent would seem important for protection of
human subjects, and the actual experience of the program
in awards to research subjects— if it can be described— might be
helpful to the Panel in costing out a compensation program. The
provision might also seem useful in attempting to define "excess
injury'" with respect to compensation for lost wages and medical
care given the limits indicated below. No attempt is made to
pro-rate death benefits for "early death" as a result of these
other

injuries.

Defining and Determining Levels of Compensation

Compensation lor Lost Wages {Disability

Benefits).

The VA com-

earning capacity baser! on an exhaustive schedule of injuries and diseases— and varying severity of the same
pensates for

'ost

disease or injury. Each disease, or level of severity of the disease
in the schedule is assigned a percentage of disability that this
condition would cause in the "average man" (person). The schedfor
ule is expressed in quantifiable terms wherever possible

—

example,

loss of

X°

in

arm flexion=S YTc

disability.

To determine

the level of compensation this percentage of
multiplied by the earnings of the "average man"
(person) in the nation.
disability

is

The "average man" concept averages out the differing disabling effects of the same injury on people of different professions. Similarly, the "average man" concept averages out the
differing income potential of people in different professions.
Consequently, for example, a former violinist, college student
and bank president would all receive the same payment for loss
of a hand.
Historically, this "average man" concept was resorted to
(and a rank and service based payment abandoned) because so
many of the military are young people with no subsfanJial employment history, who would otherwise receive very h\\ payments for {he rest of their lives. The concept assumes all of these
young people have the potential for attaining the income of the
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"average man". The payment for total disability is currently
SS89/month, tax free. This "averaging" concept might be useful
in resolving the question of how to compensate a young or student research subject.

The payment
spond

levels are adjusted yearly

by Congress

to re-

to cost-of-living increases.

The work
reduced

if

it

loss compensation as calculated above can be
can be documented or convincingly argued that the

individual was already disabled before entering the service in a
way definable in the schedule for rating injuries and diseases. If
so. only the additional is compensable. This concept might be
useful in determining "excess injury" as conceived by the Task
Force, and the rating schedule perhaps warrants study by mediapparently applies this concept at
cal staff. However, the
present only for clearly documented physical injuries— such as
where an individual was already missing several fingers and
subsequently lost part of his hand. Moreover, in cases where total
disability results from an injury, the
does not even try to
deduct earlier levels of disability. If the individual's suspected or
known earlier condition cannot be defined in terms of the schedule, it is not d 'ducted. While the schedule seems exhaustive to a
layman, it seems unlikely that it distinguishes, for example, various degrees of severity of various types of cancer in sufficient
detail to fix clearly the level of payment appropriate to the degree
of "excess" injury.

VA

VA

Medical care. Individuals are offered medical care and rehabilitation for

service-connected injuries or diseases for the durais more comprehensive than

tion of the injury of disease that

Medicare.

Whenever

is provided only for the serviceor disease and not other conditions. In cases
where a pre-existing condition is aggravated, the care is provided
only for the "episode" whenever it can be defined. The program
does not attempt to pro-rate costs of care in diseases where "epi-

connecied

possible, care

injur)'

sodes" cannot be meaningfully defined. The "episode" concept
might be copied for a research subject, or broadened to cover
only the "spell-of-illness" or the "hospitalization" clearly associated with the research.

Death benefits. Death

benefits, since 1957.

have been paid under

the Dependency and Indemnity Compensation (DIC) Program of
the

VA.

Under this program', widows, widowers, and unmarried
children under age 18 of veterans are paid dependency benefits
in the case of death due to service-connected injuries or disease,
or a disability that is service connected.
Under this program,

the monthly rate varies according to the
pay grade of the veteran from S326/month to
S835/month. with additional payments for children, and is not
in-service
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based on the- "average man" concept. There are also special
allowances for "aid and attendance" for patients in nursing
homes, who are helpless or blind, or who are housebound.
Administration

— Relation to Other Programs

VA service-connected disability benefits are payable even if
the individual returns to full-time employment, and they are not
reduced by any private disability, life or health insurance or
workers' compensation that the individual may have.

VA

The
does reduce benefits for injuries sustained in obtaining medical care for a service-connected injury by the
amount of any damages awarded under a civil suit.
Individual cases are never closed: a veteran may present
or clarifying evidence at any time and obtain reconsideration of his application.

new

Individuals may appeal VA decisions to the Board of Veterans Appeals, but not to the courts. Most appeals are made of
decisions concerning the extent of disability (e.g.. 30% vs. 40%)
of the service-connectedness of the injury of disease. Of
three million appealable decisions each year, 2% or 60,000, are
questioned by the claimant. Of these 60,000, only 35,000 result in
appeals.

and

The set schedules of disability benefits and the fixed benefit
levels given the "average man" concept simplify administration
of the program and, no doubt, account for the low appeals rate.
Most appeals seem to be related to injuries and diseases where
it is difficult to measure levels of disability precisely, and to the
issue of service-connectedness.

Cost Experience and Factors
The program is paid for by an annual appropriation from
general revenues.

Steeof expenditures fluctuate on an annual basis relative to
the number of active-duty military personnel and involvement of
the military in combat. These total numbers, therefore, do not
clearly exhibit the influence (or lack of influence) of the social
and other factors that seem to be pushing up she costs of \he
FECA and workers' compensation programs.

One

aspect of the

would seem

VA

service-connected disability program

provoke higher costs, although administration is
greatly simplified. Namely, once an individual is judged to hrve
to

suffered a service-connected injury that is permanent (e.g., loss
of a hand) he will be paid the specified percent of disability for
the rest of his life even if he returns to full employment.

To determine whether the VA or FECA compensation programs would be more or less costly for research subjects, an
analysis of awarded benefits by types of injury over several years
would be required.
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Workers' Compensation Programs
Defining Injury and Determining Eligibility
Workers' compensation programs are legislated and administered at the state level, and eligibility varies from state to state.
Many states (14) exempt employers with fewer than a minimum
3 to 6 employees and exclude many agricultural, domestic, parttime and otherspecific types of employees. In addition, for many
(12% in 1975) who should be covered according to state laws.,
employers have not obtained coverage. In several states the coverage is elective for employers. To assure coverage of all research
subjects under these programs, each state would have to review
and amend their laws to require the research institution to include them in such coverage.
State programs also vary greatly in the types of injury or
disease considered compensable, the meaning of "causation",
the period during which a claim may be filed and other matters.
Some, for example, are writtem in terms of "accidents". Others
exclude "ordinary diseases of life". Others require the working
condition to be responsible independent of any other cause.*
While court cases seem to be moving toward common interpretations of many of these variations, to cover the situation of
research subjects each law would need to be studied and appropriately clarified.

Defining and Determining Levels of Compensation
of compensation for work loss varies greatly
For example, maximum weekly payments for permanent total disability range from $98.00 in Arkansas to $426.40
in the District of Columbia. (The FECA program maximum is

The

among

level

states.

$722.28.)

State programs also use arbitrary schedules of payments for
of a hand), but vary in the
for each injury.

some specific injuries (such as loss
number of weeks of work loss paid

Most states cover medical care for the injury without time or
monetary limitations. Seven states, however, have maximum
limits on total costs (ranging from S100-S20.000), or types of diseases (Ohio excludes silicosis and pneumoconiosis), or on specific
services (such as artificial appliances).

Death or survivor benefits vary from a

payment

limit in the District of

(The

FECA

Columbia.

Some

no

states limit duration of

amounts that can be paid and other
program maximum is $722.78.)

benefit, total lifetime
tures.

maximum weekly

of $98.00 in Mississippi to $353.19 in Illinois— and

fea-

Workers' Compensatica- Is There a Belter Way? A Report on the Need
Reform of State Workers' Compensation by the Policy Group of the
Inter-departmenta! Workers' Compensation Task Force. January 19,

*

for

1977.
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To adjust these varying programs to the FECA levels suggested by the
Task Force would require amendment of
virtually every state law. At a minimum, the Panel might want to
consider extents of variation among states that might be permissible in a program for federal research subjects and seek state
accommodation to resulting minimum changes^*''

HEW

Administrative Issues

—Relation

Employers obtain coverage

to

Other Programs

state law
by either self-insuring or purchasing qualifying insurance from
private insurers. In some states, the state government operates a
state insurance program competitive with private insurers, or in

place of

in

compliance with the

private insurers.

all

By accepting compensation under state laws individuals surrender their

right to bring suit against the

employer.

Individuals who qualify for both workers' compensation
payments and Social Security disability payments will generally
have their Social Security payments reduced.

The federal role in workers' comoensation programs is primarily one of technical assistance to the states and national reporting. There are no federal standards for eligibility, benefits, or
other elements of the program— although there is periodic debate
in the Congress on the need for such standards. Any changes
in the programs must be made by oach state legislature at its
initiative.

Cost Experience and Factors
Costs of state programs are currently borne primarily by the
employer premium payments, with only a share of the administrative costs of the state program coming from state revenues.
There is debate between the advantages of "internalizing" all the
costs of occupational injury in the employer premium to encourage efforts at workplace safety, and the need for tax subsidies
when the courts or law. for example, expand coverage into aie?s
where risks are high and hard to determine. This tension would
seem to be especially strong with regard to research subjects.
Actual costs of the program, as reflected

in

insurance pre-

miums, between 1969 and 1979, have increased by a factor of 2
or more in most states, and by a factor of as much as 5 m Penn10
sylvania and the District of Columbia.

A

major portion of the increases

in

premium

rates

is attri-

butable to expansions of the law. Factoring out the cost of such
chances, Pennsylvania's growth factor was 2 and the District of
Columbia's 3.

Premium

costs in a state

do not

reflect the costs to individual

employers, since most employers' premiums are "experience
rated" and "retrospectively rated"— that is the premium reflects
"National Council on Compensation Insurance, Changes
Bate Level. 1979.

in

Manual
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the level of past claims by the employer or the experience of
similar employers under insurance. Smaller employers are often
offered premiums that reflect the claims for all small employersinsured in the area— and are typically higher. Thus some employers have experienced a far higher rate of increase than the
figures cited above, and are sensitive to any changes in the law
that would further increase their costs. Given the range in size of
"employers" of research subjects, considerable variation Li premium impact might be expected if states mandated this coverage.
Fifty percent of the benefit payments under state programs
are for disability and death, even though they are responsible for
only 5% of the cases. "Excessive litigation" is often cited as a
9
contributing factor to these costs, along with other factors that
cannot be predicted by actuaries, and similar to those suggested
for the increases in FECA costs.

FECA,

can be characterized as an excepcompensation program for federal
employees. Because it bases its claims review and adjudication
on the body of workers' compensation law, it reflects the experience of the states— and the cost factors at work in the states.
in most respects,

tionally generous workers'

Suggestions for a Compensation Program
for Research Subjects
Based on the problems and possibilities noted above in using
program models to cover research

existing federal compensation

subjects, ;ve can offer the following suggestions for the design of

program

for research subjects. These design suggestions, for the
should be considered for both a program administered
directly by the federal government for research subjects in direct
PHS conducted research, and programs provideu by private insurers to PHS contractors and grantees. In our view, if private
insurers find it difficult to market or administer a program that is
responsive to suggestions such as these, then a program administered by the federal government should be made available to all
PHS research subjects, whether involved in Pi IS directly or
grant/contract funded research projects. Federa coverage can
best be provided, in our view, by either amendment of the Federal Employees' Compensation Act or the veterans benefits

a

most

part,

1

authorities.

The suggestions that follow are meant more to indicate types
of steps needed to implement the Task Force's suggestions than
to precisely specify changes in existing laws. After review and
discussion of these suggestions by the Commission, precise specifications for

changes

in

law will need

to

be drawn.

Defining Injury and Determining Eligibility for

Compensation
Suggestion #1
Existing federal programs for injured persons determine elby first, establishing that the injured person

igibility for benefits
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covered by the program, and second, establishing that the
fa covered. FECA, for example, covers persons who are
employed and the coverage is provided only during their employed hours. The VA covers persons who are or have been in
is

injury

The Social Security disability and Medicare
who has worked for covered employers
the requisite number of quarters. Of these various approaches,
research subjects are most like military employees or veterans,
and a 'so some of the added populations under FECA such as
Peace Corps and Job Corps. Research subjects, even ambulatory
military service.

programs cover anyone

need to be covered 24 hours per
day (like military) while they are participating in the experiment.
This seems clearly true for hospitalized subjects, but also is true
subjects, will in all likelihood

who are taking drugs or are involved in
other intervention. Any injury or disease in their daily
experience (an auto accident injury, for example) mignt be contributed to the experimental procedure. Therefore we suggest
of outpatient subjects

some

that:

81 Research subjects be covered 24 hours per day during their participation in an experiment or. the bosis
solely of the service they render the country by agreeing to participate.

Suggestions «2, #3, and

#4

is covered for FECA. VA and
other government programs means establishing that a workplace
or seivice factor contributed to the injury or illness, whether it is
a very severe or relatively minor ir.^ury. For Social Security and
black lur'j. such an injury is eligible only if it results in total
Task Force would go a s:ep further
disability or death. The
than existing programs in the disability meac urement process,
and require "'excess" injury to be identified to establish eligibility. No public program has succeeded in implementing such
an "excess injury concept. In most cases. FECA. workers' compensation programs generally, and the VA do not reduce benefits
to reflect pre-existing conditions, "early death", or injuries for
which there are multiple causes, most of which are unconnected
with service or employment. This raises important problems for
those research subjects who are actually selected because they
have pre-existing conditions (and who are sometimes terminally
ill), and subjected to procedures whose results are not fully
known. From an insurance standpoint, this is selecting for coverage persons who h3ve the greatest potential for making large
claims knowing at the outset that their conditions are serious and
it will be difficult to s.jow the experiment has no connection with
their death or worsened condition. This suggests that for research
subjects there needs to be some tightening of procedures for
determining whether the injury is service- or workplaceconnected, and other narrowing of eligibility of benefits.
therefore suggest that:

Establishing that an injury

HEW

We

360

Compensating

for

Research

Injuries:

Appendix

M

82 Research

subjects who are classified critically or
should be offered a narrower and standard benefit (as described under benefits below} Lt the
event their conditions are worsened or they die earlier
as a rtsult of the experiment, and,ihe extent and prognosis given accepted clinical care fcr their condition be
spelled out and documented prior to the experiment to
provide a basis for judging the consequences. (This suggestion presumes an effort should be made to define
"excess" injury but it will prove impossible often to
determine (or defend in court) how much earlier de?th
occurred or how badly a condition was aggravated in
the critically or terminally ill. and that concern with
costs and fairness argue for standard amounts made
kiiown and agreed to in advance by the subject (for
example, "we are giving you an insurance policy for
death and disability covering wage losses of up to
51.000— and all medical care for injury from the experi
ment for up to 1 month.))

terminally

ill

83 Research subjects
who are not

tions, bat

selected for pre-existing condicritical or "terminal", should be

offered standard VA or FECA benefits in the event they
are killed or injured to the degree that their pre-..'"
existing condition is worsened as a result of the experiment. The extent and prognosis for their condition given
occepied clinical cure kvou.'d be spelled out and docu'"
mented clinically prior to the experiment as a base for
'""
measuring the worsening effect (This presumes an
effort should be made to define and compensate only
"excess" injury in those with pre-existing conditions-,
and that the clinical documentation will help— but that
in many cases this effort will not succeed, and then these
individuals should be treated like those under VA or
FECA who had pre-existing conditions. A less risky and
more fiscally conservative position would be to of'er
these individuals a coverage more limited ;han FECA
end VA but more generous than that offered the critically or terminally ill (for example, life insurance of
S100.000 and disability coverage for up to S100.000 depending on seriousness end duration, and medical treatment until the end of the "episode" of illness or 6
months maximum). In fact, several levels of coverage
might be developed to limit the government's liability
proportionate to the seriousness of various pre-existing
conditions with the more generous benefits for those
whose pre-existing conditions are least likely to be disabling or terminal.)
..

..

84 Research -ubjects who are "normal' should be
covered 'inder standard FECA or VA procedures for
e.':'3)biiity.

-

:
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Suggestion US

The
namely

HEW Task Force adds a third condition of eligibility—

an illness through an
experimental procedure is not eligible for compensation if the
new procedure is found to be a medically preferable procedure
overall— even if the results for the specific individual in question
were worst- than might result from existing procedures. No ex sting federal program contains such a condition. It would seem to
suggest bo'h delay and serious cause for litigation given the evolutionary way that new procedures are accepted into medical
practice. Moreover, the public will never understand this requirement. We therefore suggest that:
that the research subject treated for

;

#5 The

except/on for injuries resuming from experithat u.-j found to be medically preferable procedures be dropped as unadministerable.

mental procedures

Suggestion #6
One unavoidable lesson of the black lung program is that
Congress can use occupational injury programs as a means of
offering needed relief to a special population to the point where
issues of workplace or service connectedness are made secondary to the needs of that population. Given Congressional interest
in cancer and heart disease and in catastrophic health insurance,
it is not difficult to imagine a compensation program for research
subjects becoming a program of medical care and compensation
fpr terminally ill cancer and heart patients and their families. A
politician might argue for a broadening of the definition of what
constitutes ?n experimental treatment and urge the benefits be
available to anyone

who

participates

even

in the least risk)' of

"experiments". One might argue for merging compensation for
research subjects into another program with minimal change so
they are not so visible and separate a target for such expansion.
If this were done, the VA service-connected disability program
would be the best, since FECA and workers' compensation decisions are appealable to the courts, which have shown a tendency
to liberalize compensation for research subjects in the same way
as Congress. We suggest alternatively that:
tt6

The program specify

minally or critically

ill

fixed bene/its payable to ter-

patients

and

patients with pre-

existing conditions, as suggested above (thereby laying
the issue clearly before Congress in a way that does not

ultimately influence compensation for
jects, including "normal" volunteers).

all

research sub-

Defining and Determining Levels of Compensation
#7

Suggestion
In

all

government compensation programs, broad medical

provided without regard

to the level of earnings of the
injured party. Once eligibility is established for the person and
the injury, the medical services covered are very broad. An at-

care

is
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is mad
"o differentiate medical care for the injury from
care for other conditions the individual may suffer, and to
differentiate between the specific "episode" of a chronic illness
that may have been workplace or service connected uiid subsequent "episodes" that are not. This is not always possible, and
depends on the specific condition and circumstances. Generally,
it is difficult to define the costs of treating the "excess" injury

tempt

only.

-

We

#7

therefore suggest that:

ill
research subjects should be
offered comprehensive medical care for injury exactly
as under the FECA and VA programs. Critically or
terminally ill patients who are injured should be offered
all care associated with their original illness or injury,

Non-critically

or any

new

months or

injuries for a fixed period, for

example, 6

until their death.

Suggestion #8

Compensation for lost wages and survivor benefits under
most government programs is related to earnings of the individual in his employment prior to the injury, and in most cases are
calculated as a percentage of such earnings. The VA has a different concept with regard to service-connected disability compensation for lost wages to pay a percentage of the earnings of the

—

"average man" (person) in the nation rather than the prior
earnings of the particular person injured. This difference was
made to take account of the fact that many military personnel are
young, have little history of earnings, and what they have does
not reflect their lifelong potential. The "average man" approach
seems fairer, and is more easily administerable (and far less
litiguous) than attempting to estimate the potential earnings of
young people— or even old people for that matter. Indeed, under
both FECA and VA among the most often litigated cases are those
dealing with such non-medical factors as employability or earnings potential of the injured employee. Such litigation is costly, it
delays benefits, and it is cited as causing over-liberalizations and
rising costs of the programs. We therefore suggest that:

#d Injured research subjects should be compensated
lost wages and survivor benefits based on the "average man" (person) concept used by VA. The specific
"average" wages specified in VA law and regulations
which are updated regularly to reflect wages in the
nation— should be used as a base for injured research
for

—

subjects.

Suggestions #9, #10, and #11'
The percentages applied to an earnings base to calculate
compensation for lost wages in FECA workers' compensation,
and VA programs reflect the extent of disability caused by the
injury. No government program defines "excess" injury over and
above a pre-existing condition; instead they pay for aggravated or
accelerated conditions as if they were wholly caused by the in-
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The only

possible exception to this

is

the
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VA

practice of

compensating for additional injury caused by an already compensated patient during the course of treatment. On this situation, however, the individual is already being compensated by
VA for a service-connected injury, and the percentage of
disability is simply increased to reflect the additional injury. This
a different situation than would exist in research settings when
the individual's pre-existing injury or illness is not being compensated. It would be worth additional research into
awards
to (if there are any) research subjects (under Sec. 351 of the law)
whose pre-existing injury was not being compensated— as a
means of refining provisions for coverjiig research subjects.
However, it seems likely that "excess" injury to research subjects
will often be impossible to define for purposes of compensation
for lost wages in existing programs, and likely that some fixed
limits must be placed on levels in addition to excess injury determination for reasons of both fairness and economic factors.
is

VA

Existing government programs also differ in

how they deter-

mine these percentages of disability. Inder FECA, cases seem to
be reviewed on a more individual basis than does VA, considering both medical factors and the education, personality, and
\

employability of the individual. This type of review results in an
approximately 509c rate of appeal on these decisions. The VA
weighs medical factors more heavily, and averages their disabling impact on individuals by extending their "average man"
(pcrscn) concept into this area as well. The VA is able, bec;iiiS';
of this approach to follow an extensive schedule of medical injuries and illnesses with a percentage of disability associated
with each. Since a wide range of percentage of disability is often
associated with the same disease depending on its level of severity, and since it is sometimes difficult to cite quantifiable measures of the level of severity— with regard to emotional disorders,
for example— there can be appeals here also. The "average man'*
approach also should be questioned regarding its "fairness" to
the young, those employed in physical jobs, and others for whom
most injuries might prove more serious with regard to wage loss
than for older employees or employees with sedentary tasks. We
therefore suggest that:
#9 Injured research subjects who ore critically or "terminally" ill should be awarded compensation for work
loss of a fixed number of months (for example, 1 month)
with the benefit amount based on the VA "Schedule for
Rating Debilities," with the percentage of disability
reduced to reflect pre-existing disabilities. (The percentage would be applied to the "average man" (person)
earnings as recommended above.)

#10 Injured research subjects who are selected for pre-

who are not critical or terminal
should be awarded compensation for work loss based on
the VA "Schedule for Rating Disabilities", with no fixed
existing cond/t/ons, but
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on (he number o/ months, with the percentage of
reduced whenever possible to reflect preexisting disabilities. (A less risky and more fiscally conservative alternative, as mentioned above, would be to'--limit

disability

offer these individuals a fixed level of coverage that

government's liability proportionate to the
seriousness of the pre-existing condition.)
limits the

#11 fn/ured research subjects who are selected as
"norma/" be compensated for work loss based solely on
the VA "Schedule for Rating Disabilities".
Suggestions #12, #13, and #14
Survivor benefits should be similarly structured. No program can distinguish "early death" to the end of paying only for
excess injury. However, attempts to reduce the number of
months to the level of the prognosis prior to the experiment may
be warranted if the fixed benefit is set higher than six months.
We therefore suggest that:

#12 fn/ured research subjects who ore critically Or
"terminally" ill should be awarded survivor benefits, if
at all. for a fixed number of months (for example, 1
month) using the FECA percentages and regulations,
but using the "average man" (person) earnings as recommended above as a wage base.

•

#13 Injured research subjects who are selected for preexisting conditions but

who

are not terminal should be

awarded sun'ivor benefits using the FECA percentages
and regulations, but using the "average man" (person)
earnings as the wage base. In cases where the preexisting condition clearly indicated a reduced life expectancy, the payments should be limited lo the number
of months or years indicated as the life-expectancy of
the patient prior to the experiment.

#14 Injured research subjects selected as "normal"
should be awarded survivor benefits using the FECj\
percentages and regulations, but using the "average
man" (person) earnings as the wage base.

Administrative Issues— Relation to

Other Programs
Suggestion #15
The administrative structures in place for the various government programs are extensive, ai.d each has evolved a body of
regulations and precedents for adjudicating claims. It would appear to be unnecessarily expensive to duplicate these organizations to handle the relatively small numbers of research
subjects. Of these federal programs, the FECA cr VA programs
seem best suited to incorporating this population in terms of their
current eligibility, benefit, and administrative structures. Either
could administer their basic program with the modifications sug-
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gested above for research subjects. The choice should be made,
once the panel has decided on the relevant issues of eligibility
and benefits, on the basis of a) administrative similarity of the
final proposed program to the two existing programs, b) the 'ikely
cost of the program under the two alternatives, and cj the political
ramifications of the two approaches. We therefore suggest that:

#15 A compensation program

for research sub/ects involved in direclly conducted federal research at NIH
or other PHS organizations should be administered
under the existing FECA or VA programs with appropriate changes for this new popuiafion. If the Panel
decides on federally provided coverage, also for research sub/ects under PHS grants and contracts, the
coverage should be similarly provided.

Suggestion #16

The

decision as to whether to provide a compensation prounder grants and contract through a
federal program or through private insurers is primarily an issue
of administrative practicality and politics. Whichever way the
program is implemented, the Panel will have to establish standards for the coverage to be provided by government or by private
insurers, and decide-such issues as how much of the cost burden
to place on the grantee/contracting institution by how it handles
the costs in its calculation of the grant or contract.

gram

to research subjects

Administratively, the issue is whether the grantee/
contractor institution can obtain private insurance that me^ts the
Panel's standards if mandated to do so. Politically, the issue is
whether the federal government and federal budget should bear
the burden cf the administration and costs of the program. Given
the complexity of the programs, the uneven r *xrd of the federal
government in the area, and the politics of ..• r day, we believe
ne greatest extent
ihe best course is to use the private sector I
possible. Moreover, by establishing a progn.'n under FECA or
VA for research subjects in direct federal rt search at N'lH. the
commission and NIH will gain experience and sophistication
needed for reviewing the situation of grantees and contractors
again in a few years if the private insurance approach proves
problematic. In addition, since obtaining changes in all the state
workers* compensation laws would be cumbersome, the law
should assure coverage of PHS research subjects by requiring
grantee/contractors to provide the specified coverage as a condition of grants or contracts:

#36 Mandate PHS grantee/contractor institutions to
provide compensation coverage for research sub/ects
through private insurers as a condition for receiving a
grant or contract.

Suggestion 817
The HEW Task Force recommended that a special panel of
competent individuals review claims prior to their review and
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adjudication within a compensation program. No existing government program uses such a mechanism. Panels are used for
appeal and adjudication purposes, and medical examiners, onthe-j-'u supervisors and others involved in the case are asked to
provide evidence for the claims leview or adjudication. It is not
clear what purpose the Task Force intended for this special panel,
but 2 purposes might be conceived. First due to the state-of-thearts nature of much research using human subjects, it might be
necessary to resort to a small group of clinician/researchers familiar with the field of the research in a particular case to
determine whether an injury is in "excess" of what would have
happened in the usual treatment. Second, because the researcher
in any given case is frequently also the physician, "employer",
and "supervisor", of the individual, he is in a situation filled with
conflict of interest, and a Panel of people familiar with these
diverse interests, and the interests of the patient, may be needed
to do an initial review of claims for basic credibility, and to
establish the needed full and accurate information. To be thorough, however, such a panel could reduce the danger of a researcher making decisions or offering patients advice from a
conflicted situation. Third, given the state-of-the-arts nature of
the research, such a panel might be given authority to render
final

unappealable judgments on "experiment connectedness"
and degree of "excess".

of the injury

Of these roles, the second seems clearly desirable: the first
might best be handled on an ad hoc case-by-case basis and.
based on the heavy litigation in other compensation programs,
the third is apt to result in grievances and court challenge to the
law

itself.

We

therefore suggest that:

#17 A

special panel of compclenl individuals review
the possible injuries Jo research subjects {to relieve ihe
researcher of this responsibility} to identify those which
merit a claim being filed and reviewed within the

program.
Suggestion £18

The means of financing a compensation program for human
subjects can change the costs of research differentially among,
areas of research, and create incentives for behavior during the
course of research that should perhaps be reviewed by the Commission. The "charge-back" approach used by FECA, whereby
federal agencies are charged after the fact for any claims
awarded their employees, would seem to create greater safety
consciousness in the employer. The black lung approach of assigning liability for awarded cases to the mine operator whenever possible is aimed at exactly this goal. It also seems likely that
such a "charge-back" to the specific institution creates an incentive for the institution to discourage the filing of claims.
Moreover, in a research setting, if costly claims proved to be
frequently awarded to some types of research subjects (for exam-
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whether because of real injuries or
Ihe inability of the process to establish causation or "excess", this
charge-back could make these types of research more expensive
to the government and/or grantee/contractor institution, and increase the difficulty of financing the research. Conversely the
system, which obtains a separate appropriation solely for its
programs without "charge-back" to the military service or unit
where the injury occurred, would seem to create no incentives
for safety or carefulness, and may even establish incentives to
encourage individuals to make claims wherever there is a chance
of award. The VA approach could be implemented best in federally provided insurance (as opposed to private insurance) but the
incentives under even a private insurance system can be affected
by how much of the costs of the private insurance are paid by
government in grants and contracts, and how much is required of
the institution. This critical set of issues was not resolved by the
Task Force, but is a key cost factor, since cost of a research
subject's compensation programs would seem highly influencable by such incentives. We suggest that:
pie. terminal cancer patients),

VA

HEW

#28 The costs of the program be borne by the federal
government under a separate appropriation (or the VA
model) and other mechanisms be used lo assure adequate care and safely in experiments.
Suggestion #19

Government programs present several models for reviewing
and adjudicating claims. Under FECA and VA the claims are
reviewed and awards are paid by the federal government. Under
Social Security, claims are reviewed and awarded by state governments (with federal reversal possible) and paid by the federal
government. Under the black lung program, claims are reviewed
and awarded by the federal government, but paid ultimately by
mine operators or their private insurers, and finally, under workers' compensation, claims are reviewed, awarded and paid by
private insurers (or state insurance funds). The HEW Task Force
selected the FECA model for research subjects in direct federal
research, but did not indicate for grantee/contractor subjects
whether claims review and award should be done by government or insurers. For the sake of consistency, and to minimize the
role of the courts and its potential cost consequences, the FECA
might review and award all claims, with insurers
program or
making payments for subjects in PHS grantee and contractor
experiments. If insurers are unwilling to surrender this degree of
control, they might be given the claims review and award functions with the possibility of the FECA or VA later assuming both
this function and direct payment of awards if FECA or VA experience on direct federal research subjects is favorable. We

VA

therefore suggest that:

#19 The

FECA or VA should review and adjudicate all

claims, including those
for research subjects of

made

PHS

against private insurers
grantees and contractors.
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Suggestion #20

The VA program requires no coordination of benefits with
Social Security or other programs, based presumably on the idea
that the injury is the result of government service, and compensation by government should be unrelated to the benefits which
the individual is due from other programs whether private or
does, however, offset against benefits it
social security. The
awards to the individual made as a result of a civil suit against the
government. We suggest that:

VA

#20 The compej.ration program for research subjects
follow the VA model, and not coordinate benefits with
other programs, a:td offset any civil awards against
benefits.

Discussion of Costs and Cost Factors
The costs of compensation programs are clearly rising,
whether measured in terms of premiums for private workers'
compensation insurance or federal costs for FECA. It is also clear
that actuaries are hard pressed to quantify the factors that are
contributing to this increase. The table below" compares actuarial projections for the Social Security Disability Insurance Program made in the past with current projections for the same
years.

Growth

in

Estimated Cost of DI Program

'

Estimated cost

Long-range
(as percent

Year

of estimate

Short-range

'

1980 projection

of payroll)

(millions)

(millions)

1956
1953
1960

0.42

S379
492
864

$1,380
1.550

1965
1967
1973
1975

.67

.49
.56

1

)

2.211

1.54

1.827
2.068
6.295

2.97

9.640

NA

3.51

12.715
14.822
16.532
17.212

16.197
16.817
16.532
15.600

.95

1976
1977
1978
1979

2
(

3.68

2.26
1.92

3.351

N/

Short-range represents intermediate estimate of cost for second year after the

year of estimate.
'

No

1980 projection made: 1975 costs were projected to be $949,000,000.

NA— not

available.

Source: Estimates prepared by the Office of the Actuary of the Social Security
Administration in connection with legislation (1956-67) or as a part of annu?l
trustees' reports (1973-79). Short-range costs shown in this table are benefit

payments

only.
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In every case until 1979, the older projection markedly underestimated the growing cost of the program. The decrease in
claims experience and costs since 1975 in the program are also
unexplained at present and their long range significance is un-

—

clear.

Similarly with FECA and State workers' compensation programs, actuaries and GAO studies can only suggest factors contributing to the rise.

Much

of the speculation concerning causes of the increases

relates to a

few

critical factors

however

" • the awareness of the availability of the benefits to possible
beneficiaries.

• the attractiveness of compensation benefits
especially

to individuals,

compared to the benefit of returning
in hard economic times in the nation,

especially as

to

work, and

• the medical difficulty of establishing "causation" in workplace or service connected cases, and the increasingly liberal
interpretation of "contributing factors" as grounds for awarding benefits,

• the principle of workers' compensation law that "preexisting" conditions aggravated or accelerated by an injury be
treated as (hough wholly cau?ed by the injury, and the medical
difficulty of quantifying the "aggravation" in

any case,

» \he subjectivity of judgments regarding percent of disability
associated with various injuries and their effect on specific
individuals,

• the

role of the courts in liberalizing interpretation of the law,

"in faver" of the "beneficiary",

and

• the tendency for Congress

such programs as
needy populations.

means

to liberalize

of insuring assistance to

These

factors are clearly

likely costs of

compensation

troublesome when considering the
research subjects. Such subjects

to

be made explicitly aware of the availability of the
benefits as part of an informed consent procedure. The benefits
would clearly be attractive, especially to terminally ill patients
who may not be able to return to work at all and are surely
will surely

concerned about their survivors' welfare. They may also seem
attractive to the researcher and clinical facility because of broader
coverage of medical care and assistance to a patient with whom
they empathize.
it may in many cases by very
medically to establish "causation" or that the intervention was not a "contributing" factor.

• In experimental procedures
difficult

" Social Security Disability Amendments of 1979. Report of Senate
Committee on Finance. United States Senate, November 8. 1979. p. 22.
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• For patients who are selected because they are already

ill

with a disease, there will be a higher percentage than in the
general workforce for whom "excess" injury cannot be quantified, but the total impairment will be very severe,

• Because many research subjects are young, the real effect of
an injury on their long range potential is very speculative.
• The possibility that Congress would liberalize the program
on behalf of cancer or other patients whose illnesses are
undergoing research seems higher than with many other
beneficiaries.

Given the lack of actuarial certainty on cost factors and the
seemingly high "score" of a program for research subjects with
regard to hypothesized factors, the Commission can only guard
against high costs by incorporating provisions designed to lower
the program's "scores" on these factors. Many of the recommendations already made are consistent with this objective.

By requiring documentation of pre-existing conditions and
and an effort to pay only for "excess" injury,
the program may succeed in making smaller awards than are
currently made. Experiments are conducted after all. in medical settings where personnel are capable of rigor in documenting both the pre-existing condition and its aggravation; this
(1)

their prognosis

allows for a far greater opportunity to distinguish "excess"
injury than is possible based on an induction examination or

pre-employment physical,

for example.

By setting an upper limit on the number of months benefits
would be payable to high-risk or "terminally ill" subjects, a
ceiling is established for actuarial purposes on this most difficult category. If the commission wanted to further limit costs,
as suggested earlier, it might also set upper limits, albeit somewhat higher, on benefits to all research subjects who are selected because of a pre-exisling condition. Please note that the
subject need not be classified as "terminal", but only that
he/she is in a higher than normal risk category— and therefore
the government is willing to accept less liability. In any case,
the subject could be informed of his precise coverage and its

(2)

limits

before agreeing

to the

experiment.

By using the VA's "average man" (person) concept, the
problem of estimating the long-range impact of an injury on a
young person's earning potential is eliminated by "averaging"
it out. Likewise, by using the "average man" concept to assess
(3)

the disabling effect of injury regardless of the individual's
vocation, etc.. the problem of estimating these specific effects
is eliminated. These subjective areas are the source of many of
the appeals and court cases in compensation programs.

VA "Schedule for Rating Disabilities" which
each disease or injury and level of severity sets a percentage of disability, we can attenuate a further area for liti-

(4)

for

By using the
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may also serve, in some cases, as a means
of quantifying both the disability attendant to the pre-existing
condition and the injury compensable. In many areas of disease and injury, however, the schedule itself is far too subjective in its distinctions of levels of severity to be much use in this
regard.

gation. This schedule

Lastly, by establishing a panel of individuals to make a
preliminary review of the credibility of a subject's claim, the
program would lessen any incentive in the-research or health
care facility to "err on the side of compassion" in encouraging
or documenting claims— as well as helping assure that credible
claims do get filed.

(5)

One

last

step that the

Commission might take

to limit cost is

or VA programs to the
courts. The VA program currently does not permit appeals to the
court, and the advisability of this law was recently upheld in
the Senate when suggested amendments to permit such appeals
were defeated in committee. The FECA program does permit
court appeals.
to eliminate

appeal beyond the

FECA

N

Arbitral Processes for a

Program to Compensate
Injured Research
Subjects
Irving Ladimer, S.J.D.*

Executive

Summary

Federal regulations for protection of human research subjects define informed consent to include "an explanation as to
whether compensation and medical treatment is available if
physical injury occurs" (45 CFR 46. 43 FR 51559. Nov. 3. 1973). No
system of compensation is proposed. Claims for injury have already been made and paid, and others will doubtless be filed.
Thus some review and dispute resolution methods must be
considered.

Under any system, or none, differences will arise regarding
entitlement to compensation, responsibility and liability. This
report is concerned solely with adjudicating sucl. differences. In
the absence of an alternative, disputes not informally settled by
the parties will generally be litigated under various state laws.
Court trials and judgments are often time consuming, costly and
inconsistent.

Upon review

of available possiblities and methresearch field, this report proposes arbitration, binding or advisory (for public agency sponsors) as the
optimum forum for adjudicating disputes. Voluntary, contractual
arbitration would be offered by research investigators and sponsors as an option as part of the customary consent agreement. It
would be binding as to private parties and advisory for public
agencies that cannot cede the right and responsibility of
determination to others. .Arbitration voluntarily chosen can be
employed with or wilhout special authorizing legislation, for resolving differences under any compensation system, whether
based on conventional tort or contract causes of action or a nofault principle with scheduled benefits.

Proposal.

ods best suited

to the

Arbitration Defined. Arbitration is a recognized form of private dispu'e resolution, generally voluntary, employed to deter*

American Arbitration Association.

August 1980

Preceding page blank
\

New

York,

New

York.
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mine

rssues presented to neutrals for adjudication in accordance
with the rules and conditions presented by the parties under
governing law. Although arbitration is an alternative to litigation,
it is cbo subject to specific law in most jurisdictions or accepted
and enforced under common law contract principles. In brief, it
is a method generally available for resolving differences or selected issues within the legal system. There are various fcras and
types of arbitration and, for the most part, all are generally available in nost jurisdictions. The classic form of arbitration and the
one most widely used is voluntary binding arbitration.

some form is available understate and federal
by virtue of general or special state arbitration stat-

Arbitration in
jurisdictions,

utes

and the U.S. Arbitration Act The modern arbitration acts
and enforce agreements to arbitrate future as well as

recogr.ize

existing controversies.

Arbitral Processes. Arbitration

is

a versatile process based

on contract which allows for different formal, modes of administration and methods of adjudication by expert arbitrators or
panels determined or selected by the parties. Administration, as
recommended in the Proposal, would be through the national
network of American Arbitration Association offices which can
provide professional service, for fees,

to the parties.

can be undertaken by a federal
agency or on behalf of a federal agency-. Such arrangement,
however, would be hnked to a statutorily established compenAlternatively, administration

sation program.

Selection of Arbitration Components. Although the Proposal sets out a particular format deemed suitable for the issues
likely to arise in research injury disputes, the report also presents
a checklist of options for establishing an appropriate plan. "Hie
list includes selection of types of arbitration; contract issues;
administrative and operational considerations; composition of
arbitration tribunals; financial aspects; awards, recoveries and
remedies, use of arbitral data for preventive purposes and
improvement of research activity- and relationship of the process
to institutional review boards (IRB's) and other committees.
Essentials of the Procedure, The report concludes with the
steps in the procedure to implement the Proposal.

Formal complaint filed with research organization, after
and confirmation or rejection of arbitration. Notice by research administrator to AAA or other administering agency of complaint
1.

injury, indicating claim

2.

Assuming confirmation,

bitration, effective thirty

filing of a

days after notice,

formal demand for arto allow for settlement

negotiations
3. Start of process by request for statements of parties by
administering agency and offer of arbitrator candidates to parties
for panel membership

-
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Prehearing

4-

procedures:

discovery,

examination,

as

needed
5.

Hearing or review

6.

Award, opinion or recommendations delivered

7.

Compliance with award and order

_><"

Introduction
Under any method for asserting a right or claim, differences
between the parties, public or private, regarding enti-

will ai»se

tlement, responsibility or liability. In the absence uf a specified
all disputed issues which are not
informally settled are generally litigated. Requests for redress by
subjects of -esearch alleging injury are no exception. The subject
or representative will go to court for compensation, other remedies and possibly punitive damages, unless there is another re-

or accepted alternative, some or

course or option.

An al'en jtive
ate

and

preferred Ly

many concerned with

appropri-

effective resolution of disputes in the health field

arbitration or a related process.

Such a mechanism may be

is

es-

pecially suitable for settling controvers'es in a compeiisation

program

tor h.jured research subjects to insure

sistency,

economy and speed. This technique can

reasonable condlso serv* as an
integral part of a comprehensive protection program and can be
styled to meet the needs A the parties and the enterprise in
which th*?y arj engaged.

The

following discussion describes arbitral processes for a
compensate injured research subjects under special
statute, with exclusive or voluntary application: by contractual
agreement, or both.

program

to

Federal Regulatory Requirement
The Code of Federal Regulations (4 CFR 46). relating to
protection of human subjects, specifies that appropriate ini

formed consent underlies the performance and participation in
human research. Informed consent is defined to include several
basic elements such as a fair explanation of the project, a description of attending discomforts and risks, a statement rf expectable
benefits, and disclosure of alternative procedures. The definition
(Section 46.103(7), amended in 1978). concludes with the requirement that subjects be advised of possible compensation in the
event of injury:

biomedical or behavioral research which
on explanation as to whether
compensation and medical treatment is available if physical injury occurs and, if so, what it consists of or where
further information rr.ay be obtained This subparagraph
will apply to research conducted abroad in collaboration

With respect

may result

to

in physical injury,

with foreign governments or international organizations
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absent the explicit nonconcurrence of those governments
or organizations.*

As of August 1980. no further detail has been provided by
regulation regarding the nature or type of compensation appropriate for this purpose or conditions for receipt. Thus, there is no
suggested method for considering or adjudicating disagreements
or disputes

initially

or on appeal.

Purpose of Report
This report proposes to offer recommendations regarding the

management

of unsettled disputes in the spirit of this require-

ment, applicable to any compensation system which may be formulated, whether based on conventional negligence, some type
of no-fault principle, or special statute.

Issues Requiring Determination in a

Compensation Program
Coverage:

Eligibility,

Scope, Parties

The

regulation stipulates that an explanation must be given
as to whether "compensation and medical treatment is available
if physical injury occurs". This specification cannot limit the
demand of a subject or representative, in the event of a claimed
injury to "physical" injury. Unless an exclusive statutory pro-

gram and remedy

is enacted for this class of research activity,
based on a cognizable federal or other public interest, there
would seem to be no basis for any advance restriction on the type
of claim to be presented or remedy requested under customary
standards of personal injury law. Accordingly, the coverage of
any resolution mechanism would have to extend to disputes arising from the widest range of claims and amount of compensation
including medical service, rehabilitation, cash payments for incurred and anticipated expense, perhaps punitive damages and
other possible redress. Before such considerations, there will be
questions regarding the breadth and limits of the compensation

program and those

eligible to assert claims.

Threshold Questions. Any special compensation program
will inevitably generate threshold questions of the following

types:

applicability or sc pe of program, i.e., if the program is
exclusive, such as the i ^dera! Employees Compensation Act,
some parties may all-n - nonapplicability, if an alternative
(a)

seems preferable or adv mtageous; if optional, some may assert coverage, if the program off jrs easier payment or better
benefits.
of Federal Regulations 45 CFR 46. 43 FR (No. 214) 51559.
Nov. 3. 1978 (underscoring supplied). (The Office for Protection from
Research Risks, NIH: OPRR Reports. Rev. Nov. 16. 1978, p. 4.)

'Code
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certain classes of rela-

and third pf ri\es
claiming injury, loss or damage, because of actic.is of investigators or subjects, may not be entitled to sue or claim
unless specifically named as included.^Similarly. certain defendants or respondents may or may not be covered depending
on the purpose, scope and reach of a program, i.e., drug and
device manufacturers, distributors and those responsible for
the facilities or environment in which the research lakes place.
tives or representatives of injured subjects,

(c)

basis of claim. Le„ must

it

be grounded on

tort liability

such

as negligence or does it extend to any relationship through
contract or guarantee? Would injury to property as well as
person be included? Would alleged social harms, such as invasion of privacy, libel and slander, false imprisonment be
recognized?

Thus, questions of jurisdiction, access and application will have
to

be considered as well as claims for damage due

Applicable Liability
Liability may be based on
(c)

(a)

legal

grounds

(b)

to injury.

medical* or

both.

Legal: The validity or adequacy of the consent provisions, or
may be a primary issue in cases under this program. Injury may well be alleged for lack of proper information
failure to warn,

or satisfactory understanding. Whether there would be

liability'

solely because of a touching or battery, without physical injury

would be a critical question in the research area. (Many states
have enar'ed laws requiring proof of physical injury to maintain
"informed consent" actions.) Such claims may aiso raise questions of waiver or assumption of risk for a particular act and the
possibility of an exculpatory clause as part of consent or permission in research investigations. In addition, consent on behalf of
others, such as a parent for child or guardian for ward, may be an
entering legal question before liability can be considered.

Medical: The chief medical issues will relate to ca. <e-effect
i.e., wl
ther the
injury compl ined of is related, directly or indirectly, to the particular research or to circumstances or incidents associa'ed with
it. Absent a special statute, liability will obtain only if 'here is
dereliction such as negligence, substandard practice, or ir. proper
conduct, in addition to a recognized relationship. This i 'ries
duty, dereliction, direct relationship and damage— is the customary medical and professional requirement to support a choice of
malpractice. But, if a compensation program establishes liability
or entitlement to a benefit, without regard to fault, then only the
occurrence of injury within the research relationship would have
relationships within the context of participating,

*

* Medical is broadly used to cover biomedical and behavioral research
as well as clinical studies.

Compensating

378

for

Research Injuries: Appendix

N

be demonstrated. This accords generally with worker compenif injury has occurred in
the course of duty within an employer-employee relationship.
to

sation principles allowing compensation

Both: Generally, both legal and medical issues will have to
be considered. Recovery would usually be predicated on showing of a legal duty based on stated or presumed relationship
between the subject and investigator and a demonstrable medical injury or effect flowing from that relationship. Where these

are in dispute, adjudication is required; where not in dispute,
may arise regarding remedy, recovery and relative

differences

responsibility for

payment.

Nature and Severity of Injury
The occurrence or existence
eration of the basis as well as

of

an injury requires consid-

If the injury is
admittedly directly and proximately caused by participation in
research and was an anticipated adverse effect, a simple allegation of tort liability founded on fault or no-fault, as the case
may be. would be sufficient. Un the other hand, if the injury
appears to be unre'ated to the research activity but was discovered within the context, time or recognized aftermath of the
research, there may be some question as to the applicability of
the program or the basis for recompense. This question would be
particularly pertinent if the claimant is a person other than the
subject who charges injury or damage of some association with
the research activity.

The most

its

seriousness.

however, relates to disfrom that resulting from the
expected course of the condition under study. Obviously, this is
not an issue in research on normal subjects but it is the most
common problem in the great majority of medical investigations
on chronically ill parties whose disease may produce the same ill
effects as, say. drug reactions or response to certain procedures.
difficult

problem,

tinguishing research-induced injury

Second, the severity of the injury, from slight discomfort

to

death, and possible impact on others, will have to be evaluated

compensation plan includes a schedule of benefits or range
payments as under worker compensation laws. Otherwise,
under customary tort liability, the nature of the injury and its
severity, income loss, age, occupation, health condition and medical expense and other special factors will determine the amount
and type of recovery for the subjects and for others who may be
entitled by virtue of relationship or dependency.
if

the

of

Defenses
In defense of claims asserted
statute, the

under common law or special

following are likely:

Assumption of risk— whether the consent to participate precludes all or some recovery for injury or detriment stated or
reasonably to be anticipated. This central question has not been
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research cases since reported
inform or negligent practice,
thereby obviating this defense. Could this defense be successfully asserted if there were no claim of malpractice?
litigated in either treatment or

suits

have been based on

failure to

Timeliness— whether the claim was filed within the appropriate statute of limitation, including allowan.ee for a recognition
or discovery of the injury following participation in research.

—

Action by patient/subject whether contributory negligence or failure to follow orders may have contributed to the
occurrence or severity of the injury. Although all research protocols permit the subject to discontinue or withdraw at will, the
circumstance or condition for such discontinuance may be considered as contrary to professional judgment or orders and
resultant injury might be attributable to the subject not the

On the other hand, an abandonment or, in some
circumstances, involuntary detention or false imprisonment.
investigator.

named— some of those specifiunder a special statute or. under
general state law, claim that they were not wholly responsible,
but only contributors (if at all) to the injury, or that others be
added or ordered to contribute proportionately toward payment
Defendants or respondents

cally

named may deny

liability

or recovery.

Damages and Remedy
Final issues in a case in which injury and liability have been
established relate to the appropriate remedy and the method of
payment or performance and possible enforcement. As indicated, the amount will be determined under standard malpractice rules or. under a special statute or use of state worker
compensation law. by formula or schedule specified by law and
regulation. Recovery

sum
and

may

include cash compensation, in

lump

or installments, medical service, rehabilitation, after-care
surveillance. These could serve not alone for the benefit of

the injured person, but also as guidance for conducting research
in the future. There may be differences not only as to amount
between the claimant and respondent as well as the insurer, but
also form of payment to arrive at the optimum remedy.
In determining the amount due, collateral source may be
many subjects of medical research are entitled to
health insurance or disability payments from public or private
raised, since

sources.

Rights to punitive damages may also be considered. Are they
in instances of gross negligence or deliberate tort action, in the research context? Generally, under compensation
plans, payments related to emotional distress or social disadvantage are not authorized. However, these are not ruled out in

allowable

customary malpractice

cases.

Subrogation and possible off-set through suit or recovery
from a third party, such as the manufacturer of the drug or device
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involved in the project or against the institution, are also available issues. With increasing frequency, malpractice and product
liability or other claims are filed based on the nme incident.
Limits based

on the type and coverage of the insurance pol-

icy applicable to the individual research subject or the entire

research project or program,

may

may also come

into contention.

Such

by statute under provisions of recently
enacted medical malpractice statutes. There may also be restrictions with respect to legal fees and other expenses under
such laws.
limits

also

be

set

Finally, hospital or medical fees owed by the patient-subject
where the research is considered part of a treatment covered
under a health program or initiated by the patient may be cited
to reduce damages claimed.

In sum. remedies and recoveries are likely to vary considerably throughout the country even for apparently similar injuries in similar contexts because of jurisdictional differences,
case law regarding general and special damages, rules regarding
contribution of defendants and potentials for collection. Net recoveries and enforcement of court orders add to the possible
variations or inconsistencies. For example, laws and practices
differ in respect to gross amounts or percentages allowed to attorneys paid by contingency fee. Payments from public agencies,
including the Federal Government, are subject to tort claims acts.
And courts differ markedly from state to state in insuring that
payments are made promptly and in accordance with orders.
*

*

»

These differences exist at present for medical malpractice cases
and other personal injury cases and are justified on the theory of
local need, interest and policy as expressed by legislature and
court. On the other hand, the Federal Government has, in selected areas, established consistent and uniform systems for social
security beneficiaries, veterans, and victims of certain conditions
(black lung, kidney disease)

among

Whether a compenand recoveries should be
consistent, of course, must be
others.

sation system for research injuries
locally responsive or nationally

determined on major policy considerations of general control
of the subject, equity, administration, cost and needs of the
participants.

Adjudication and Appeal
The issues illustrated and described above may arise independently or in va.ious combinations and will generally be
by agreement of the parties. In this domain, it
has been customary for the research institution, investigator or
sponsor to volunteer compensation or reimbursement, mainly
through providing medical and related service, without charge
and be covering out-of-pocket expenses from general funds or
under a general or special insurance policy.
settled informally
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Often, claims are not submitted to the insurer in order to
maintain the premium rate and to avoid the possibility of rate
review. If such offers are not accepted, the issue must be adjudicated on the basis of a claim in the form of a court suit or a
demand under the contractual agreement or other plan which
may be available for this purpose.

Adjudication of any or all of these issues will be undertaken
through (a) litigation (b) an administrative process of a public
agency. Federal or state or (c) private contractual agreement,
generally arbitration.

employs the State or Federal courts, depending on
and jurisdictional elements involved. It contemplates trial by jury or judge and permits the widest scope of
appeal to review procedural or factual error. Causes of action
will be based on tort doctrine— negligence, professional malpractice, assault and battery, among others— contract, including
product liability (warranty and degrees of liability).
Litigation

Jhe program,

issue

Administrative procedures would be employed if a Feder^
or state agency were, by new statute or extension of existing
authority, empowered to adjudicate such issues. Generally, such
*

would be exclusive,

jurisdiction

that

is.

the special benefit law

employees) would apply*
and no other forum would be available except by limited appeal
from agency action. Claims against the Federal Government, in
the absence of legislation placing these claims under FECA or
ether program would have to proceed under the Federal Tort
Claims Act, under which there is administrative review by the
Department of Justice and cognizant agency, with right of appeal
on specified grounds to the Federal district court.
(like that for

veterans or

civil service

Contract arrangements under compensation plans by investigators or sponsors co;:ld prescribe a complaint or grievance

mechanism

he followed by some arbitral process as appellate
would follow the industrial m^del of arbitration as the final step in a grievance procedure under a collective bargaining contract or. more appropriately, arbitration as
the end stage of a consumer or subscriber complaint mechanism
in a prepaid health plan. Arbitration awards under these patterns, unlike administrative determinations, are L tailing. Court
review would be limited to structural or procedural flaws.

forum. In

to

effect, this

Selection of Issues for Arbitration or Other
Processes

A
gram

major question in planning a special compensation prowhether the processes for dispute resolution should

will be

*Quincy Research Center's injuries to subjects have be^n covered
under the Missouri Worker Compensation Law. on application by the
Center. For this purpose, the subjects are deemed employees and their
service is considered employment under the law. Premiums are paid to
an insurer to cover benefits prescribed by the law.
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(a) mandated as a condition of participation or (b) optional at
the request of either party or both, or (c) a variant, such as presumed accepted, unless rejected by either or both parties.

be

In large part, the determination of a "compulsory" versus-"voluntary" resolution process relates to what issues should be
subject to this process. To avoid jurisdictional problems, questions of coverage and a variety of administrative judgements, it is
generally deemed preferable that all issues be subject to the
process, thereby equally entitled to all steps in proceedings, hearings and awards. This avoids distinctions end differential treatment. On the other hand, it may be considered appropriate, at
least at the outset, to place in arbitration only issues of compensation and remedy following a determination of liability, cn the
ground that public courts are best able to decide major questions
of policy and issues of first impression. (It should be noted, however, that in this country, a contractual arbitration has been employed effectively for a wide range of issues as well as cases with
substantial claims and complexity which parties may wish to
refer to this forum. All types of civil questions have been so
considered, but criminal cases and matters requiring public or
state determination have generally not been arbitrated.) On balance, therefore, if arbitration or a related process is selected for
dispute resolution, it should be available for all disputes:-

Arbitral Processes

and Formats Available

a recognized farm nf private dispute resolution, generally voluntary, employed to determine issues preArbitration

is

sented to neutrals for adjudication in accordance with the rules
and conditions presented by the parties in accordance with governing law. Although arbitration is an alternative to litigation, it
is also subject to specific law in most jurisdictions or accepted
and enforced under common law contract principles. In brief, it
is a method generally available for resolving differences or selected issues within the legal system. There are various forms and
types of arbitration and, for the most part, all are generally available in most jurisdictions.*

Format
Voluntary Binding Arbitration. The classic form of arbiand the one most widely used is voluntary binding arbitration. Briefy. it is a process subject to law whereby parties may
submit specified present or future controversies to a neutral party
for final determination. When cases are conducted according to
terms of the arbitration agreement and legal requisites, the determination of the arbitrator or panel, known as the award, is enforceable by entry of judgment on the same basis as a court order.
tration

•Ladimer,
8.

1979.

I.

"Versatility of Arbitration'*, iVeiv

York Law Journal. March
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is characterized by the design of the
problem and requirements of the parties; relative informality and privacy; and, if properly administered, economy, speed and finality. The award is not subject to i'-Jicial
review, except on narrow technical grounds, including fraud,
duress and procedural flaw. Arbitration awards ordinarily cannot be appealed on merit and even determinations as to what
may be arbitrable are often considered within the authority of the
arbitrator. Awards do not constitute precedents but. in some
fields such as labor and medical malpractice, opinions accompany awards and are available (with the parties' permission) for
study and analysis.

Essentially, arbitration

process

to suit the

Arbitration must be specifically agreed to or accepted by the
imposed by statute. Therefore, provision for arbitration often appears in a contract or set of conditions applying to
a program, such as a collective bargaining agreement or in pre-

parties, unless

paid health plan. In these contexts, it is often the capstone of an
integral or continuum system of dispute prevention, adjustment
and resolution procedures, leading to final and binding determination of issues and disputes.
Binding arbitration in one form or another has been applied
in this country for resolving disputes and controversies in labor
and industrial relations, in commerce, business and industry,
including international trade; in insurance and Product liability;
and, most recently, in consumer cases, personal injury and other
tort-founded cases.

The particular applicability of arbitration to compensation
for injuries incurred by research subjects derives from the use of
arbitration in the health and technical fields for controversies
in ccmract or tort, such as medical malpractice and
other professional malpractice. Since bind.ng arbitration is often
considered in relation to conventional litigation, a simple comparison between the court and arbitration, systems is presented in
the following table.

founded

Comparison Between the Court and Arbitration Systems*
Court

Arbitration

Formal pleadings

Pretrial procedures

Statement of naiure of dispute
and possible answering statement

by

motions, discovery, and
examinations before trial

Ordinarily no pretrial procedures
(discovery usually available in
medical malpractice cases)

Trial by judge cr jury

Hearing by party-selected panel.
usually having expertise in the

Rules of evidence followed

Arbitrator judges relevance and

subject matter of the dispute

at

the

trial

materiality, conformity to legal

rules of evidence not necessary

.
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equitable (presum

ably, but not necessarily, the

same

as

if

litigated)

Right to appeal; possible
reversal

Award

Public proceedings: deci
sion and proceedings
reported

Private hearings: announcement
of decision only to parties

final

and bindin^

*Ladimer I.. Solomon. J. and House. S. Democratic Processes for Modern Health Agencies, Spectrum Publications, Inc.. New York. 1979.

Voluntary Non-binding (Screening, Fact-finding) Process.

The term

arbitration is also occasionally applied to a voluntary,
but non-binding, process for resolving controversies essentially
on a recommendatory or advisory basis. This form is most commonly found in the medical malpractrqe statutes recently
adopted by several states which permit (most states require, see
below) review by an impartial panel which issues an opinion for
acceptance by the parties. These are in effect screening, factfinding. or mediating processes intended to assist the parties in
arriving at a mutually satisfactory conclusion, but have only the
force of persuasion rather than contract or law. Thus, the parties
are not bound and e
r may request a court trial, generally de
novo, with or withou :
-ence 'o the determination and opinion
of the panel, depending on the local statute.
;

.

•

The generally stated purpose of these processes is to discourage baseless claims, to get the benefit of unbiased expert advice
at an early stage, to provide a better exchange for neutral settlement and to sharpen the issues if the case proceeds to court.
Non-binding arbitration is often deemed the only available type
where one of the parties, such as a government agency or public
corporation, considers that it cannot be legally bound by an outside tribunal other than 'he court. However, both federal and
state statutes and regular ns have provided for binding arbitration with respect to certain activities or controversies.**
** For

by

example, the Amateur Sports Act of 1978 provides for arbitration

AAA over franchise disputes and athletes' rights to compete (P.L 805.

1979).

The Federal

Insecticide, Fungicide

and Rodenticide Act reguadded by a

lations provide for arbitration of disputes regarding value

(P.L. 95-396. 1978. 29 CFR 1440). Also federal courts
provide for arbitration. Over 20 state laws name the American Arbi-

new component

tration Association (see

SepL

1977).

.

Lawyers Arbitration

Letter, Vol.

1.

No.

19.
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Mandatory Binding Arbitration (Statute, Non-statute}.
Mandatory binding arbitration is rare. Generally, arbitration is
considered a process which the parties choose on the basis of
suitability to special problems, convenience and appropriateness
of procedure, such as impartiality and expertise. This is especially true in arbitration provisions developed through collective
bargaining. Labor relations in this country have in consequence
been largely governed by arbitration awards interpreting the
provisions of contracts applicable to working conditions, hire and
fire, entitlements and benefits, and determinations of relative
prerogative of management unions and individuals. However,
binding arbitration may be required in some labor relations acts
or emergency law where, after protracted negotiation, settlement
has not been achieved by the parties. Such arbitration is imposed
to determine significant issues involving the public interest.

A

form of mandator)' binding arbitration applicable

dividuals

occurs

prepayment

plans.

to in-

some health contracts or policies for
The best example is the provision in the

in

Kaiser-Pennanente contracts negotiated with groups including
public agencies under which enrollees on admission or by use of
the services accept arbitration as the exclusive means of deciding
controversies arising under the health program. (A limited, mandator)', binding arbitration is provided under the Puerto Rico
medical malpractice statute, discussed below.)

Mandatory Non-binding (Screening, Fact-finding) Process.
Mandatory, non-binding arbitration is a favored form for resolving medical malpractice claims provided by statutes enacted
as part of the recent reform movement.* Essentially, these establish exclusive systems for medical and health claim resolution
through determination by panels, usually consisting of a physician, lawyer and lay person, with authority to encourage party
resolution or recommend settlement either upon determination
of liability or recovery or both. (The success of these systems is
generally judged by the number cf cases which are resolved
within the system or by the panelists compared with the number
which proceed to court.) To limit the number of court reviews,
statutes often provide thai determinations are final, unless rejected within a limited time, or specify that determinations of the
panels are admissible in de novo court trials.
It

as

should be noted that only the voluntary binding approach,
described in this section, may properly be defined as

first

The term has been flexibly and variously applied to
other systems, but general arbitration acts, federal and state,
which will be later discussed, define arbitration as binding, with
only limited judicial review.
arbitration.

•There are over twenty jurisdictions with such statutes, some of which
have been declared unconstitutional in whole or in part. See discussion
below.
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adapation of the voluntary, binding arbitration concept
malpractice law

may be found in the 1977 Michigan medical
(Mich. Comp. Laws. Sec. 600.5040 of Chapter

50A), Under this
law. arbitration must be offered by specified hecl»h providers as,
a condition of insurability and may be accepted by the patient on
hospital or clinic admission. If accepted, arbitration is then man-

datory on both parties and the award is final and binding, not
subject to appeal by either party accept on procedural grounds:
In short, this represents a type of executory contract which becomes complete upon the acceptance of the offer.

Pre-claim and Post-claim Systems. All types of arbitration
are available under either a pre-claim or post-claim system. Two
principal patterns have been used in medical malpractice, most
applicable :or resolution of research injuries, based on the type
of agreement:
(1)

Pre-claim

which may

— agreements prior

to

claim that a controversy

arise in the future will be submitted to arbitration.

—

Post-claim agreements after claim to submit disputed
sues to arbitration.
(2)

is-

Within the pre-claim category, there are four types:

—

Exclusive imposed by law (only Puerto Rico; the medical
malpractice statute specifies arbitration as sole method).

(1)

Mandatory— arbitration specified for resolving designated
disputes under terms of a health plan (e.g., Kaiser planCalifornia statute permits such provisions by adequate notice
(2)

to subscribers).
(3)

Prescribed

— offer of

Michigan medical malpractice
(4)

Contractual

by specific proagreement of patient (e.g.,

arbitration required

viders, enforceable by voluntary

arbitration statute).

— based on voluntary acceptance by both par-

ties (e.g.. California hospital project;
arbitration plan).

New

York contractual

Within the post-claim category, there are two types:
(1)

— conducted under terms or rules of a plan available

Plan

to the parties (e.g., Suffolk

County (N.Y.)

plan).

Ad hoc— conducted

under agreement by the parties under
general or malpractice arbitration law of jurisdiction (usually
based on prior acceptance of arbitration for the particular case
or category by an insurer).

(2)

—

Other Processes Conciliation, Mediation, Advisory Systems. Although .ii titration has been stressed because it is the
final or determini ;.n stage, that is. resolution by a third party,
processes in which ,u e parties themselves achieve agreement
;

emphas
more productive sinct

also deserve

rectly offers the

views

*n certain areas, this effort
it

o.'

comes

is

likely to

earlier in negotiations,

the parties.

and

be
di-

.
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When parties cannot themselves achieve resolution, however, mediation or fact-finding is often invoked. Mediation embraces the advantages of direct and continuing negotiation by the
parties and the expertise of a third person.
Eva Robins, a skilled, professional arbitrator
chiefly in the labor arena, explains:

and mediator

Mediation means a neutral person's effort to help the parties reach their own agreement; if it seems probable that
the parties will be able to do so themselves, the mediator
may take less than a dominant role in the talks. But
whether exerting a major influence in the negotiations or
taking a softer, less visible role, whether present before an
impasse develops or when real differences have crystallized, the mediator's purpose is the same: to help the parties develop for themselves contract terms under which
they can live.
.

Mediation should be distinguished from two other dispute
settlement processes, arbitration and fact-finding. In mediation the neutral is not a decision-maker in arbitration
fact-finding he is. The mediator is a catalyst who tries
help the parties come to their own agreement. Fact-

and
to

finders investigate disputes, make findings of fact, and
usually issue formal, advisory recommendations on terms
of settlement. While mediation is an extension or continuation of the direct collective bargaining between the
parties, in fact-finding and, to a much greater extent in
arbitration, the parties hand over decision-making 10 a
third party.*

Although mediation is excellent for advancing negotiations between parties of equal bargaining power, for easing community
tensions and even in certain one-to-one differences such as family disputes, it has less purpose and value in achieving a settlement after denial of a claim or benefit. Generally, there has
been some interaction between the claimant and respondent or
insurer through their representatives toward settling a claim, as
in auto accidents, whether under a no-fault or conventional arrangement: introducing a neutral mediator in such circumstances
would generally not be helpful.

Administration
formats or plans for arbitration and related prothe parties to meet particular needs,
management or administration may also be structured to meet
the objective and purposes of the program, generally, existing
mechanisms are accepted, such as the rules and processes of the
}ust as the

cesses

may be designed by

*Robins. Eva with Denenberg. T. S. A Guide for Labor Mediators.
Industrial Relations Center. College of Business Administration.
University of Hawaii. January 1976. p. 3-7.
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American Arbitration Association or specified by
medical malpractice arbitration plans, or

ment between the

N

statute, as in

set forth in (he

agree-

parties before or after the controversy.

Public Administration. The major form ot public adminijrepresented by federal and state benefit systems for
worker compensation or social security or other benefits, establishes as part of the program a panel for administrative adjudication, after rejection of the original determination and
settlement offer. Generally, panelists or referees are employees
or consultants selected by the agency to consider and hear individual or class disputes. Administrative judges in the Federal
government and in many states serve this role. Under such
systems there is often a higher level, for appeal, and an administrator or executive responsible for final decisions. The adjudicative and appellate bodies technically provide recommendations
but. in fact, effectively make conclusive determinations since the
basis or reason for later appeal may be limited in terms of issues
or time. Also, as often noted, the second review in the same
program or agency, even though separate and independent structurally, tends to support initial judgments.
tration, best

the common administrative proceeding, subject alreview, whether or not stated. The review may be
limited to whether the process has met agency statutory or constitutional requirements and whether the matter was properly before the body.

This

ways

is

to court

Technically, although such a proceeding has some of the
elements of an arbitral process, it does no' meet the usual
requirements of allowing the parties to select or approve the
adjudicators; it* is not private and. most important, it is not contractually binding.

In a sense public administration is also available through the
provision of public employees as adjudicators, hearing officers or
administrative judges at the request of the parties or, in some
instance, by regulation establishing the availability of such staff.
In general, such assistance has been ava'lable in labor relations
cases at the federal and state levels and now also for certain civil
rights and discrimination cases, under programs for th, elderly
and the handicapped.

An

agency often named for this purpose is the Federal Conand Mediation Service. Parties often have the option of
engaging a private arbitrator or referring the matter to the American Arbitration Association or a similar body for arbitration
under general arbitration laws of the state or federal government
or applicable contractual provisions. The non-public administrator is selected because of greater leeway in choice of arbitra-

ciliation

tors,

to

informality

needs of the

may provide

and

and greater accommodation
The public agency may be less costly and

confidentiality,

parties.

access or procedures preferred by the parties.

—
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Private Administration. Without question, the most prevaform of administration ot arbitration and arbitral processes
is through private auspices or organizations. The American Arbitration Association offers the most extensive assistance in thi5
respect. The AAA maintains a countrywide network of office
and both national and local rosters of arbitrators and e.nploysstandard rules, procedures, forms and notices^Staff is available
for technical aid in the initiation and management of a case and
enforcement of an award. For this reason, the inclusion in a
contract or plan of the sample arbitration clause or provision
lent

Any

controversy or claim arising oat of or relating to this
contract, or the breach thereof, shall be settled by arbi-

accordance with the Commercial Arbitration
Rules of the American Arbitration Association, and judgment upon the award rendered by the Arbitrators) may be
entered in any Court having jurisdiction thereof*
tration in

makes

it

ti-ation

under the provisions submitted by the

possible to refer a case to the Association for adminisparties

and

local

arbitration law.

Private administration

is

also

undertaken within certain in-

dustries, often through a trade association or special agency-

established for this purpose.

A

notable example

is

the

program

inter-company arbitration by permanent panelists within the
insurance industry. Many industries or joint management-unicn
boards have regular full or part-time panels, referees or umpires.
Occasionally, such systems call on the AAA for particular exfor

perts, either fact-finders or arbitrators, or to resolve disagree^

ments within the system.

AAA

is the only organization that adminisincluding these covered by private agreement. Thus, .AAA may be specified or uiilized on an cd hoc basis
under state or federal statutes, as noted, or national programs or
for single disputes. All of these have in common the prior or post
selection by the parties of a particular formal for arbitration.
Many have published or available rules, procedures** and perhaps a body of arbitration awards, opinions or memoranda furnished by the p?rt es or maintained by the administrators.

At

this time, the

ter cases of

all types,

;

There is at present no professional or trade association of
privately administered arbitration plans but there are professional societies, such as academies of arbitrators, and the Society
for Professionals in Dispute Resolution (SPIDR) for arbitrators,
mediators and other practitioners. These provide for exchange of

information on processes and practices, training and Lustomary

•Commercial Rules

of the

American Arbitration Association. January

1.

1S80.

"See for example, the brochure for the New York medical malpractice
program. California end Michigan have similar materials.
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AAA

professional presentations. The
offers extensive training for
and those appearing in arbitration proceedings.

arbitrators

Party Administration (non-administered). Unless otherwise specified, such as in medical malpractice arbitration laws or
provisions under no-fault and uninsured motorist cases, arbitration may be conducted and managed by the parties themselves
in accordance with federal or state arbitration law. These laws
authorize and permit voluntary contractual arbitration, selection
of the arbitrators and the nature and enforcement of the award.
The Kaiser health plans in several states use this form of arbitration and many business and insurance contracts, including
those for health and disability coverage, use or intend to use this
method. (For example, many legal instruments include a provision that disputes will be resolved by arbitration without specifying the method; thus, the parties generally understand that
each will choose representatives who will jointly agree on a
neutral.)

Many

controversies subject to non-specific arbitration pro-

visions are submitted to the AAA, which applies appropriate
rules or those provided by the parlies. With the exception of

programs such as Kaiser's and similar
health organizations, the party-administered approach is essentially used for occasional cases.
certain well-established

Party administration, that is. without the benefit of a public
or private organization familiar with local arbitration require-

ments, may be frustrated at the point of compliance or enforcement unless all of the conditions have been fulfilled for court
enforcement. These include a valid agreement, usually formal,
demonstrated understanding of the parties, due process, compliance with time requirements, and safeguards in the selection of
the arbitrator and appropriate formalities in the rendition of the
award and adherence to court rules f )r entry of judgment or
motion for enforcement.
Partial Administration. The great majority of cases are handled under the methods described abo 'e, but some arbitrations,
which may be deemed referred or partial, are conducted for
specific purposes and may extend only to certain issues. Generally, this occurs when a court either requires or recommends an
arbitral determination of fact issuer within a complex case within
-

the jurisdiction of the court. Or the parties may specifically limit
the arbitration to certain issues. Also, under certain medical malpractice screening laws, panel determinations are iimited to findings on limited or specified issues.

The use of partial or split arbitration is generally not regarded as suitable or effective. It tends to prolong a case and
allows for internal conflict or inconsistency.

It

is

appropriately

used only where a specific or special issue has to be resolved
promptly in order to permit a larger matter to proceed.
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Authority for Process
Arbitration

and avoids the

is

a legal system.

Although

it

is

essentially private

depends on a specific authorizing
or mutual acceptance under common law as a contract

statute

courts,

it

still

obligation.

Contract

—Common Law.

were regarded

Historically, various forms of ar-

oh the ground that they
usurped the jurisdiction of the public courts and permitted decisions which might not accord with public policy or legal
conditions applicable to others. Today, private adjudiction, parbitration

as unenforceable

common to a business or continuing relationship is highly favored and generally
enforced by the courts unless there is some element of adhesion
in the formation of the agreement or unfair process in the management of the case. The common law in the United States,
however, is rarely invoked for the purpose of determining the
contours of an arbitration agreement or the enforceability of a
determination, since every state now has some general arbitration law or provisions for certain controversies.
ticularly to resolve technical issues or matters

General Arbitration. Most jurisdictions have some version
Uniform Arbitration Act, a model law drafted by the
National Conference of the Commissioner on Uniform State
Laws in 1955. It is the basis lor authorizing enforcement of arbitration agreements. The distinctive characteristic of the uniform
law and modern arbitration statutes, which vary somewhat but
include its crucial provisions, is the recognition and enforcement
of the

of future as well as existing claims.

This coverage language appears
Section

'

in the

opening

section:

(Validity of Arbitration Agreement.)

1.

agreement

A

written

submit any existing controversy to arbitration or a provision in a written contract to submit to
to

any controversy thereafter arising between the
and irrevocable, save upon
such grounds as exist at law or in equity for the revocation
of any contract. This act also applies to arbitration agreements between employers and employees or between
arbitration

parties

is

valid, enforceable

their respective representatives (unless otherwise pro-

vided in the agreement).*
'ern" laws and 27 are
At present. 42 jurisdictions have "r
patterned in large part on the Uniform
The Uniform Arbitration Act recognizes agreements by parties for appointment of
arbitrators, and appointment by the court in the event of failure
..

by the

parties.

An
court

arbitration award,

if (1)

means,

(2)

*The Uniform
uary, 1979.

under the Act. may be vacated by a

was procured by corruption, fraud or other illegal
there was evident partiality by an arbitrator appointed
it

Arbitration Act,

American Arbitration Association, Jan-
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as a neutral. (3) there was an excess of power i,? arbitrators.
there was a refusal to postpone a hearing cn sufficient cause,
with prejudice to the parties, or [5)jhe're was absence of a valid
arbitration agreement. In effect, the Uniform Act establishes

(4)

binding arbitration without an appeal on the merits.

Other state arbitration

statutes, for

to existing controversies only.

There

is

example, Alabama, apply
no state today which does

not have some arbitration statute, covering either present or future controversies or both, at least for certain types of transactions or activities.

Some statutes exclude particular areas of controversy such
as construction, insurance or labor contracts. Only three exclude
Alaska.* Kansas and South Carolina.* But, even in
these jurisdictions, cases involving such a cause of action are
effectively arbitrated and generally enforced if the parties have
entered into the agreement with knowledge and good faith.
tort actions:

The absence

of

an arbitration law or ah apparent exclusion

of tort actions or claims against doctors and lawyers would not
automatically preclude arbitration of the types of controversies
to research subjects. If arbitration
consent agreements (See Section IV, below)

outlined in respect to injuries

were incorporated

in

by virtue of a federal statute or regulation under federal law, the
U.S. Arbitration Act could apply. In fact, the U.S. Act would aptly
extend to mandatory or optional arbitration under such a program for compensation, if authorized by federal statute nr regulation, regardless of state

law.

The

U.S. Arbitration Act first enacted in 1925
several times, applies to transaction in interstate

and amended
commerce or

under federal law. by agreement

in writing for arbitration, with
federal court enforcement. Like the Uniform Act. it covers any
"controversy thereafter arising ... or an agreement in writing to
submit to arbitration an existing controversy arising out of such a

contract, transaction or refusal to perform."

The

methods of adminisdescribed could be designed and employed

various forms of arbitration and

tration previously

under the federal and state arbitration laws. The conditions to
meet are relatively simple, essentially restating fairness and due
process requisites and the right of court intervention where parties have not carried out obligations of their cgreement or there
has been some impropriety. Generally, parties are free and encouraged

to

develop suitable systems and

to

choose qualified

arbitrators.

Medical Malpractice Arbitration Statutes. Claims or comunder research programs would likely fall under

plaints arising

four types of state or federal laws:
'Alaska has a special medical malpractice arbitralion statute. South
Carolina also excludes disputes involving doctors and lawyers.
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worker compensation,

(a)

ployee or

is

if the subject is considered an
so defined for purposes of the statute*

medical malpractice
both

(b)

em-

statutes providing for screening, arbi-

tration or

product

(c)

liability

laws

general arbitration statutes, applying
controversy.
(d)

to present or future

Of course, there can always be litigation under case law
unless specific statutes provide an exclusive route or remedy for
claims arising under a stated activity. Only medical malpractice
statutes may be so construed but as later discussed, it is arguable
that research activity is not medical treatment and thus not a
possible source of medical or health malpractice claims.
fn the last few years, all jurisdictions passed some type of
medical malpractice law or provision for insurance. As of this
date, 29 jurisdictions have some form of pre-trial screening, mediation, or informal review by a panel under an executive or
court authority. Fourteen provide for arbitration, all on a voluntary basis, except for Puerto Rico which has a mandatory system
applicable to certain types -of institutions. Some states permit a

choice of screening, arbitration or

litigation.

No state

requires arbitration of the types of claims previously
described for compensating injuries to research subjects. Only
Michigan, as pointed out, obligates certain providers to offer
arbitration to patients, who may accept the option and, under
certain circumstances, may revoke it. Voluntary contractual arbitration is available in any jurisdiction, even where there is mandatory screening, since arbitration is an alternative to the courts,
whereas screening is generally construed as a first step within the
court process. Thus, in New York State which has a mandatory
mediation act. there is a voluntary contractual arbitration program, sponsored by the state medical society and hospital association and a local arbitration program in Suffolk County. A
description and comparison cf medical malpractice arbitration
statutes appears in Arbitration: Commercial Disputes. Insurance

and Tort Claims.**
Special Programs.

The

existence of either general or special

arbitration statutes, such as for medical malpractice, has not nec-

encouraged voluntary use of arbitration. Instead it has
been adopted and used where interested parties have developed
plans or programs for arbitration of particular disputes, usually in
conjunction with other dispute resolution or grievance processes.

essarily

In the labor field this

*As noted, subjects
the Missouri

"Ladimer.

is

of the

notably true and, in the health

Quincy Research Center are covered under

Worker compensation

law.

"'Medical Malpractice Claims" in Arbitration:
cial Disputes. Insurance, and Tort Claims, edited by Alan
Practising Law Institute. New York. 1979. p. 301-341.
I.

field.

CommerI.

Widiss.

\

r
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medical malpractice arbitration has been reasonably successful
where sponsors such as medical or hospital associations. legal
groups and insurance organizations have designed or adopted
systems or rules for the arbitration forum. However, a statute
passed in response to the needs and practices of those concerned, as in California, will effectively encourage extension of
arbitration.

The development of a program usually involves a consideration of the advantages of such a system; the method of operand administration: agreement on the part of all concerned
and monitor the system and an acceptable mechanism for service and selection of arbitrators. As previously
noted, these systems may be self-administered or cases may be
ation

to participate

submitted

to a

professional organization, public or private.

Legal Aspects.
to the validity

and

A

principal consideration, however, relates

applicability of arbitration. Arbitration in the

health field has successfully met tests of state and federal constitutionality. Arbitration is deemed an alternative forum which
may be selected by the parties without any loss of due process,
without imposing discrimination snd without removal of any
rights or causes of action available under litigation. Only one
challenge, now pending, based on inclusion of a health representative on Michigan's three-member panel, goes to a constitutional

3f

>

*><T

r

In general, arbitration is acceptable and enforceable
where appropriate contract conditions are met.
point.

On the other hand, so-called "arbitration" under several
medical malpractice screening plans has been declared invalid
in whole or in part for denying access to the courts where the
conditions for pre-trial review were considered onerous, timeconsuming or costly or where the panel was not considered impartial or neutrai. In some instances, the form or structure was
considered to usurp the functions of the court. Also there has
been some question regarding the constitutional justification for
distinguishing medical malpractice from other types of tort or
negligence cases.
The application of valid arbitration, however, has been subnumber of interpretative rulings, generally relating to the

ject to a

form or acceptance of the agreement. Arbitration provisions have
on the motion of the defendant where there
was a flawed contract relationship, because of duress or coercion, at entry, where one party possibly had an unfair advantage
(adhesion), or where circumstances precluded a fair consideration of the option. Courts have emphasized the need for
explaining arbitration, for insuring understanding and for appropriate documentation of the alleged consent. Also, arbil-ation
provisions which implied or included exculpatory clauses have
not been enforced. Enforcement has also been denied under
pre-claim agreements where the plaintiff parties have not been
signatories, for example, representatives of decedents or parlies
not been enforced
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pressing derivative claims, unless they were clearly included in
the arbitration clause or statutory language^
Arbitration, however, has been upheld with respect to injury
of a child under a provision signed by the father and has also
been applied to a member of a union or employee of a public
agency based on an agreement between such organizations and
a health plan. Therefore, although the general principles of contract prevail, specific consideration must be given to the types of
cases which may arise to insure that the panies intend to come
within the arbitration forum and be subject to appropriate en-

forcement of awards.
In the fourteen jurisdictions which have enacted medical
malpractice arbitration laws, arbitration of research injury disputes may have to comply and conform with statutory requirements for notice, form of agreement, type of panel and other
detail in order to insure a valid agreement and enforcement. In
most of these jurisdictions, agreements by the parties as to such
features are authorized and acceptable.

The
ciples

provisions in.the Proposal (see Sec. IV) meet the prinessentials of all such statutory requirements, but par-

and

may have to be observed if it is determined
under the local malpractice statute.*

ticular requirements

that research falls

On the other hand, if arbitration as proposed is not used,
malpractice cases will be subject (o litigation, including the recently enacted mandatory medical malpractice pre-ti •«.!, screening and mediation laws which present a variety of requirements
and limitations. As previously discussed, some of the ;e statutes
have been declared unconstitutional in whole or in oart. thus
presenting further difference and uncertainty.
Reasonably consistent management and adjudication on a
national basis for all research activity calls for -j federal statute
establishing a compensation program. Such a statute could include voluntary arbitration provisions which would supersede

all

state laws.

Selecting Arbitration: Checklist for
Establishing an Appropriate Plan
Arbitration

adopted for
*

is

a

method

which can be
unresolved differences arising

for resolving disputes

final determination of

In the opinion of counsel of the

American Arbitration Association, the

medical ma!prac:ice arbitration statutes, like cfher malpractice statutes,
apply solely to claims arising out of diagnosis, treatment and related
heaith care but not to research, investigation and human studies,
especially those involving normal volunteers. For example, the covered
providers listed do not include investigators or research centers or

pharmaceutical firms nor do they refer to research or clinical studies
Moreover, by avoiding or rejecting arbitration laws (only Puerto Rico is
mandatory) research issues can be referred to arbitration under this
Proposal.
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within any system for claims management and redress. It is
therefore possible, and experience has indicated, that arbitration,
in one form or another, can suitably be applied following
informal negotiation. And. as in the labor relations field, it may
serve as the principle method of contract interpretation and even
determination of conflicting interests developed in the bargaining process. Arbitration is best understood, therefore, as an
alternative to the conventional procedures: as the end stage in a
complaint or grievance system; and as a type of administrative
adjudication which may be used by public or private agencies.

Selection of Option(s) Available
The versatility of arbitration and iis adaptability, as well as
ease of amendment, therefore, permits selection or design of
optimum format or style, to serve the issues and requirements of
the parties. Thus, one must review the various options and determine how these best fit the current and anticipated circumstances, such as new laws and changes in potential liability.
Limitations must also be considered, such as the fact that
voluntary arbitration is based on agreement of the parties, therefore requiring appropriate explanation, notice, forms and adherence to statutory requirements. Technical difficulties, such as
may arise in reaching all parties in interest, may also be pertinent. As a private system, arbitration fees and expenses for administration and compensation of arbitrators may exceed those
in the court system, at least at the outset.

The

essential

principles

of

voluntary

arbitration

are:

submit unresolved issues in dispute to a neutral body for resolution and (2) acceptance of and
compliance with the determination of the arbitrators (award) as

(1)

agreement by the parties

final

to

and binding.

The

benefits

and problems presented

for

each tyne of plan,

particularly pre-claim versus post-claim agreements, must be

weighed

in

terms

of

between

experience;

insurance

requirements;

and providers; and financial considerations for administration and education. For example, preclaim systems set the ground rules in advance and thus facilitate
planning and cost estimates. But. post-claim arrangements can
reduce unneeded preparation and administrative expense.
There are, however, possible combinations which use the merits
relationships

patients

of both.

A wide variety of voluntary arbitration plans are possible
without statute. If the systems devised prove satisfactory, they
will be used and a statute may not be needed. Without it, there
is greater flexibility and more opportunity for improvement.
Jurisdiction and Application
First, what types of cases or claims should be submitted to
arbitration? Generally, the developers of any plan will have com-
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plete choice in this respect, but state laws may set certain conditions. For example, as noted previously, mandatory or exclusive

malpractice pre-ccurt screening statutes will apply to

all

mal-

practice cases, but not others. Arbitration, however, may be used
on a private contractual basis, since it legally bypasses the court

system. Arbitration may be used within the same program to
resolve medical malpractice claims as well as disagreements
over health service entitlements or other differences.

Mandatory Versus Voluntary. While arbitration cannot be
required as a condition for medical or health service under state
laws, some jurisdictions (e.g., California) allow a health contract
or policy to include a provision that arbitration will be the sole
and exclusive method for resolving some or all is^ aes under the
agreement. Such mention of arbitration in the subscriber contract
assures a definite and known procedure which produces a
Hnal determination. This certainty may be advantageous to all
interests.

Present Versus Future Disputes. Should the agreement to
it also apply to
disputes which arise in the future? Unless limited by siatute to
present disputes (e.g., Minnesota), most malpractice nrbil;r'»on
provisions apply to both existing and future disputes, thus establishing in advance what system will be used.
arbitrate be limited to existing disputes, or should

what parare to be subject to arbitration. The plan or agreement
should, accordingly, refer to the types of issues or circumstances
exclude survivors,
covered and. as appropriate, include
minors, dependents, and third parties-in-interest, to assure th^t
Parties. Designers should establlsn or recognize

ties

t

arbitration will apply to

practice aioitration laws
to

such

aii who may be concerned. Some malnow specify whether arbitration applies

parties.

absence of such a provision (which may be included
consent agreement or noted by reference) applicability of
arbitration may be contested, thus delaying and possibly frusIn the

in the

and decision. Of course, when arbitration is
selected by the parties after the injury or at time of complaint or
claim, it will not likely be questioned later by either side. The
trating the process

problem of coverage arises only

when

a pre-claim

agreement

is

not observed or deliberately rejected as not valid or current.

Legal Conditions; Regulations. Changing laws and regureview of applicability of arbitration to
pertinent disputes. The conditions for malpractice arbitrations
have been discussed. At a local level, forms, provisions for
notice, records and reports should comply with current legal
requirements.
lations dictate systematic

Acceptance and Agreement
Contract Issues. Arbitration should be specific and understandable to all parties for whom intended. In the research field.
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the concept wou'd have to be explained to Institutional Review
Boards, investigators, to hospital staff and. particularly, to insurers and attorneys. Obviously, it will have to be made clear to the
subjects and investigators. Since arbitration is enforceable

only when based on vabd contract, certain issues should be
considered.

Thus, as earlier discussed, care should be taken to avoid
circumstances suggesting adhesion or other unfairness or conditions for health service. In addition, arbitration should not be
linked to provisions excusing possible negligence or obligations
imposed by law or recognized professional practice. The arbitration agreement cannot relieve any one of a fundamental duty.
Finally, pertinent elements of informed consent, in research,
apply to arbitration provisions. These would include, among others, formal agreement, explanatory materials, opportunity for
question and discussion, and also for confirmation or cancellation of agreement, if required by law.

Administrative Considerations. Evidence of notice and
agreement to arbitration by all concerned parties must be maintained in appropriate files, to be produced as needed.

Agreements to arbitrate by professional staff (investigators,
nurses) and by consultants, contractors, affiliates, and associated
health facilities (hospitals, laboratory, pharmacy) should be obtained, filed and kept up to date. Initial written agreements and
systematic review are essential to avoid questions concerning the
applicability of arbitration. For research, as ior practice in hospitals that are enrolled in arbitration programs, one general agreement for staff at the outset would suffice. It could reasonably be
a condition for the privilege of engaging in research, just as some
hospitals request staff physicians to sign up.
Forms; Records; Other Evidence of Coverage. Records
who have signed arbitration agreements,
and of the effective periods of such agreements, should be maintained to permit easy checking, to facilitate requests for renewal,
for statistical purposes, and to meet any insurance or :egulatory
requirements of the jurisdiction. Where the effective acceptance
is by confirmation after an injury, there will be no need for
advance arbitration agreements from patients or subjects.
identifying individuals

Operation of System
Initiation of Arbitration. Rules should set forth a precise
procedure for requesting arbitration, specifying use of appropriate forms, requiring notice to parties, fees and other

requirements.

Time

The agency

dispute resolution procedures
should specify time limits between informal adjustment steps
and referral to arbitration and a time limit for arbitration
decisions— commonly 30 days after hearing or review. For the
types of claims contemplated under a research injury compenLimits.

-
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may be no need to consider prior grievance
procedures, except perhaps in large institutional settings such as
the NIH Clinical Center. Or. as perhaps at Sloan-Kettering or
other large hospital-research centers, the procedure for complaints through a patient representative office may equally apply
for initial adjustment.

sation s\ "stem, there

Adjudication. In most cases, adjudication includes one or
arbitration panel. Although formalities are dispensed with, arbitrators follow standard rules of
fairness for admission of evidence and consideration of statements of parties, their representatives, witnesses and. on occa
sion, experts requested by the arbitrators. The hearing are held
generally at the convenience of the parties and the arbitrators) a!
a site adjudged appropriate by the parties or by the administrative agency in light of the place of injury or other pertinent
circumstances.

more healings before the chosen

Rules or the parties

may

also stipulate that adjudication

may

be without hearing, solely on documents such as medical records
and presentations of the parties. Such arrangements are rare
since, in medical malpractice cases which are similar to those
expected under a reseach program, counsel wishes to hear and
examine the parties. By agreement, the parties may request transcripts or records or

make

similar arrangements.

Administration
Party Controlled Versus Administered Proceedings. Party?
controlled proceedings: In this pattern, generally there is little set
procedure. Where specified rules of procedure are not set or
adopted, arbitrators must look to applicable state law to guide
proceedings.

Administered arbitration: Under administered systems, the
administrative authority ordinarily handles all details in accordance with set or submitted rules and maintains a roster of arbitrator candidates. Cost arrangements vary: the sponsor may pay
all costs, may share costs with claimants, or costs may be allocated as part of any award, or some combination of these options.
Rules. Development of full, special rules involves difficult
problems of technical drafting, interpretation of new language
and conformity to approved models and statutes. Under administered systems, standard rules may be adopted. Or, there may be
agency developed "ground"' rules supplementing general arbitration rules promulgated by statute, administrative cede, or pri-

vate administrative agency.

Prehearing Process: Discovery, Evidence. Ruies can provide for an appropriate prehearing process— in conformity with
statutes and the desires of parties as to prior informal settlement,
discovery procedures, and involvement of all parties in interest.
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notify the respondents in

Representation (Counsel, Pro Se Cases). Use of attorneys or
self-representation at various stages should be specified in the
rules. In medical arbitration cases, as in such court cases, attor-

neys are almost always engaged.**

Advisory Committees. Arbitration programs have been enhanced and promoted through the guidance of advisory committees composed of representatives of all interests at the local level.
The Michigan statute establishes such a committee of professional and lay representative? with responsibility for explaining
arbitration among medical, legal and consumer groups, setting
qualifications for the members of arbitration panels and for
evaluation of the system. The advisory group for the New York
voluntary contractual medical malpractice arbitration program
(non-statutory), similarly prepared explanatory and Luucational
materials, provided training and undertook negotiations with insurers and others to insure receptivity throughout the slate.
Although an advisory committee is not an essential element
of an arbitration program, it serves the important Junctions ol
planning, guidance, and promotion. It can also evaluate the program toward inproving the quaiity of the enterprise.

Arbitration Tribunals, Panels
Party-Appointed and Panel Forms. A distinguishing and
an arbitration procedure is the method of ap~.
pointment and determination of types of arbitration tribunal.

critical aspect of

Party-appointed: Each side appoints an arbitrator, and (he
select a third, "neutral" arbitrator. Each party pays
its appointee, and the parties usually share the cost of the "neutral", but other arrangements are possible. Parties of their representatives (usually attorneys) directly select arbitrators or choose
from panelists who meet the prescribed qualifications established by the rules.

two mutually

Panel Forms: Parties mutually select one. three or more arbifrom lists offered by an impartial administrative authority

trators
(e.g..

American Arbitration Association or other named

public

private or
there are inefficient acceptances, the authority
the required number.

entity). If

may name
Number and Type of Panelists (Legal, Health, Public Representation). Usually, malpractice cas^s call for three [health, law.
other) panelists for large cases and one (attorney) for smaller

cases. This pattern
stipulated by law.

is

subject to change by the parties cr

may be

*Such provisions are found in certain $tate medical malpractice Ir.ws
and sJatc arbitration laws. e.g.. California. Michiean.
* * In the lev. cases in which parlies have represented themselves, issues
were relati\ely simple or damage claims were low or nominal.
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and Lo^cL

systems, qualified candidates dravsu from
or representing the discipline or field of interest s[>ecified by the
parties or the plan are recruited continuously' for possible selection as needed. As noted, parties may also agree to certain arbi-

Under administered

trators in advance.

Payment of Arbitrators. Arbitrators may serve without
compensation, as a public service, for all or. part of a proceeding
(one or two days), or they may be compensated at a prescribed
daily fee. Payment may be made directly bv the parties or
through the administrative agency. By agreement, patients may
share equilly or pay less. Compensation may also be assessed as
part of the award-

Financial Support of System
Administration; Case Fees, Arbitrator Fees. Initial support
be required for development of a program, rules, notices,
and forms whether undertaken by program sponsors or by an
independent authority. Often, such planning is covered by consultation contract. Under administered systems, use of available
rules and materials may reduce initial support. All systems impose filing and other standard administrative fees on a per case
basis. Fees and other costs may be pre-set when a program is
designed and enveloped. Thus, a ;.iun for research disputes, us
for malpractice disputes, may prescribe set fees regardless of size
of case. But. this arrangement is possible only within a single
plan, regional or national, which applies the same rules and
procedures to all cases under the plan.
Generally, costs, fees and other expenses are equally shared,
or paid for by the party requesting special service, such as a
transcriot. Parties customarily pay for (heir uwn experts, exhibits
and demonstrations, just as in court. The arbitration system does
not preclude the contingency fee or other arrangements between
attorney and client to cover such costs but since, more often than
in court, a complainant may repr^cn* himself, it may be desirable to have some fund to insure appropriate presentation of
will

the case.

Revolving Fund. Partial support for a system may be possible through establishing a fund si-pported by contributions from
awards. For example, five percent of compensation could automatically be allocated. This furd would be used for fees and
expenses t*.at could not be paid by indigent complainants and
might also be used for other purposes such as studies for improvement of the system. Such a fund however is not feasible
unless there

is

a substantial

body of cases.

Subsidy. A national or local arbitration plan might also have
to Yz subsidized for administrative purposes only. The compensation or cost cf other remedy to the complainant would ordinarily be covered by insurance or otherwise if the sponsoring
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agency is self-insured. A subsidy would ordinarily not be required after installation of the system, except perhaps for continuing education, information materials and for evaluations.
Proportionate Shares. As in all legal proceedings, an arbitration award may determine that more than one defendant in
responsible and liable and may allocate compenarbitrator will customarily include agreements
by respondents on this point as part of the award order. This may
include a division of cash payable to the complainant or may
assign one party to provide care and rehabilitation and the other
to provide for periodic payment or set up a trust or other method:
these forms may also be proportionately shared.

arbitration

is

sation shares.

The

Recoveries and Recoupments. Where an arbitration does
all the issues or apply to all parties who may be
involved in a case, the award may recognize that the insurer or
other payor may recoup from other sources if there is recovery
based on the same incident or injury. This accords with the
customary principle of subrogation in personal injury cases and
worker compensation laws. The compensation benefit is reduced
by some fraction in the event of third-party contribution. In short,
not determine

arbitration follows the

same

principles

and rules applicable

to

recovery and recoupment under other systems.

Award and Remedies
Scope of Award. The rules may specify
relief, arbitrators

may

that in assessing

consider degree of fault and resources

otherwise available. The rules for arbitration awards would reflect the bt::is for any cauie of action and the issues subject to
arbitration. Thus, awards would relate to scheduled paymenls
under an exclusive no-fauit system or, otherwise, follow local
law with respect to recoverable damages.

Composite Award (Financial, Care, Follow-up). The arbiaward, serving equity and justice, may provide medical
care and rehabilitation as well as compensation and such printration

ciples

may be

specified.*

of award contemplated under an arbishould be acceptable to and approved in advance by
the insurance carrier. Individual cases would not have to be

The scope and type

tration plan

subject to prior approval.
Similarly, the insurer and parties should agree in advance to
supervision of any award involving medical care, rehabilitation,
or periodic payment. This is particularly important when care is
provided by another medical or health institution.

The New York program rules include: "Section 5. Scope of Award: The
award may grant money damages, hospitalization, medical or rehabilitation procedures, any combination thereof, or any relief deemed equitable and just."
*
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Arbitration awards customarily set forth only the determinations on the issues and the remedy, without opinion, explanation or reason. The rules, however, may require or> r.ions or
other statement of clarification. Awards, like the entire arbitration proceedings, are confidential to the parties but may be
made available to others (published) with permission. The possibility of sharing of arbitration awards and opinions for research
and analysis, if not tor legal precedent, may suggest some form of
statement of reason or basis for judgment.
;

Report, Opinions and Other Data
Preventive Analysis. The volume of arbitration awards and
opinions in

this field is likely to

be small, not alone because there

few claims but because most are informally
settled. Yet. the disputes which require arbitral disposition may
yield insights and other valuable information regarding the operations of a research project. Awards and history of complaints
can (and should) be available for analysis which can help remove
some causes of dissatisfaction in research management and imhave been

relatively

prove the quality of research a? well as reduce the number of
disputes.
Statistical

Data Base. Use

ticipants in the research

of arbitration

by most or

community can produce

all

par-

similar data for

creating a centralized source or base for purposes of medical,
economic and actuarial study which should prove helpful to research administrators and investigators. Such a feedback system
should be designed at the outset so that the forms and reports
used under any arbitration pian can easily serve as data sources.
'.".*•

Confidentiality

tration records,

and Privacy. Individual research and

arbi-

however, generally are governed by the same

principles and authorities relating to confidentiality and privacy
of medical records. These may be aggregated without personal
identification for statistical purposes. Arbitration awards gener-

ated by a private system are. by nature, private and confidenand are ordinarily not available without permission of the

tial

parties.

—Ownership and

Use. Files relating to
to the administering agency and are not released without permission of
the parties. Portions of a file in the possession of the attorney, the
insurer, witnesses or others remain their property. The information, as in the case of medical records, may be legally obtained
under appropriate court order for judicial appeal, as claim for
medical benefits or care, or for similar purposes.

Closed Case Files

arbitration proceedings as well as the

awards belong

Relation to Medical Records. For purposes of risk management, quality control and improvement of research operations, it
may be possible and appropriate to merge data from complaints
and arbitration awards with medical records within a comprehensive statistical system. Combining such data would produce a
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method of determining where difficulties have
and where improvements are indicated. Such a system
would begin to produce useful results only where there is arelatively simple

arisen

volume of reports from contributing sources such as
research centers, pharmaceutical firms, insurers and independent investigators in hospitals or elsewhere under both private
and public auspices.

substantial

Enforcement and Follow-up
Entry of Judgment and Enforcement by Court The award
of a properly constituted arbitration tribunal and process may be
submitted by either party to a court of appropriate jurisdiction for
entry of judgment which renders it enforceable on the same basis
program designed and administered
as a similar court action.
to insure conformity with state and local requirements lessens
the possibility of vacation of awards.

A

Compliance. Rules and instructions may include a process
compliance without resort to court. Systems administered by
an independent authority customarily have such provisions and
for

the capacity to request parties to

.

fulfill

arbitration

award orders.

Supervision of Cases to Assess Effect of Award. A program
based on the concept of prevention, as would certainly apply to
research injury compensation, appropriately includes concern
for the parties after as well as before the. arbitration award. The.
arbitration plan thus should include an evaluation component to
assess how well the award achieves its remedial goals.

Enforcement of "Split" Cases. Where the same incident

or'

injury leads to a dispute witii issues in arbitration and in court, it
may be necessary to consolidate the outcomes to provide a full

recovery for the claimant and to share the payments among all
defendants. Ideally, the entire case should be considered in one
forum, so that all parties may be heard within the same context.
The matter would then be resolved as one with due consideration
to proportionate responsibility and liability.

and joinand allow participation accordingly. Arbitration can accommodate multiple
claims and cross-claims in a single case and can provide a st3ged
or separate award with respect to the parties.
Arbitration rules always provide for the invitation

der of

all

parties with a substantial interest

If a party in interest is not pre-committed to arbitration and
does not choose to enter, there may be no way to arbitrate with
respect to such interests. In some states, the court may. under
special statute or rule, determine whether a cause of action will
be wholly within arbitration or the courts or separated, depending on the possibility of conflicting outcomes. Where two
forums are used, determinations in one are not necessarily binding on the other. It then becomes the responsibility of the parties
to reach an appropriate proportional resolution.
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Split forum cases are not common. When they do occur,
usually based on a prior settlement or waiver with respect to

it

is

one

party or one issue which can then be taken into account in the
compensation cases,
this problem would not be likely or serious if there is a general
arbitration proceeding. For research injury

pre-commitment

to arbitration.

Evaluation and Modification of Program. The advantage of
an arbitration plan designed and maintained by the parties is
that, subject to law, it is capable of modification to meet new
conditions. Rules therefore customarily provide for amendment
a$ well as for stipulations by the parties for expedited action. An
advisory committee, as noted, associated with the institutional
review board, would be able to assess the program and arbitration plan regularly for possible improvement.

Relationship to Clinical Research Activity,
Suitability. The central question in considering adoption
arbitration for medical
is its

suitability to this

of

and biomedical and behavioral research
activity and its likely effect in improving

the quality of such research. No end-stage resolution process can
prevent problems leading to disputes since it cannot, by itself,

consider the causes of initial complaint or settlement failures. But
certain processes may be more appropriate for adjudication of
differences and more likely to prove instructive for their avoidance and prevention.

whether intended

Arbitration,

determ-nation,

is

more accessible

to yield a final or

advisory

not just a generally faster, less expensive

alternative to litigation.

It

is

and

best characterized

and privacy and, mainly, the use of
chosen by the parties qualified to deal
with complex and technical issues. It encourages settlement in a
non-adversarial climate and factual presentation to knowledgeby

its

relative informality

specialists acceptable to or

able fact finders for impartial disposition. Thus evidentiary requirements are relaxed; parties speak relatively informally; time
and place for proceedings are set for the convenience of the
parties

and the

arbitrators.

The types of problems and

disputes expected in

human stud-

would appear to be best served in a private arbitral forum
which would recognize the importance of continuing the research with minimum interference because of a complaint or
claim. Arbitration systems can be modified and adapted locally
through rule changes or party stipulations, without loss of due
process to achieve expeditious and fair determinations. If the
arbitral process concludes with a recommendation rather than a
final binding award (for example, because the sponsor may be a
public agency which cannot cede its adjudicative rights or responsibilities) the same principles and essential processes apply.
Generally, under advisory arbitration systems, the agency acies

-
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cepls the recommendation without change, thus preserving the
advantages of speed, finality and prompt enforcement.

Risk Management. Since the objective of any program for
is to remove or reduce risks which create a basis
for possible compensation, as previously noted, arbitration data
can be assembled as a resource in a risk management program
involving environmental and safety aspects, evaluation of clinical practices, proper staffing and organization among other
matters. Arbitration data can be associated, as needed, with pertinent IRB opinions. A coordinated system of this type can easily
be designed for a computerized format.

compensation

Professional Committees: IRB's and Related Review. A private arbitral process for dispute resolution can be managed and
modified by appropriate committees, as indicated above. It nevertheless retains the essential quality of neutrality, objectivity
and expert judgment.
Specifically, for the research community and its constituency, arbitration provides humane adjudication of disputed
issues. Relatively few cases will go beyond informal consideration and IRB review to the arbitral stage. If they do, they can
be managed with appropriate respect for the parties and the
problems in the privacy that will encourage expression of opinion by experts who might decline to appear in open court. With
permission of the parties, members of IRB's may attend.

Arbitration, as described,

fits

within the IRB framework al-

ready established. The arbitral process can be integrated into the
compensation system as a final step and also be considered as
part of the total research enterprise.

Recommendations
Proposal
It is recommended

that voluntary binding arbitration be
offered as an option for resolving, disputes based on alleged
injury related to participation in research in conjunction with
any plan for redress or compensation, including conventional
litigation.

h

the absence of any other provision, all differences bewhich are not earlier settled can be referred to
arbitration for final disposition under rules and procedures set by
the parties or accepted by them. Where >he research sponsor or
investigator represents the Federal or a state or local government
which cannot by law be bound by a private adjudication, the
arbitration award shall be advisory, subject to final determination by the parties.

tween

parties

Provisions
To carry

out this recommendation, the following provisions
are suggested:
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by policy or statute, investigators, sponsors, insurers and
others associated with a research program or project who may
be responsible or liable in the event of injury to a research
subject or other participant, should be required to offer and
accept arbitration for determining unsettled differences. Such
(1)

an agreement or understanding could reasonably be made as
a condition for engaging in research or supporting

it.

Insurers

would be required to accept a determination in arbitration.*
(2) Arbitration would be voluntary, not mandated, for research
subjects and for representatives, on the basis of initial notice
and later confirmation prior to the institution of a submission
or demand for arbitration. Upon confirmation. ;he investigator
and other parties named as respondents would be obligated to
arbitrate. To permit further negotiation toward settlement, arbitration proceedings would be commenced thirty days after a
formal complaint made to the respondent, but this period can
be shortened or waived on stipulation of the parties.
(3)
.

Assuming a willingness and agreement

recommended

to arbitrate,

it

is

and reasonable
consistency, cases would be submitted to the American Arbitration Association for administration, under appropriate ruies
or referral, as may be required under stale law.**
that for expeditious disposition

To encourage participation in arbitration, administrative
fees for complainants and other expenses, such as arbitrator

(4)

compensation, would be covered in whole or in part under a
fund established for this purpose or by the respondents, in
accordance with the rules covering such cases.
Rules for arbitration of these cases would be the same for
to (a issues and parties covered (b) size and
composition of panel (c) procedures for notice ad conduct of
hearings (dj types of awards and opinions but they may allow
for local differences in respect to such matters as (a) fees and
expenses (b) state lawa relating to time allowed for filing suit,
discovery or recognition of injury, contributory negligence,
(5)

each jurisdiction as

J

'This provision is adopted from the Michigan medical malpractice
which specifies that certain providers shall offer arbi-

arbitration law

tration provisions as a condition for obiaining insurance; insurers, in
turn, are bound by arbitration awards.

** Under this arrangement, the
would either administer the case
or refer to the appropriate state agency, as required.
Referral would

AAA

be needed only if the case is deemed lo come within an exclusive or
mandatory medical malpractice arbitration law which specifics administration other than by party agreement. Since most states recognize agreements and/or since research cases may not be considered
subject to such laws, referrals are not likely. Since the proposal contemplates submission arbitration following a claim, the requirements
for notice and understanding of arbitration in order to insure an
understanding of the process in advance of possible injury, would
seem to be obviated.
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burdens of proof, expert testimony and similar provisions governing research or medical malpractice (c) recovery limits~and
(d) counsel fees.

Implementation
Basic Assumption. To initiate the proposed arbitration system as soon as possible, existing bases for claim or causes of
action would remain unchanged. Thus, although there will be
differences among research projects or programs in respect to
compensation for injury for policy or jurisdictional reasons, arbi-

would stand as the available method for final determination. (At a later date, a national statute might establish a
uniform system of compensation as well as arbitration.)
tration

Guidance would be provided by a federal agency such as the
Office for Protection from Research Risks of the Department of
Health and Human Services through regulation, instruction or
recommendation.* Speciai arbitration rules for such cases or for
this program would be designed by representatives of all concerned interests with the technical assistance of the American
Arbitration Association.
ility

Guidance. The federal agency would have the responsibfor provi "ng guidance to administrators of research enter-

the country which are subject to the federal
and to others managing such research
activity. Guidance would include:
prises throuL':-

•

<t

statute or regjiations

explanations of arbitration and recommendations for inclusion of clauses in consent forms presenting arbitration as an
optional method for final determination of unresolved differences arising out of claims for an injury to research subjects.
(a)

(b) draft language for inclusion in consent provisions, as suggested beiow (Statement of Arbitration in Consent Agreement)

explanation of the availability and role of the
Arbitration Association as an administering agency

(c)

American
and

(d) availability* and conditions for arbitration under state law.
The Proposal would specify minimum model requirements for

participation including:
(1)

pre-commitment by the investigator and sponsor and
to arbitration upon acceptance by the complainant.

in-

surer
(2)

to

payment of certain administrative

fees for the complainant

encourage use of the system.

(3) distribution of informal and explanatory materials
search subjects and their representatives and

•

This language recognizes that not

all

to re-

research in !he United States is
is subject to federal

subject to federal regulation but most research
guidance or influence.
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responsibility for notifying the

ciation or other administrative

when

plaint or

timely

arbitration

commencement

is
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American Arbitration

.Asso-

agency upon receipt of a com-

demanded

in order to injure

of proceedings.

Rules. Rules of the American Arbitration Association or any
other agency, including a federal office, would include, among
other things:
(a)

all cases,

try

compensation of
which could be uniform for

a statement of fees for administration,

arbitrators

and

for other purposes

regardless of size or complexity throughout the coun-

on the

basis of

standard methods for selection of arbitrators from appropriate panels and statement of procedures including' hearings,
issuance of awards, with opinion, and specifications for notice
to the parties at the initiation and conclusion of the cases. An
alternative would be a permanent panel of perhaps five or ten
experts of various disciplines who would be available on call,
for service as single arbitrators or members of a panel of three,
depending on the nature of the case or request of the parties.
(b)

system under which panelists would travel to the arbistill be administered by the AAA which
would provide all local services through regional offices. The
permanent panelists could be government employees or consultants and, in such capacities, might undertaKe other functions such as education and training in procedure without
impairing their neutrality. In general, arbitrators are in best
position when not directly associated with the administrative

Such

a

tration site, could

agency.
(c)

referral of the case, as

may be required under

appropriate public authorities
ministration by the

if

state

state law, to

law does not permit ad-

American Arbitration Association;

adherence to special requirements of state arbitration laws
as may be needed, to insure validity of agreement and enforcement of award;

(d)

design and publication of forms and instructions in accordance with the rules, special state requirements and other elements of this program. These would be distributed, at cost or as
(e)

part of administrative fees, to the research

community and

education meetings, conference and in other
ways tc insure an understanding of the program, its purposes
and methods.

explained

at

(0 In addition, the

AAA

under

for statistical

this

program

would maintain records for cases
and other analysis.

Statement of Arbitration in Consent Agreement
Any consent agre .-men! respectin: research, subject to
program, should include the following statement:

this
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Unresolved differences regarding compensation for injury shall be finally determined by arbitration under {heappropriate rules of the American Arbitration Association,
to

be confirmed

at

the time of complaint.

By this language, investigators and sponsors of research
would be pre-committed to use of arbitration, subject to acceptance by the complainant or any representative who would be
advised of the provision upon entering the project, but at time of
formal complaint, may reject arbitration or confirm it by positive
statement. In effect, this action would constitute a submission on
the part of both parties to the American Arbitration Association
to commence proceedings, and would not be revocable.

To insure an understanding of the process, appropriate informational literature for subjects would be provided at the outset and at any stage during the research, with opportunity to
discuss arbitration with trained staff. However, no pre-admission
signature would be required, thus avoiding the cost and administrative effort of obtaining pre-claim agreements from the very
great majority of individuals who would never have occasion to
consider a complaint.
Participating agencies would have current literature and
submission forms which could be immediately filed with the
American Arbitration Association and. from time to time, would
have the benefit of education and instruction regarding arbitration, its procedure and enforcement of awards.

This s> otem or procedure would obviously apply to any compensation program or even a research project or activity for
which there is no program since it specifies only that arbitration,
if confirmed, is the forum for final resolution. (The language
would be modified if the contemplated arbitration is advisory, for
final determination by a public agency.)

Although under
ered decision
possible that

procedure it is anticipated that a considnot be withdrawn or revoked, it is
a complainant or legal representative may wish to
this

to arbitrate will

so. Under rules of the American Arbitration Association, the
Association could be obligated to notify the respondent(s) of such
a request and. if both parties agree to withdraw, the case will be
removed, but certain filing expenses would have to be paid by
the parties. If the respondent does not agree to withdraw, it has
the right to seek arbitration by an appropriate motion or request
takes no position and plays no
to the local court. The
part in such an aclion. The Association, however, may provide
information to both sides concerning the nature of arbitration,
its process and conditions for use including costs and other

do

AAA

obligations.

Essentials of Procedure
The proposed procedure contemplates that arbitration will
remain as an open or standing offer by the investigator or sponsor
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which can be accepteJ or confirmed at any time by the complaining subject. Arbitration may be unilaterally declined by the
subject at any time, except after confirmation following a formal

complaint.

The first step in the process, generally following an injury or
grievance, would be a formal complaint, filed with the research
administrator. The complaint would not only present or summarize the claim or dispute but signify whether arbitration or
another method is selected for resolution. If no choice is made or
if arbitration is not selected, it would still be available on request,
at any time. (This procedure requires a positive request for arbitration at a time related to injury or complaint, but with prior
knowledge of the option. It thus avoids issues concerning consent
or application of pre-claim agreements.)
The

research administrator

for notifying the administrative

complaint has been

would be primarily responsible
agency (.AAA or other)

that a

filed.

make it possible to prepare for
procedures and to insure that, if
be timely and in place. The notice would not

This formalization would
arbitration, to explain the

needed, it will
preclude a pre-hearing settlement between the parties (such settlements often occur before or during hearings, just as in court).

The second step would be the

filing of a

tration, effective thirty dav~s after notice (to

negotiation) unless parties agreed to

demand

for arbi-

allow for settlement

commence

earlier.

Third the administering agency would request statements
and responses and would offer names of available arbitrators
from local lists or the permanent panel.
Fourth, pre-hearing procedures of discovery and examwould begin, under superv ision of the administrative agency with time limits set by the rules.
ination, as needed,

Fifth,

hearings (or other review) would begin.

award and opinion would be rendered by the arbiand delivered to the parties within time limits set by the

Sixth,

trators)
rules.*

Seventh, parties would comply with arbitration award and
order.

* In the event of advisory arbitration, determination and recommendation would be submitted to the sponsor (public agency) for review and
approval.

Lemer. Associate General Counsel of the American Arbitraassistance and comprehensive
review of this report, proposal and discussion and is available for furRichard

tion

E.

Association, provided technical

ther consultation. Patricia Brady. Administrative Assistant. American
Arbitration Association Research Institute, was responsible for clerical
and coordinating aspects. Their aid and support are gratefully

acknowledged.
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Interim Report on
Private Research Injury
Insurance
George

o

K. Bernstein. LL.B.*

I have been retained to assist the Commission in determining whether pnvate insurance can be made available to underwrite the cost of a compensation system for injured research
subjects and whether such a private system is preferable to other
compensation mechanisms.

HEW Secretary's Task Force
Research Subjects did not resolve the question of what, if any. rc'.e private insurance should
play in compensating research victims. Both individual insurers
and trade associations had cooperated with the Task Force study,
but the nature of the insurance coverage desired by the Task
Force was not sufficiently defined to pern.it carriers to make
intelligent judgments as to whether they were prepared to make
coverage available.
The January 1977

on the Compensation

report of the
of Injured

From my experience,

in and out of government, with the
insurance programs, I have come to the
belief that insurers find themselves in a basic dichotomy in such
situations. On the one hand, there is an instinctive resistance to
letting government write anything resembling an insurance
program if such program could conceivably be underwritten privately. On the other hand, there is an equally instinctive reluctance on the part of insurers, as a group, to enter into untried and
unproven areas of coverage. This reluctance is manifested most
viviHly at the company underwriter level. These individuals, responsible for judgments as to which risk should receive what
coverage, who are ultimately held responsible for the resultant
profit or loss, develop an understandable caution. Ironically, top
company officials who are not involved in day to day under-

development
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writing judgments are more likely to take what might appear to
be a more statesmanlike stance in urging insurance industry involvement in new and socially affected fields. Not infrequently,
fhese somewhat inconsistent factors combine to send out conflicting signals, as do the statements of similarly situated representatives of insurers with differing underwriting approaches.

The compensation program envisioned by the Task Force is
a classic example of these problems. During the Task Force
study, insurer opinions on the feasibility of a compensation program varied widely. Some carriers expressed no interest, others
stated their interest in principle, but sought specifics which were
unavailable, some viewed the question as involving health insurance coverage while others thought that workers compensation
principles were more appropriate. Generally those insurers that
expressed any interest indicated that coverage to compensate
research victims could not be sold alone, but would be part of an
overall package of coverage purchased by the research institutions. This package would include at a minimum the overall
general and professional liability coverage of the institutionFollowing the issuance of the Task Force report, insurers as
well as research institutions, including th^ Association of American Medical Colleges (AAMC). hid discussions with the
Department of Health, Education and Welfare. Following the
publication on November 3, 1970 of an interim final regulation
requiring disclosure of the availability of a compensation program.
conveyed its specific concerns to HEW. This communication raised a basic issue of insurance availability and also
asked specific questions on the nature of the Task Force pro-

AAMC

posed compensation mechanism. The AAMC letter concluded
an insurance program could not develop on the terms contemplated by the Task Force.

that

Some

of the

questions and conclusions of the

AAMC

reflected discussions with the insurance industry. Others

letter

may

represent the particular interest of the AAMC. In any event. I
believe that whne there is considerable overlap of concerns between research institutions and insurers, each group has its own
interests, not all of which are consistent.

During rr.y review I concluded that it would be useful to
approach a number of individual insurers to determine whether
particular carriers would be interested, in principle, in issuing
private insurance coverage to compensate victims of medical
research and. equally importantly, whether the insurer could
develop a coverage in this area which it believed would be practical and potentially profitable insurance coverage, without committing itself to actually write such risk. To date. I have explored
this question at some length with two insurers. One, after reviewing the report, advised me that it had no interest in developing any such program/The other insurer, Aetna Life and
Casualty, in response to

my

inquiry, established

its

own

internal

Private Insurance for Research Injuries

task force to review the question of whether a private insurance
program was feasible. I attach a copy of my February 19, 1980
letter to Aetna, outlining the type of effort which I thought would

be productive*
I hoped that with Aetna's assistance we could develop a
specific theoretical insurance coverage. Despite the extensive

time and effort contributed by Aetna, such an insurance program
has not been developed. Instead, the company underwriters with
whom I met discussed whether the type of program discussed by
the Task Force was consistent with insurance principles and the
reasonable expectations of insurers.

HEW

Based on my review of the 1977 report of the
Task
Force and my discussions with Aetna and with the American
Insurance Association (a trade association representing some 150
property and casualty insurers, including Aetna), 1 believe that
there exists a "chicken and egg" threshold. The insurance industry is unable to develop a specific insurance program, unless the
scope of the 1977 Task Force recommendations is narrowed- (As
much as the Aetna people sought to be of assistance and continue
to commit themselves to help the Commission. I do not expect
that an actual insurance policy will be developed until such
narrowing occurs.) At the same time, it is essential for the Commission to know what insurance coverage might be available
under what circumstances before a decision is made to limit the
scope of the Task Force recommendations.
"This difficulty is not insurmountable and we can at leas!
seek to determine those areas where, from an insurer's point of
view, certain limitations in principle would be essential before
coverage were issued. My discussions with the American Insurance Association were quite useful in this respect, and those with
Aetnj were even more fruitful in developing individual insurance company underwriting concerns. It may be useful to discuss
the seven specific limitations on the Task Force recommendations which Secretary Harris raised in her October 1979
memorandum to the Chairman of the Ethics Advisory Board.
One consideration not in the nature of a limitation is of threshold importance. This involves The Aetna position on overall
insurance coverage which, in my opinion, would represent an
insurance industry-wide point of view. Aetna would write no
insurance to compensate research victims except in conjunction
with the general and professional liability coverage on the research institution. At the same time, however, if the full package
was written. Aetna would not seek to impose most of the limitations referred to in the Harris memorandum, including certain
" Throughout this report, rrefer to positions taken informally by Aetna.
This n u«4 because its positions are either final or representative of the
insurance industry, but because it is the first company that I have approached that was able to focus on the issues in a comprehensive manner. I will be conducting similar discussions with other insurers.
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which other insurance companies have indicated they

be essential.

As indicated in the Task Force Report appendix, page '.69.
Aetna had insured the University* otWashington in connection
with injuries to research victims.* In the Washington Univers'ty
situation. Aetna agreed to pay research victims compensation
which parallels the benefit system under the State of Washington
workers' compensation law. Such payments were provided without regard to fault and without the need to show negligence by
the university. Unlike workers' compensation, however. Aetna
imposed a cap on the medical payments provided, but payments
for lost wages were provided subject only to the limitations contained in the Washington workers' compensation law. In thi
event of permanent partial disability and such occurrences as
loss of limb, the same schedule of benefits applied as is found in
the Washington workers' compensation law. No benefits would
be provided to cover "pain and suffering" or other non-out-ofpocket or non-economic loss. To the extent that an individual
sought to be reimbursed for pain and suffering, he could not
obtain benefits under the Aetna injury research endorsement,
but would have to prove negligence under the liability coverage
itself. Similarly, no research claims would be paid under the
endorsement unless the injured party waived his right to sue for
negligence.

Aetna points out that it was essential to its coverage in the
University of Washington situation that it made an underwriting
judgment based on its evaluation of the specific research procedures involved, and that while in principle, it would be prepared to insure other such research situations, in fact, each such
situation would be evaluated independently and the acceptance
or rejection of the risk as well as the speciiics of coverage provided and the rates charged, would depend upon the unique
circumstances in each case.
Similarly, the ability of the insurer to obtain policy form and
rate approval in a given State would be an important

premium
factor in

One

whether such coverage would be marketed

in that Stale.

factor that should not be underestimated in the

even

Com-

private research injury
insurance is developed, only a hanaful of insurers can be expected to compete for the business— those with related experi-

mission's deliberations

is that

if

ence.
• Aetna no longer insures the University, but the current status is unrelated lo the research victim compensation factor. Despite statements
that injury research coverage has been obtained by the Quincy Research
Center in Kansas City. Missouri, my inquiries have indicated that no

such coverage

exists.
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With respect to the possible limitations on the Task Force
report discussed in the Harris memorandum of October 4, 1979,
I have drawn the following preliminary conclusions:
(a) Limiting coverage to non-trivial injuries: Aetna did not
believe that this was either a necessary or a desirable limitation.
It was of the opinion that fast, complete insured medical treatment would benefit both the injured party and the insurer and
that it would be short sighted to impose the equivalent of a deductible on what, regardless of whether it was characterized as a
casualty or health type coverage, was in fact a health benefit.

This view of Aetna (which at least represents the underwhom I spoke) is different from that which other insurers have conveyed to the American Insurance Association (AIA).
Those companies seem to believe that a deductible would be
writers to

beneficial.
(b) Limiting coverage to long-term injuries, e.g., In excess
of thirty days: Again. Aetna believes a waiting period would be
counter-productive. Other industry members in their discussions
with AIA took the contrary position.

Limiting coverage to physical injuries: Aetna's position
an overall coverage including general
and professional liability, it would expect to cover psychological
as well as physical injuries, as it did in the University of Washington case. Such coverage is currently available under workers'
compensation and would not be something with which the company had to dec! for the first time. With respect to so-cnlied
"social" injur)' which seems to trouble the research institutions,
Aetna's position was that despite the difficulty of defining such
injuries, they are. in effect, covered today under various insurance coverages and that, therefore, the company would not oppose a program based on the inclusion of such coverage. I believe
that many other insurers would be less sanguine about "social"
(c)

was

that in the context of

Injuries.
(d) Limiting coverage to injuries occurring in non-therapeutic research: Aetna did not deem this lo be an insurance
concern, but rather a governmental policy question, and it would
net limit the availability of coverage based on this decision. However, overall insurance availability might be affected by this
decision, as insurance capacity of individual carriers and the
industry as a whole could be affected.
(e)

Limiting coverage to injuries occurring only in

HHS-

funded research and only at institutions in the U.S.: Aetna's
response was identical to that in (d) above, and my observations
about availability would also be applicable.
(f) Limiting coverage to claims filed within a prescribed
period after the injury occurs: This is one of the key areas of
concern to the insurance industry as a whole and to Aetna. Unless there is a statute of limitations which begins to run not from
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the date of the discovery of adverse effects of the research, but
from the date on which the research caused the injury, insurers
would be extremely reluctant to provide such cowsge. They
fear similar problems to those encountered in the medical matpractice and product liability insurance where injuries may not
surface for ten and even twenty years after the exposure. In such
circumstances, insurers are unaware of the scope of their risk for
purposes of both reserving and rulemaking. If it were decided
that a finite period should be established, a dual statute of limitations could be devised to cover discovery as well as occurrence. Such a statute might incorporate the following principle:
no suit may be brought more than two years after discovery of the
injury and in no event more than six years after the exposure to
the research procedure.
(g) Requiring an offset for benefits received from other
sources: An offset operates as a cost reducing factor by avoiding
duplication of benefits. Its importance to insurers involves the
assurance that the other coverages involved, which are presumed
to be those which insurers write on a more regular basis, will
continue to be primary.

The

compensome of the
concerns which we can expect from insurers. These and other
concerns must be evaluated in determining whether a private
foregoing discussion of possible limitations on

sation to victims of medical research touches on only

insurance program

is

likely to develop.

Issues of causation and definition of injury can be expected
to constitute major difficulties for many insurers. These questions
in the context of its Washington
University policy) are predicated in part on a fear that it will be
impossible to predict how courts and others will relate the research procedure to the injury and how broadly the compensable
injury will be defined. For example, how much of the "injury" is
the result of a pre-existing illness which may have been treated
by the experimental process, and how much damage was caused
by the treatment, itself.

(which did not trouble Aetna

Some of the concern in this area reflects the experiences of
insurers with similar issues in the field of workers' compensation
insurance, where both the extent of injuries and their job related
nature have been redefined in recent years to increase the losses
paid and the cost of coverage. Insurers will probably fear that to
the extent this new insurance is viewed as "social" in nature, it
will be impossible to predict the nature and amount of claims that
will

be paid.

is general consensus in the insurance industry that the body of experience involving experimental injury
relied on in the 1977 Task Force report is a totally inadequate
base on which to establish rates. Each premium rate for a research institute will reflect the particular type of experiment
involved, and insurers believe that insufficient statistics exist on

Moreover, there
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which

lo make intelligent rating or even underwriting decisions.
the extent fhat the Aetna altitude with respect to the University of Washington prevails, it is possible that generalized acceptance of the research risk might occur as part of the overall

To

coverage of the institution, and that somewhat subjective ratemaking will be exercised by the insurer and permitted by the
insurance regulatory authority. It is unlikely, however, that many
insurers will be aggressive in seeking to write research injury
coverage.

On

the other hand, to the extent that the underlying general
liability business is desirable and an institution requests the research injury coverage, if some large insurers offered it. others would also have to, in order to compete for
the good underlying business.

costs

and professional

Another subjective insurer concern is the amount of induced
which would be generated by the new system. Many insurers believe that as soon as insurance coverage becomes available,
compensated injuries would increase significantly and that the
costs of such increased losses could be massive. Regardless of the
cause of increased loss payments and however valid the claim of
the victim, insurers would be concerned that even if an actuarially sound premium could be developed, as experience
worsened, rates would have to be increased to levels that were
politically unacceptable and insurers would not be able to obtain
adequate rates for their exposure.
costs

Another insurer concern which I expect to surface, but
which may not be voiced as publicly as others is the effect of a
governmental requirement that research institutions purchase
the new insurances. It is one thing for insurers, on an experimental or tentative basis, to make a new product available
assuming the issues previously discussed can be resolved or
accepted. It is quite another thing for enough insurance to be
available to meet the requirements of all such institutions.
If coverage is sought on behalf of all governmentally related
experiments, availability problems are likely to develop. Particularly to the extent that insurers will make individual underwriting judgments, some institutions will be unable to obtain
insurance. Moreover, insurer capacity may be inadequate if coverage for all risks is demanded. By analogy, there are currently
lines of insurance where there is no availability problem but
where, if coverage were required by law, existing insurer capacity might well prove inadequate.

Thus,

if

research institutions were required

to

obtain insur-

ance protection for their subjects, insurers would anticipate that
the next step would be a governmental requirement that insurers
make their product available. In automobile insurance today, just
as government requires that insurance be purchased, it also requires that insurers

make

it

available.

The

loss

experience

in
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pools offers a troubling pattern for

insurers.

I believe that is it useful to continue to narrow the issues ancL_
discuss with additional insurers the possibility of developing a
private coverage to meet those needs which the Commission
finds to be socially valuable. At the same time. I think that it
would be unwise to ignore the possibility that a private insurance
program may not be feasible to deal with certain broad, public
policy motivated considerations. Not every risk is appropriate to
the insurance mechanism and if the government wishes to compensate victims of medical research in a manner which precludes private coverage, it may have to develop a governmental
approach to the problem. The solution may entail amendments to
FECA or otherapproach.es including those referred to in the Task

Force report.

One approach which would certainly be attractive to a number of large insurers would be a governmentally underwritten,
privately administered program, involving the fiscal intermer
diary approach. Of course, financial risk would then be borne
entirely by the federal government.
At the same time, the considerations which impel insurers to
reject a private insurance

of high costs

mechanism may

constitute a

which would be equally applicable

warning

in a gov-

ernmentally underwritten program. Questions of definition,
causality, coverage limits, statutes of limitation, types of injuries
covered, and induced costs should be of concern to the Commission, regardless of whether the program developed is private or
governmental.

Attachment
February

Mr. Willard

P.

19.

1980

Yates

Vice President— Government Relations

Aetna Casualty & Surety
151 Farmington Avenue
Hartford. Connecticut 06115

Dear

Bill:

have conveyed to the President's Commission for the Study
Medicine and Biomedical and Behavioral
Research your very generous of f er on behalf of Aetna to look into
the issue of compensation of injured research subjects, which we
discussed in our telephone conversation of February 7.
I

of Ethical Problems in

The

such compensation was the subject of an
which issued its report in January 1977. The

possibility of

HEW Task

Force,

Task Force recommended

that physical, psychological or social

injuries suffered as a result of

HEW

conducted or supported
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research should be compensated, without regard to fault, and
whether or not the research was therapeutic or non-therapeutic.
The Task Force also recommended that institutions which received Public Health Service support for research invclvang
human subjects establish comprehensive compensation programs through insurance, self-insurance, state workers' compensation or similar means.

was originally retained by HEW's

Ethics Advisory Board to
up on the 1977 report. Subsequently, the
research compensation responsibilities were assumed by the
President's Commission, and I will b:- working with it on this
I

assist

in following

it

project.

HEW

report and
On the basis of my review of the 1977
appendices (copies enclosed). I suggested that we seek to develop
a compensation program which private insurers believed could
be underwritten by the private lector. It was my opinion, and the
Commission agreed, that it would not be useful, at this stage, for
the government to develop an insurance mechanism on its own
and then to ask t« or more insurers to critique it.

We believe it would be most productive for an insurer to
develop a realistic insurance coverage that starts with the 1977
Task Force recommendations, deals with the questions raised in
Secretary Harris' October 4. 1979. letter (enclosed), and balances
the practicalities of causation, proof and cost. We want to know
the extent to which certain exposures are definable and coverable by _n ins-rancs mechanism, whether first party or otherwise, and what, it' any, limits should be placed on the insured
exposure from boih a private and governmental perspective. The
expertise of an company such as yours is indispensable in such

an

effort.

Although we hope that, with Aetna's assistance, a detailed
insurance program can be developed, we seek to benefit from
your knowledge and not necessarily from your underwriting resources. Thus, it should be clearly understood that by assisting in
this project and by developing even a specific insurance policy.
Aetna wii! net be committing itself to issue such a policy.
In addition to the materials referred to above,
a copy of a

of the

I

also enclose

November 14,

HEW

1979, report by the Acting Staff Director
Ethics Advisory Board, and an October 21. 1978,

HEW

interim final regulation requiring disclosure of the presence or absence of compensation in connection with the research
activity.
I advised the President's Commission of your offer to estaban "Aetna Task Force" to analyze the subject and to meet
with us in Hartford after you have had a chance io digest the
enclosed materials. I will wait to hear from you on when such a
meeting between the Task Force and representatives of the Pres-

lish

ident's

Commission

is

appropriate.
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In a personal vein, I am rather excited at the prospect of the
federal government addressing, from the beginning, with expert
insurance company advice, the practical question of whether an
insurance program involving socially desirable goals is feasible""
and susceptible to the private insurance mechanism.

behalf of
I look forward to working with you. and on
the President's Commission, thank you and the Aetna for your
assistance.

Sincerely.

George K. Bernstein
Enclosures
Barbara Mishkin (w/o encl.)

cc:

Compensation for
Injured Research
Subjects: Funding

P

Mechanisms
Thomas

S. Chittenden. J.D.*

You have esked me to give my views on the following:
whether the Federal Employees Compensation Act (FECA) is
a satisfactory vehicle for compensating injured research subjects;
and (2) assuming a compensation system which is reasonably
defined and bounded, how can the losses which the system will
transfer to researchers and research institutions be best funded.
(1)

You have received my "Outline of a Compensation System"
our meeting In Washington on June 16th. As you know, the tort
law only permits recover)' against a researcher or a research
institution if a failure of due care can be shown. Thus, if greater
responsibilities are to be assumed, they must be spelled out in an
agreement between sponsoring institutions and the funding
source, all for the benefit of human research subjects. It is imperative that such an agreement spell out all essential terms of a
compensation system clearly and in a fashion which will encourage the development of a variety of insurance and self insurance
options for participating institutions. The Outline is an attempt to
sketch out the matters which must be dealt with in formulating a
compensation system. In re-reading the Outline. I would offer
the following additional comments:
at

(1) If the system is drafted so that some exposures are deemed
by insurers to be uninsurable, then the Federal government may
have to agree to provide compensation on a direct basis. Examples would be injuries discovered many years after the research
took place or psychological trauma resulting from research

activities.

* Senior Vice President,
York-

July 1980

Marsh and McLennan.

Inc..

N'ew York.

New
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(2) On second thought, the suggestion of the Secretary's Task
Force that therapeutic subjects be compensated for injury which
on balance exceeds that reasonably associated with any illness or
the accepted treatment for such illness may not be 3 wcbuie
standard. There is no guidance as to the degree to. which the
injury associated with research must exceedihat associated with
illness or normal treatment, or the certtunfy with which such
excessive injury must be shown. Also, the standard is ambiguous
as to whether all expenses are compensable once a researchrelated injury has been shown, or only those costs which are

directly tied to the research-related injury.

FECA: FECA

is

workers compensation system
pays for injuriis related to the work-

essentially a

for Federal employees.

It

place regardless of fault and often (in practice

at least)

regardless

between job functions or conditions and the employee's injury. It is a broad, low deductible
system with heavy claims frequency and substantial administrative costs. As Stanley Jones rightly points out. it would be
of any demonstrable causal link

particularly troubling to utilize

FECA

for research subjects in

would probably be awarded compensation in escalating numbers and amounts due to the great difficulty in sorting out causal relationships and the FECA rule that
compensation is merited when an occupational hazard or other
work-related cause played any significant role in the employee's
that therapeutic subjects

injury.

The questionnaires circulated by the Secretary's Task Force
seem to indicate that injuries are quite infrequent and that when
they occur, trivial injuries constitute about 807c of the total. Also,
relatively speaking, there are many more injuries to therapeutic
research subjects than to non-lherapeutic subjects. If these findings are valid, they indicate that the real need is for a tighliy
administered program which can give adequate compensation to
a relatively small group of seriously injured persons, while systematically excluding those with minor injurier and those whose
injuries are not clearly connected to research activities. The
worker's compensation model is not well suited to attaining these
objectives.

or

Funding: In general, risks which are reasonably predictible,
which can be "stopped" by excess and/or aggregate insurance,

should be self-insured rather than transferred to insurance markets. Research hospitals, for example, should assume the cost of
medical treatment for a reasonable period after an injury which
appears research-related. A larger institution may be able to
self-insure medical costs for a longer period, as well as some

wage

loss.

Commercial markets may or may not be willing to write at
reasonable prices excess of such self-insurance retentions. If so,
it may be necessary to form a research industry insurance company to insure collectively, subject to reinsurance, the exposures

Funding Mechanisms
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of participating institutions. The main advantages of creating an
insurance vehicle of this sort are:

•

greater assurance over time that insurance

ccersge

be

will

available.

• economies

in expenses.

• an

opportunity to develop superior claims management and
loss prevention programs, thus reducing losses.

• access to reinsurance markets, which are often more reasonable in price than direct markets.
• more

flexibility in

choosing coverages.

• dedication of income on invested capital, surplus
serves wholly to the needs of the company.

and

re-

It seems to me that any industry insurance company should
be developed as a partnership between the. Federal government
and participating research institutions. The government is obviously interested, since it will bear the costs of compensating
injured research subjects, and the research institutions are im-

portant since they are most familiar with the practical issues in

earning out research and since they are essential contributors

to

controlling losses.

One model would be
company chartered and

a "Dublic authority" type insurance

capitalized by the Federal government,

but with private participation in its governance and broad
freedom to operate as an insurance company rather than as a
government agency. Whether it should be the exclusive source of
insurance for injured research subjects would depend on
whether the private insurance industry' shows significant interest
in providing coverage and also on whether the expected premium volume in this area is enough to support participation by a
number of insurers. An advantage of exclusivity is that the public
company could easily be tied with quality assurance efforts in the
research field in such a way that all institutions which met defined standards and were willing to undertake certain precautions imposed by the insurance company would be granted
insurance coverage.

Designing an industry insurance vehicle is a complicated
under any circumstances. Here, the task is made even more
complicated by the need to design the underlying compensation
first and by the desirability of developing an entity which adequately reflects the interests of the Federal government and the
research community. Yet. some effort at devising a vehicle for
systematic funding of the liabilities proposed seems essential if
the conduct of human subject research in the future is not to be
heavily and unpredictably impacted by the vagaries of the commercial marketplace.
task
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Outline of a Compensation System for
Injured Research Subjects
Compensable Event: Compensation should be available to
research subjects who suffer a physical injury proximately
resulting from a conduct of HHS supported biomedical or behavorial research; provided that the injury results in death, permanent disability, or temporary disability lasting more than ten
days after the termination of the research procedure which
caused the

injury.

Comment: This

on direct physical injury reand thus excludes psychological or emoharm which eventuates remotely rather than directly from
definition focuses

sulting from research
tional

The proviso excluding certain temporary disability situations is intended to exclude trivial injuries
which are now adequately taken care of by informal means. For
Task
injuries to therapeutic subjects, the definition in the
Force Report on the Compensation of injured Research Subjects
(p. 1 1-2) is adequate.
the conduct of the research-

HEW

Recoverable Losses: After offsets for recoveries from colcompensation, as described under 'Collateral
Sources,' injured subjects would recover actual expenses for
medical care and a monthly allowance for lost wages during
disability, subject to a reasonable minimum and maximum
monthly payment. Regulations would permit j modest coinsurance provision for medical expenses. The devisees or next
of kin of a deceased research subject would receive a liquidated
sum in lieu of all damages to which they would otherwise be
lateral sources of

entitled.

Comment: Losses would be restricted to actual losses, taking into
account entitlements from other sources (e.g.. Blue Cross). No
recovery would be pprmitted for "pain and suffering" or for loss
of a limb or a natural function per se. As in ordinary disability
contracts, the emphasis would be on installment payments and
liquidated payment schedules, so as to minimize disputes over
damages. Medical care would be covered without limit, and
wage loss payments would be structured to compensate for actual
wage loss within broad limits.
The proposed system would be excess
which the research subject is entitled because
of his illness, employment relationships or otherwise, except for
any recovery for injury due to the negligence of the sponsoring
institution, its employees or its staff physicians.
Collateral Sources:

of all

payments

Comment: The

to

intent

here

is

to

place the proposed system on top

of all other benefits payable to an insured subject (e.g.. Blue
Cross; Medicare; Workers' Compensation) since it is expensive to

make

loss

determinations and there are costs involved in sub-
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Payments under the proposed system, in turn, would be
any tort recovery if this is permitted under stale

offset against

law.

Funding the Payment of Losses: The payment of compenabove would be an obligation of the institution
or company sponsoring covered research. The obligee would be
HHS and the right would inure to the benefit of research sub-

sation as outlined

jects. The risk of losses thus passed to the sponsor of the research
could be retained (self insured) or transferred to a commercial
insurer or an insurance company established by research institutions. Since the program would be mandatory, some form of
residual market mechanism must be established (see "Residual
Market Mechanism'). The costs of complying compensation
mechanisms would be passed onto HHS as part of an approved
research project budget.

Election of Remedies: A research subject should not be required to decide before taking part in the research project
whether he or she wishes to pursue tort rights or proceed under
the proposed compensation system. However, it is appropriate to
require an injured subject, after a reasonable period of investigation and counseling, to elect whether to proceed under the
tort

law

or

under {he compensation system.

Comment: The two

rights in

question— the

right to

damages for
med-

negligently-caused iniury and the right to compensation for
ical

and wage

loss resulting

research— are
would be unfair
choose between them prior to

from participation

sufficiently different in scope

and

effect that

in

it

research subject to
entering a research program. This might well lead a court to
invalidate the compensation program on adhesion contract
grounds. After an injury, however, the situation is different, and
the subject should be able to determine with reasonable accuracy
whether the injury was negligently caused or not. Such a requirement would eliminate time-consuming, expensive arguments
about the applicability of remedies.
to require a

Statute of Limitations: Except for injuries which could not
have been discovered, the proposed compensation system should
have a two-year limitation on claims running from the termination of the research procedure alleged to have caused the
injury. Even where an undiscoverable injury is involved, there

should be an absolute cut-off of rights eight years after the research procedure at issue, and a minor should have a right to
bring a claim in two years, or untd his eighteenth birthday,

whichever

is

Comment:

Statute of limitations

but

it is

later.

necessary for a

problems are always

new program

without

statistical

difficult,

support.
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be reasonably defined so that insurers will be encouraged

to

write the risk.

Dispute Resolution: Determining whether a. particular inwas caused by a research procedure is a very difficult process which involves an understanding of medicine. Any method of
resolving disputes about coverage or compensation must be inexpensive, quick and fair to all parties. Such a method should not
involve a trial and might, for example, consist of an initial determination of eligibility for compensation by the Institutional
Review Board, with a right in the aggrieved party thereafter to
take his or her case to binding arbitration, under the auspices of
jury

the

American Arbitration

Association.

Residual Market Mechanism: As presently contemplated
it would be mandator)' for the sponsors of supported
research to provide a compensation plan for injured research
subjects which meets specific minimum standards. Such a requirement breaks new ground, in that compensation has not
heretofore been available for injuries resulting from the inherent, non-negligently caused risks of research- This fact, coupled
with the changing nature of research, makes it virtually inevitable that some research institutions will be unable to secure adequate insurance coverage. Thus, unless HHS wishes indirectly to
affect which institutions can conduct research, it must provide a

by

HEW.

way

for difficult-to-cover institutions to obtain coverage.

Moreover, it may be that the insurance industry (or institutions) will need some relief, beyond what is available in the
commercial insurance or reinsurance market, from an aggregation of losses from a single occurrence or a number of related
occurrences.

HEW

has an obligation, in consultation with the insurance
industry and expert risk consultants, to arrange for a capacity
pool for risks which cannot reasonably be self insured or transferred to the private maiket. It is beyond the scope of this outline
to recommend how such a pool should be created and funded,
except to say that the ultimate burden cf pooled losses should be
on the U.S. Government rather than the insurance industry.

Statement of the
American Insurance
Association*

The American Insurance Association is a trade association
composed of 150 property casualty insurers. Our membership
provides the majority of general liability coverage in the United
States. If private insurance coverage to compensate human subject research volurteers is brought into existence, it is reasonable
to anticipate that a majority of that coverage will be written by
our membership. Liberty Mutual Insurance Company is not a
member of the American Insurance Association. Rather than

make individual presentations I will offer some comments io
which Mr. Morrow msy add, as appropriate. We will both be
ovailable to answer any questions from you. We have both served
on committees composed of hisurers and committees working
with research institutions which have dealt with this issue.
our Association (hat we would like
seeing that a reasonable compensation
program for human subjects is developed. We believe that it is a
worthy goal. If initiated with some degree of moderation it can be
successful and flourish. It is important to remember, however,
p
that there is a mixture of a very com '.ex subject matter; that is to
say. experimental research, ethical considerations, societal
needs, and an extremely complex profit-oriented industry, the
insurance market.
I

would

state as a goal of

to participate

with you

The insurance

in

industry

is

a highly competitive industry

com-

posed of a great number of companies providing both similar an i
different services. Industry, markets t°r.d to arise to service tlie
needs of the public but they do not arise instantaneously. Insur"

Represented by Dennis Connolly. Senior Counsel. AIA and James
of Miscellaneous Liability. Liberty Mutual Insurance

Morrow, Director

Company

of Boston.

September 1980
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ance companies will risk their assets only after careful study.
This enforces a tendency to effectuate change gradually. The
program which is under discussion now is one which has no
precise analogue in any other coverage, although there are lessons to be learned from programs which are somewhat similar. It
is a brand new system. Within our industry. I think that it would
be almost axiomatic to state that such a- program will not be
successful if it is started on an unlimited scale.

The opportunity for the companies to experiment with the
kinds of coverage which would be. necessary is an important
ingredient in developing a program which will survive ever the
long run. Insurance markets do not spring up instantly. They
grow siowly but they do grow. Moderation is appropriate wlien
there has been no program of any significant size in the past:
where there is no credible atjtistical basis on which to draw
conclusions and to set rates: and even if there were some collected statistical background, that background would be of dubious value in any case. The very nature of experimental resea:-h
means

that

each program

is

new and

varies from all past programs to
fore, past statistical information
If

a program

is

some
is

different.

Each program

significant degree.

There-

of limited value.

implemented and the insurance companies

members and other insurers) are expected to participate it
should be known that they will be very careful about providing
the coverage. They will be involved in gathering information on
how ihe research urograms proceed and, lo some 'Vrrec. whir!
sort of experiments an. involved. The larger and more respected
institutions will obtain coverage more easily. Viewing into the
future, it seems entirely likely that some institutions and some
(our

research f rejects will not be able to obtain coverage in the
private insurance market. The> mey be unable to obtain such
coverage because their projects are too risky or because it is
impossible lo assess the uegree of risk in the program. This will
be particularly troublesome with respect to research in smaller
institutions engaged in high risic even if potentially beneficial,
research. This is a problem affecting the conduct of
subject research about which you must b*. aware. It is entireiy possible that in instance where research projects of the high risk
category described are undertaken, the coverage for a program
such as discussed here may be available but at such an expensive
price that it will beunaifordable. Some )f these problems may be
dealt with by the development of specialty insurance markets but
no matter how it is responded to. the ultimate cost will manifest
itself in a reduced amount of money available for research and
an increased amount of money available for comoensation.

humn

We

have in the past suggested that continued st'idy. including
the development of pilot programs and assessment of experience
under those programs, would be the best roiMe to develop an
a have
aciual program for the compensation of human subjects.

W

.
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during the course of our conversations with members of the
Commission's staff and academic institutions, arrived at some
suggested approaches to a compensation program which would
make the program more affordable for institutions and more
attractive to insurance companies for fheir participation. These
limitations are ones which we believe would give the program
the best chance of success. We believe that they would, in the
end, result in the most successful program of human subject
compensation. They do not, however, mean an unlimited and
open-ended compensation program. There are limitations and
outside of those limitations there may well be instances where
persons may be viewed as worthy of receiving compensation.
Nevertheless, they will not receive it. I put this to you as bluntly
as possible because it is important to understand that by striking
a proper balance one can minimize those unfortunate instances
and, on the other hand, maximize the amount of compensation
which is available through the whole program, and make the
program affordable. It does not, in our view, make sense to double the cost of the program in order to compensate a very small
number of individuals. What we have tried to bring out in our
suggestions is the experience of the insurance industry with other
lines of liability, including automobile no-fault, workers' compensation and the tort law system. Our suggestions will keep
administrative costs at a minimum and compensation at a
also,

maximum.
It is my understanding that the materials which were prepared for your consideration before today. included a copy of a
letter prepared by Liberty Mutual on July 1, 1980 on this subject
and one dated August 11, 1980, also by Liberty Mutual. The first
letter was a preliminary attempt to address some of the issues
which would have to be resolved if an insurance program were
to be developed. The second letter contained some suggested
changes in the first letter made as a result of a meeting among

various insurance representatives. In this statement. I intend to
supersede both of those letters. Those letters may be useful as
insight into the development of what the insurance industry believes could be a useful program.

The

industry does not

recommend

that the level of

compen-

program be attached to any federal workers' compensation program at this time. We have some recommendations
concerning levels of benefits but, for the moment, benefits are
not an area into which a great deal of research has been conducted. As a general principle, we do not believe that the federal
programs should be available for use as models or as sources of
sation or the

benefit levels for a

make

new program. We

are not yet in a position to

recommendation for a specific schedule of benefits. That
would require a good deal of study and there has not been time
to

a

complete

it.

The program, because
best

left

it does not rely on past experience, is
with a certain degree of flexibility, insurers may wish to
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make

policies available in various forms. This should not be
interfered with by regulation so long as the basic requirements
are met. The program could be treated by companies and their

insureds as compensation, liability or even accent and heakh
coverage, or could be treated as a separate coverage. In the past,
there has been consideration given to including it as a workers'
compeasation coverage but this could not and should not be

made mandatory. If
may be inclined to

made mandatory, more companies
coverage and there may be a greater
degree of flexibility and perhaps experimentation.
it

is

not

sell

The program should be administered in the most expeditious
Initial determinations would be made by the individuals

manner.

involved, including the research subject, the institution and the
insurance carrier for the institution. It is important that disputes
be resolved in the most inexpensive possible forum. The possibility of arbitration of disputes might be considered. Since the
program is one which is selected by the injured party, the selection could include acceptance of binding arbitration.

The program would pay

medical and compensation costs
There would not be
exceptions made in the case of the terminally ill or for those with
excess injuries. There would be no deductible or waiting period
for payment of medical expenses.
all

directly related to the treatment for research.

There could be payment for pecuniary losses which are not
normally compensated under workers' compensation programs
but for which compensation is occasionally available under other
vehicles such as no-fault automobile insurance. For example, a
non-wage earner who was unable to perform housekeeping duties and required the services of a housekeeper would be able to
receive

payment

for those services.

There would be available payment for "social and emotional
injuries." Such injuries would have to be directly related to the
treatment for research. The injuries would also have to have
some relationship to an actual physical injury. We believe that
this parallels a sound reluctance on the part of the tort system to
provide compensation for purely emotional or psychological injuries in the absence of some related physical harm. U is felt that
since emotional injuries are subjective, both in terms of causation
and in terms of effect, they are beyond the capability of reasonable compensation under both liability and compensation systems. Accurate determinations are simply impossible to make
and are extremely expensive.

The program would not allow awards for pain and suffering.
Compensation would be based upon wage loss and related pecuniar/ losses, as well as medical expenses. IS would not be able to
include any compensation for pain and suffering such as is
awarded in a "tort based liability system."
There should be an inside time limitation; that is. a limitation
running from the time when the injured party discovers or should
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have discovered ihe injury. This period couid be iwo or three
Such a time is similar to that allowed in state statutes of
limitations. We do not favor a change in traditional stale statutes
of limitations which would allow the inside limitation to run from
the date on which a causal connection is discovered between the
research and the injury. It is sufficient that the claimant's right
would, for limitation purposes, begin to run from the time when
the individual could or should have discovered the injury. This
will undoubtedly remove from the system a small number of
valid claims. It will, however, remove from the system a large
number of invalid and stale claims. It will reduce significantly
the administrative difficulty in making the determinations of who
ought to receive compensation. One does not wish to spend $10
administering a system in order to produce $1 in benefits to the
injured party. The program would also require a time limitation
which might be termed an outside limitation. This is a time limitation which would run from the date of last treatment or par-

years.

ticipation in the experimental procedure.

A time of 10 or 12 years,

perhaps even 15 years, could be considered. This outside limitation is essential in permitting both insurers and institutions to
place some finite limitation on the program. The period is sufficiently leng that it will include most compensation instances
and yet will allow the use of economic projections which will
make the program workable. It will allow those who must provide funds to have some specific and reliable estimate of what
the cost might be. The absence of such an outside limitation
would leave the program open to unended uncertainty with costs
skyrocketing long after ever'.s have occurred and long after re-

coupment

premium

of
is

If that later

premium

date

lation of costs

is

is

possible. In insurance contracts, the

now; the

loss payout occurs at a later date.
limited to some reasonable time, the calcumore accurate.

collected
is

There should be a reduction for collateral sources. The compensation program provided for research institutions should nut
be made a primary source of compensation. It would be secondary to all other sums of money which an individual might receive.
If the individual receives benefits from other sources, such as
accident and health policies, then those sources would bear the
costs initially and the program would function above those payments. This is an extremely important method to reduce the costs
of the program and thereby leave more money available for
research.

There should be a post-injury binding selection by the injured party of either voluntary compensation or such other remedies as the party may choose to select. The selection of the
compensation program would, as I indicated above, include
agreement to use of an administrative system which would be
designed to be fair to all parties. Binding arbitration, as I indicated, is a possibility. The injured person would retain the option
to pursue any fault-based remedy which might be available to
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that person but would not then be able to claim the benefits of the
compensation sytem. If an individual is harmed through negligence or fault on the part of the institution, then a traditional
liability recovery could be sought but compensation could not be
selected along with the tort route. It has been the bitter experience of the insurance industry that in instances where both
liability and no-fault compensation are available, the no-fault
compensation is often used to try to finance the tort coverage. We
believe that this runs up the costs of both sytems and should be
avoided. A difficulty which remains to be resolved is the precise
time of election by the party. The election should be at the earliest possible date when an injured party can be said to be in a
position to make such a choice. It is extremely important that
there be a cutoff early in the procedures as this will substantially
reduce administrative and compensation expenses.

a lump sum payment on the
The sum would be scheduled
and variable depending on factors such as the patient's age and
life expectancy. The choice of amounts would be dealt with later
on in the program.
It is recommended that payment to dependents be made
parallel to other compensation programs. The program should
not include dependency payments to injured third parties. The

The program would include

death of a terminally

ill

patient.

.

attempt to provide compensation to individuals such as DES
daughters would raise the costs of both compensation and administration of the program more than the benefits which would flow
from such an attempt.

As indicated above, all individuals would receive complete
medical expenses but payment of loss of earnings and the operation of the program could be improved by the use of certain
limits. For non-wage earners, the injured party rhould receive
50% of the average weekly wage in the state in which that person
resides. The use of the state average weekly wage is intended to
provide a benefit which is related to the local economic picture,
although a waiting period for wage loss for a non-wage earning
party rhould be established at 30 or more days. This is intended
to reduce the opportunity and incentive to malinger. The insurers' concern is that a student participating in a program who
receives some injury may have an incentive to prolong the compensation received under a program by not showing evidence of
a willingness to return to wage earning capability. The denial of
benefits or a waiting period would reduce this tendency, particularly in cases of trivial injury/and would not result in a loss to the
concerned individual since that person was not in a wage earning
position in the first place. There also is a need for a shoner
waiting period for actual wage earners and a period of 7 days has
been suggested. It is possible that if the minimum period is exceeded, then there could be reimbursement for that period. As to
wage earners, we strongly recommend that the injured individual receive up to two-thirds of lost earnings with a maximum
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established at 100% of the average weekly wage in the state, with
a maximum time period to be derived from a schedule to be

developed for
It is

and

this

our hope
they can

program.
that these suggestions will

be helpful

to

you

provide the beginning for realistic
consideration of how a program for compensation of injured
research subjects might be developed. If you have any questions,
we will be glad to respond.
that

at least

Risk Management and
Insurance
University Risk
Association

Management and Insurance

Introduction
The annual conference of the University Risk Management
and Insurance Association (URMIA) was held in Chicago September 28-October 1, 1980. At that meeting, a presentation was
made by Mr. Alan {. Weisbard. Assistant Director for Legal Studies, President's Commission for the Study of Ethical Problems in
Medicine and Biomedical ana Behavioral Research, regarding
the Commission's study of whether a compensation program for
adverse effects resulting from research should be established
f
and.
so, what should be the nature and scope of such a program. Mr. Weisbard invited URMIA to offer comments and suggestions to the President's Commission on these issues, and the
following points were adopted by resolution at the annual
URMIA membership meeting on September 30:
i

[t.)

That

position

URMIA
on

provide the President's Commission with its
include terms and conditions of a

this issue, to

compensation plan

if

such

is to

become

a reality.

(2.) That a committee be formed to study this issue, develop a
postion and report to the President's Commission in an expeditious manner, on the position of URMIA, and

That the membership be provided with the results of the
committee's report and that the committee continue to monitor
(3.)

the issue on behalf of the membership.
is in response to Mr. Weisbard's
above mentioned resolution.

This paper

invitation,

and

to

the

It is important to recognize that the recommendations contained in this paper have been developed through the inform.: 1
cooperation of individuals from a number of
member
institutions. Due to the time limitations inherent in the prepara-

URMIA

Decembcr 1980

Preceding page blank
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direct

approva 1 or sanction of the views

expressed herein has been - otained worn the administrations of
the respective institutions represented, and no such approval or
sanciton should be pre*'imed or implied. Nevertheless, an attempt has been made to incorporate the views of as many institutional administrators as possible, including those of the key

human

subjects officers at a

number

of institutions.

Survey Regarding Adverse Effects
As a starting point, a survey regarding adverse effects was
seme URMIA member institutions, including most of the

sent to

major research universities in the country (a copy of the survey
form is enclosed as Attachment A). Nineteen institutions responded to the survey (a list of responding institutions is enclosed
as Attachment Bj.

To

a large extent, the survey

resists reconLi

which have been previously expressed

ned

to the President's

points

Com-

most institutions do not
currently have mechanisms for accurately determining the number of subjects at risk, (2) the rate of reported adverse effects
compared to estimated numbers of subjects is extremely low. and
(3) the average severity of adverse effects which have been repr ted is also very low.
mission. Specifically,

it

is

clear that

y

\)

While precise identification of the number

of subjects at risk

responding institutions during the period 1976-1980 is
impossible, a figure of several hundred thousand per year
(e.g., 250,000-400,000) does not appear unrealistic. During that
same period. 346 adverse effects were reported; however, 328 of
these were from one institution with a large majority of the adverse effects being minor drug-related side effects. That institution reported only one claim, which was based on a drug reaction
and resulted in costs to the institution of S1.000 for sick leave used
by the subject and S500 for medical expenses.
at

iie

Of the other 18 reported adverse

effects, ten resulted in

Seven of '.hese ten
have been previously described to the President's Commission in
the report submitted by Ms. Diana McCann and Mr. John R.
Pettit in August. 1980. The total cost of those seven claims was
S454. The remaining three reported adverse offects may he summarized as follows:
identified costs to the institutions involved.

Claim I (1977)— A drug was alleged by a subject to have
caused the subject to become drowsy while driving a car. The
(l.J

car
car.

was in a collision resulting in damage only to the subject's
The subject was paid $1,000 for repairs, although the prin-

cipal investigator

doubted

that the

drug

in question

could cause

drowsiness.
(2.)

Claim 2 (1978)— A subject involved in a study c. aerobic
body composition, flexibility and strength ;t female

capacity,
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dancers, sustained an injury causing severe pain (during or
immediately after the experimental procedure) which led 'o
weakness and inability to be supported by her ankles i:. dancing. The subject alleged that this condition. was an ongoing
disability which interfered with her profession as a choreographer and dancer. The institution paid the subject $1,002 as

"wage

loss"

compensation.

Claim 3 (1979)— The subject sustained a corneal abrasion
from an intra-ocular protective lens. The matter was handled
by the institution as a professional liability claim and was

(3.)

settled for S4.583.

Given the small number of reported adveise effects.
believes that the need for a mandatory compensation
program has not been established. URMIA recognizes that there
may be a substantial number of adverse effects that have not
been reported, but the absence of any other known complaints or
claims by subjects suggests that existing, informal mechanisms
(e.g., "compensation" in the form of free follow-up medical care)

URMIA

are effectively dealing with the vast majority of adverse effect
URMIA strongly urges the President's
Commission to carefully consider whether any such need which
may be identified is sufficiently great to offset the additional costs
inherent in a formalized, mandatory compensation program.
situations. Therefore,

Further grounds for questioning the need for a mandatory
compensa.'ion program may be found in the views and recommendations presented to the President's Commission by other
interested groups. Even groups that would clearly stand to benefit economically from such a program, (i.e., insurance carriers
and brokers), as well as groups which might favor a compensation program for reasons of their own (e.g., researchers interested
in assuring a stable "supply" of subjects), have expressed considerable concern as to both the feasibility and wisdom of a compensation program.. As long ago as 19"6. research into the risks
faced by subjects in federally funded research suggested thai the
risk of injury is similar to that faced in everyday life (Souce: New
England /ournai of Medicine, September 16, 1976).

Recognizing that the President's Commission may nevertheless conclude that a mandatory compensation program is
offer the following thoughts and recommenwarranted.
dations on the appropriate nature and scope of such a program.
An attempt has been made to convey a consensus viewpoint

URMIA

this is possible; however, on a number of issues, a spread
of opinions or ideas offered by different respondents has been

where

included.

URMIA believes that

if a mandatory compensation program
should be very basic and limited in scope
initially, to allow for the development of experience and accurate
data as to the magnitude of the actual need for such a program.
The program should also be limited in time (e.g., to a period of

is

to

be

instituted,

it
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three years); at the conclusion of that demonstraiion period, more
accurate data would be available to assist in judging whether the

program should be continued and,

if

so.

on what

basis.

Elements of a Compensation Program
Adverse Effects of Human Subjects
Research

for

Definitions

A fundamental element in the development of a manageable
compensation program lies in the careful definition of the terms
"human subject" and "adverse effect." In the report of the 1977
HEW Secretary's Task Force on the Compensation of Injured
Research Subjects, the analogous terms "subject at risk" and
"injury" were defined in terms which URMIA believes are much
too broad. In both definitions, it is clear that the Task Force
intended that compensation would be provided for psychological
and social injuries as well as physical ones. In this respect.
URMIA believes the 1977 Task Force's report goes beyond what
is either appropriate or practical. Measurement of the degree of
damage

for alleged psychological or social injuries poses severe

and goes beyond what should be the fundamental purpose of any mandatory compensation program— the
avoidance of an unfair economic burden being placed on an
individual who has benefitted society by volunteering as a research subject. Other, more subjective, forms of injury can best
be handled through an adequate informed consent process and
practical problems,

similar protections for research subjects
place. In fact,

of

one major reason

known adverse

which are already

for the relatively small

effects in recent years

may

in

number

well be the evo-

and strengthening of such mechanisms as the Institutional
Review Board, which acts as a protector of the rights and welfare

lution

of an institution's

Another

human

subjects.

with the 1977 Task Force's definition of
"injury" is its incorporation of the so-called "on balance" test as
a means of determining whether compensation is warranted in a
particular situation. This test would be tremendously burdensome and difficult to administer in practice as it does not
provide the information necessary either to finance the program
or to engage in loss control activities; further, it does not adequately take into consideration the presumed self-interest of
patient-subjects in therapeutic research, particularly in the case
of critically or terminal patient-subjects.
difficulty

It is URMIA's position that the scope of any mandatory
compensation program should be only fcr research involving a
risk of physical injury, and that compensation should be pro-

vided only for physical injury, disability or death proximately
resulting

from participation as a subject

in research. In addition.

Comments: University Risk Managers
compensation to patient-subjects should be substantially
ent from that provided to normal subjects, as discussed
Limitations on Coverage section, below.

441
differ-

in the

Finally, it is felt that any mandatory compensation program
should apply to all research t irried out by an institution, not just
federally funded research. To do otherwise would result in substantial administrative problems <md create the possibility of unjustly disparate treatment among subjects. It is recognized that
URMIA's position on this issue may also create substantial problems in terms of the funding on trie compensation program. But
the ethical considerations underlying any such program are as
strong for one group of subjects as for the other. One approach to
this issue would be for the federal government to accept funding
responsibility for compensation of all subjects irrespective of the
funding source for a particular study on the rationale that society
benefits as much from non-federally funded research as it does
from federally funded research. To the extent that individual
institutions would be expected to fund a compensation program,
this problem strongly highlights the need for such a program to be
limited in scope and cost in order to be feasible. It would be
preferable to treat all subjects in similar circumstances similarly
and at a lower level of compensation, than to create categories of
first class and second class subjects based on a study's funding

source.

Scope

of Benefits

The types and levels of benefits which should be provided
under a mandatory compensation program are issues on which
consensus

is

very difficult to achieve, other than to agree that the

basic categories of benefits which mi^ht be provided include
medical expenses, wage loss payments, and disability or death
benefits.
costs. There appears to be substantial agreement
would be reasonable for a mandatory compensation program to cover all medical expenses directly associated with an

Medical

that

it

narrowly defined, above) although some sort
(e.g., S10.000) is felt by some people to be
defensible and important from a funding standpoint. Many institutions currently have a policy of stating that only emergency
medical care will be provided, but it is generally conceded that
considerable free follow-up medical treatment would probably
be provided on an informal basis, should it be needed.
adverse

effect, (as

of stated

maximum

Wags

There is considerable difference of
whether wage loss benefits should be provided and.
on what basis. There is particular concern about providing

opinion as
if so,

Loss Payments.

to

such benefits to unemployed subjects; many individuals believe
such payments would be unwarranted in any case, while others
feel that such payments could be appropriate but only if it could
be shown that the adverse effect has perpetuated the subject's
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the period of continued

unemployment

is

substantial.

One

would be to restricl wage loss paywhere the adverse- effect results in a temporary disability of more than 30 days and to provide benefits only
for any period of disability extending beyond the 30 day waiting
period. Such a formulation would avoid compensating employed
subjects for presumed wage loss in cases where missed work
would be already covered by sick leave, and would minimize any
ments

possible approach

to situations

incentive for "malingering" in order to receive the benefits.

With respect to wage loss benefit levels, it is felt that the
basis of payment should be either a fixed amount (e.g., tied to
some federal GS salary level) for all subjects, or else a percentage
of the individual subject's salary or wage at the time of disability.
Under the latter approach, reference to a GS salary level would
be necessary for any compensation to be provided to unemployed subjects and lo establish a "floor" or minimum benefit
level. Use of state worker's compensation benefit schedules as a
basis for compensation is felt to be inappropriate, given the wide
divergence in benefits and other legal provisions among the
states. (By way of illustration on this point, the following are the
current published minimum and maximum weekly wage loss
payments in three static: Tennessee, S15.00-S107.00; Washing-

still

ton, S42.00-S186.87; Illinois. S120.00-S357.00. Source: 1980

Worker's Compensaf/'on Laws, Chamber of
the United States.)
ysis of

Anal-

Commerce

of

Permanent Disability or Death Benefits. In general, it is felt
the permanent disability payments should be treated in the same
manner as wage loss payments, and should be calculated based
on a percentage of actual wage loss. The payments should, of
course, be limited to the period of actual disability, and should be
subject to a waiting period following the occurrence of the adverse effeci. There is some feeling that this benefit (where applicable) should be stated to be primary to any other available
benefit, in order to avoid administrative coordination of benefits
problems. Alternatively, some respondents feel that all benefits
under a mandatory compensation program should be excess to
other insurance or benefits available to the subject and that all
compensation under such a program should be clearly staled to
be excess or secondary to any other available insurance, and not
contributory to any such insurance.
Death benefits should be treated as a fixed or lump sum
payment, rather than payable as weekly or monthly benefits, in
order to minimize the administrative activity required. The maximum benefit should be limited to a reasonably modest amount
(e.g.. S25.000), and should be payable only to a surviving spouse
or legal dependent of the decreased. Other suggestions on such
benefits are discussed in the following section.
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Limitations on Coverage
Implicit in the preceding discussion is the notion that a mandatory compensation syr*em should operate on a nofault basis for
events which are covered by the program. In consideration of
relieving the subject from the burden of having to establish negligence as a prerequisite to being compensated, it is both reasonable and appropriate that certain causes of action otherwise
potentially available to the injured subject must become the sole
remedy available to the subject and there must be no compensation for the subjective elements of "pain and suffering" or
other general injuries or damages. A number of respondents
have expressed concern as to whether it is legally possible to
make the compensation program a subject's exclusive remedy,
and urge the President's Commission to carefully review this
legal issue. This concern is based on experience with the erosion
of formerly assumed exclusivity in o»her compensation systems
(e.g., worker's compensation), and on the potential for conflict
with state laws on these points.

Naturally, the subject would not be expected to waive other
available remedies for injuries not covered by the compensation
program. Thus, claims for psycho logical or social injuries could
be pursued through the tort system, as is presently the case.
In the evenf that if is concluded that the compensation system cannot legally be made an exclusive remedy, il is critical that
the program be designed to assure that any benefits paid under
the system would be offset against any judgment against the

Again, some respondents
compensation program should
be clearly established as an excess, or back-up. system to insurance coverage otherwise available to the subject. Under this
approach, benefits otherwise payable would be reduced by ar,
amount equal to any payments or benefits received from other
institution in a

subsequent

also expressed the

view

tort action.

that the

sources.

HEW

As noted earlier, it is felt that the 1977
Secretary's Task
Force report did not sufficiently consider the differing motivations or normal subjects as opposed to patient-subjects. Presumably, most normal subjects volunteer as research subjects for
reasons other than that of direct personal benefit, while the vast
majority of patient-subjects clearly have, at least, a hope of personal benefit. These differing motivations, plus the additional
complications present in the case of critically ill or terminal
patient-subjects, lead URMIA to suggest that normal subjects
and patient-subjects should be considered separately in terms of
the types of compensation to which they should be entitled under

a mandatory compensation program. It seems reasonable to
cover direct medical expenses resulting from adverse effects for
both groups of subjects; however URMIA believes that a patientsubject should not be eligible for wage loss or disability/death
benefits

if:
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He or she is critically or terminally ill (this proposition
obviously requires that there be a clear and reasonable definition of "critically" and "terminally,'* but the point is that the"
system should not provide payments in situations where no
actual economic loss can be shown, or where the adverse effect
has not materially altered the subject's current or long-term
economic situation. One proposed definition of "terminal" is a
(1.)

—

where the subject has been diagnosed presumably
by someone other than the principal investigator— as having a
life expectancy of less than some stated period, (e.g.. six
months-one year)), or

situation

The adverse effect results from an anticipated risk (i.e.. one
which the subject has been advised of in the informed consent
form), or is an effect which would also have occurred with

(2.)

conventional treatment.

Under this approach, normal subjects would be eligible for
compensation for anticipated as well as unanticipated adverse effects, whereas patient-subjects in general would receive
more Hmitcd compensation for anticipated adverse effects, and
critically ill or terminal patients would receive compensation
only for medical costs incurred as a direct result of the adverse
full

effect.

Another limitation which moot respondents feel is necessary
compensation program to be economically viable is

In order for a

some

It is realized that some adbecome known immediately, but virtually
all existing compensation systems recognize the need for a statute
of limitations in order to provide a measure of certainty and

sort of "statute of limitations."

verse effects

finality.

One

may

not

possible formulation of a limitation for claims

under

the program being discusced would be that claims must be filed
within one year of discover.' but in no event more than five years
.

from the date of occurrence. While these periods may appear
short, it should be kept in mind that in a number of jurisdictions,
the statute of limitations in medical malpractice cases is two years
from discovery, but not more than four years from the date of
occurrence.

Dispute Resolution

URMIA has no easy answer for the question of how a dispute between a subject and an institution should be resolved.
Review and determination by the institution's Institutional Review Board is attractive from the standpoint of cost and promptness, but may be perceived as being biased. Binding arbitration
may be the best compromise solution, but raises the issue of
where neutral and knowledgeable arbitrators would be found.
Litigation is certainly not desirable from many standpoints, but
may be preferable to an arbitration system which in practice
operates on a "something-for-everyone" basis rather than on the
merits of a particular case.
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Funding Mechanisms

URMIA believes that it is of fundamental importance that
funding of any mandatory compensation pros ran. he designed to
meet the differing needs and resources of

The cost obvious means of achieving

differet.! institutions.

this result is for the federal

government to fully reimburse all costs of clangs through funding
which is over and above current funding for research. Simply
put. if the federal government perceives that there is a currently
unmet need of sufficient magnitude to justify the adoption of a
mandatory compensation program, then the federal government
should equally recognize an obligation to properly finance that
program, either on a specific reimbursement basis, or through the
indirect cost recovery mechanism.

From an institutional standpoint, any compensation program
should be designed to allow for flexibility as to the soecific
method of financing. Ideally, an institution should be able to
choose from a number of mechanisms (e.g.. commercial insurance, self-insurance, a ccptive insurance company, pooling with
other institutions); however, given the present lack of accurate
data regarding the actual nature and number of auverse effects
which may have occurred, there is considerable concern as to
whether eithei commercial insurance or a pooling approach
would, in fact, be feasible at this time (except, perhaps, at exorbitant cost).

Conclusion
stated. URMIA seriously questions whether
demonstrable need for a mandator, compensation
p r ogram for adverse effects of human subjects research. The
number of reported adverse effects— given the number of subjects at risk— has been remarkably small, and the present, largely
informal, mechanisms appear to have been adequate in thd vast

As previously

there

is

a

majority of cases.

To the extent that a mandatory compensation program is
nevertheless deemed necessary. URMIA strongly urges that the
program be conservatively designed to control its potential cost
and to minimize the administrative details necessary to operate
such a program. One possible approach to this probLm would be
an interim program os outlined by one respondent:
of now, we appear to be trying to apply a 'fix' to a
problem that has not yrt been adequately de'ined. I have
been thinking along the lines of having the granting
agency provide a form of no-fault bodily injury coverage
similar to that provided by Medicare. That is, there would
be no up-front financing but the granting agency would
bear the responsibility fcr the subject during this interim
period on a retrospective basis. I think we can recommend
a percentage figure to go with the grant to be held by the

As
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granting agency in the event of claims. One condition
could be that each institution attain the capability of reporting all incidents involving human subjects and that

information be collected historically over a period of
meantime, the liability aspect of such injuries
would be covered by a comprehensive general liability
program at each institution. I am sure that this is an oversimplification of the problem, but it gets the basic idea
before you.
this

years. In the

Finally, in consideration of the numerous complex issues
surrounding this entire subject, it is easy to lose sight of what
should be the basic purpose of any compensation program for
injured research subjects— lo avoid unfairly burdening a volunteer subject with economic loss as a result of his or her participation as a subject. It is equally important that a program not
be created which serves to provide windfall gains or multiple
compensation for a single event. URMIA urges the President's
Commission to keep these principles firmly in mind in its
deliberations on the subject, and remains earger to assist the
President's Commission and federal agencies in whatever way

possible.
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ATTACHMENT A

LOSS HISTORY SURVEY'
SUBJECTS IN RESEARCH

HUMAN

URMIA-OCTOBER
I.

1980

INSTRUCTIONS:
A, Please answer

all

questions,

if

no data

is

available please

indicate,

survey form and
Return in the enclosed, self addressed envelope.

B. Please sign the

C
II.

Definition of Adverse Effect: Any injury suffered by a
subject in the course of research that resulted in
additional medical treatment, extended hospital care, loss of

human

earnings or ability
III.

A.

to

earn, and/or death.

Number of Human Subjects involved

in

Bio-Medical Re-

search, (Regardless of Source of Grant)

1975

1978

1976

1079

1980 (To date)

1977
B.

Number of "Adverse

Effects' reported occurring in these

years,

1975

1378

1976

1979

1977

1980 (To date)

C. Cost of Adverse Effects by type of

Year

Medical Treatment

payment
Disability

Other

1975
1976

1977
1978
1979
1980 (To date)
D. Please describe nature and extent of injury of each "adverse effect" mentioned in your answers to questions B

and C.
(Attach additional page(s)

if

necessary)
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any other data or information

E. Please provide

be useful
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to this survey.

Survey completed by

,

Date

Institution

ATTACHMENT B

OF INSTITUTIONS
RESPONDING TO
ADVERSE EFFECTS
SURVEY

LIST

Georgia State University
Loma Linda University
Mayo Foundation

Michigan State University
New York University
Ohio State University
Purdue University
Rutgers University
Stanford University
Temple University
University of Alabama in Birmingham
University of California
University of Illinois
University of Kentucky
University of Minnesota
University of Pennsylvania
University of Southern California
University of Washington
University of Wisconsin

Q

that

might

O

Model Compensation
Programs Developed by
Commission Staff

O

Six distinct options for a non-fault compensation program
have been explored by the President's Commission. Three of these— a program based on the
Social Security Medicare system, the program recommended by
the Secretary's Task Force in 1977, and the option of adopting no
program at all were rejected. Using the Social Security Medicare system to reimburse injured research subjects for medical
expenses not adequately covered by personal health insurance or
other means would closely parallel an existing provision in the
Medicare law providing coverage for medical care costs incurred
by live kidney donors, regardless of whether the donor would
otherwise qualify for Social Security or Medicare benefits.
for subjects injured in research

—

[AJny individual who donates a kidney for transplant surgery shall be entitled to benefits
with respect to such
donation. Reimbursement for the reasonable expenses
incurred by such an individual with respect to a kidney
donation shall be made (without regard to the deductible,
premium, and coinsurance provisions of this subchapter) ... for all reasonable preparatory, operation, and postrecovery expenses associated with such
operation
donation . Payments for post-operation recovery expenses shall be limited to the actual period of recovery.
42 U.S.C. §1395rr(d).
.

.

.

.

.

Although initially attractive, this model raises more problems than it answers in the context of research injuries. The
identification of expenses incurred "with respect to" kidney
donation (and any short-term sequelae) is relatively straightforward, and is unlikely to require complex administrative determinations relating to causation or extent of injury, but a similar
presumption encompassing the full range of biomedical research
cannot be indulged. Further, the creation of an apparatus to
resolve disputes would be incompatible with the prevailing
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Medicare administration, thus
merger with an existing program.

strurture of
tages of

for

sacrificing the

advan-

In the absence of ac ".urate determinations oi causation and
extent of injury, this plan, although intended to provide an inexpensive "safety net." could expand to encompass all the health

care costs of former research subjects, whether or not those costs
arose from participation in research. While this approach might
be attractive to people who wish to enhance "horizontal equity"
in the health care system generally, it cannot in conscience be
advocated as an inexpensive solution to the problem of research
irjuries. Moreover, the major advantages of this approach car. be
captured by plans specifically tailored to the problem of research
injuries.

The second

rejected alternative, the recommendations of the
Secretary's Task Force, would put in place an untested
program of large scope, considerable complexity and potentially
great cost. The objective of the Task Force— to see all research
injuries redressed, without consideration of the therapeutic or
nontherapeutic nature of the research— is compassionate, for
surely the objective needs of those who suffer may be as great in
one type of research as in the other. But the analytic device
proposed by the Task Force to keep the program within the limits
of fairness and solvency seems likely to sink into an administrative quagmire. Determining after-the-fact that an injury "on
balance exceeds that reasonably associated with such rHness
from which the subject may be suffering, as well as with tne
treatment usually associated with such illness" and then quantifying the amount of the "excess" injury, are tasks that would

HEW

—

impose formidable and perhaps unattainable— demands on
Federal bureaucrats or insurance claims adjusters trying to discharge their duties in a prompt and economical fashion.
Furthermore, the "on balance" test has the potential of discriminating against very sick patients who have volunteered for
nontherapeutic research unconnected with their own illness.
While it seems prudent for any plan to confine the damages paid
to the detriment actually suffered by a particular subject, the "on
balance" test injects that notion into the definition of injury
rather than confining it to the calculation of compensation.
Instead, three other approaches are set forth below as means
deserving consideration because they appear to satisfy significant ethical and policy objectives in a fashion that both respects
the need for fiscal stringency and is administratively practicable
for tne government and for other affected parties. Plans I and II
apply solely to Federally conducted research and are alternatives
to one another. Plan III is a more modest variant of Plan II which
would apply solely to research financially supported but not
conducted by the Federal government. Thus, Plans II and III in
conjunction would encompass both Federally conducted and
Federally supported research. Therefore, the plans could be

Model Compensation Programs
combined
Plan

III

in the following

way: Plan

I

alone, or a combination of Plans
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alone. Plan
II

and

III.

II

The

alone.
experi-

ment proposed

in the Commission's report is designed to permit
the central elements of alt three plans to be tested. The results of
the experiment will be helpful in evaluating the relative need

and desirability or each plan (or combinations thereof) as well as
the need and desirability of compensation in general.
While the plans vary in administrative structure and in scope
and extent of coverage, they share several common objectives
and design features:
(1)

Coverage

is

limited to biomedical research

and specified

only such behavioral research as is
affirmatively determined to impose more than minimal risk of
bodily injury to research subjects) which is reviewed and approved in accordance with Federal regulations for the protection of human subjects by the Federal government. Research
neither conducted nor supported by the Federal government is
not encompassed in the plans presented here.
behavioral research

(i.e.,

Benefits are provided, through an administrative or insurance mechanism, on a non-fault basis to subjects sustaining
nontrivial bodily injuries or death as a result of their par(2)

ticipation in covered research-

Benefits include short-term, emergency medical care,
longer-term medical care and related services, death benefits,
and economic costs. (More limited benefits would be available

(3)

ill subjects participating in covered research.) The
scope of benefits varies among several plans.

to seriously

Benefits are paid only to the exten* that they are not provided by other sources (e.g., health or disability insurance,
liability insurance, social security, court judgments or private
settlements). Under Plans II pnd III. injured subjects have the
(4)

to elect whether to participate in the non-fauU
compensation program or to pursue alternate legal remedies,
but may not do both. Under Plan I, subjects may, in some
circumstances, be precluded from pursuing alternative legal

opportunity

remedies.

may be reduced or eliminated when injury results
reasonably to conform to the
provisions of the research (e.g., intentional falsification of medical history, failure to comply with investigator's directions

(5)

Benefits

from the

failure of the subject

regarding ingestion of alcohol, drugs,
(6)

etc.).

The use of expert fact-finding panels and

arbitration for the

encouraged and, in some cases, required. Compensation decisions under the nonfault program
are, with minor exceptions, not appealable to the courts.
resolution of disputes

is

(7) The compensation program is to be funded by the Federal
government. Reasonable costs or private, group, or selfinsurance incurred by non-Federal research institutions are
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recognized as allowable costs under Federal grants and
contracts.

FECA Model"! is based on the existing
compensation to Federal employees for
work-related injuries and occupational diseases (the Federal
employees Compensation Act. or "FECA." codified at 5 U.S.C.
Ch. 81), with certain modifications designed to reflect the special
character of biomedical research. Most importantly, eligibility
Plan

I

(the "Modified

framework

for providing

for benefits

is

limited to research subjects injured in Federally

conducted research that is neither intended nor likely to provide
immediate therapeutic benefits to the subjects. This significant
limitation on coverage should overcome the most salient objections to use of the F.E.C.A. mechanism for compensating injured
subjects. Under this approach, the compensation program would
be administered by an existing Federal agency pursuant to well
established rules and precedents goverr .ng most aspects of the
program. Administrative burdens and costs would be kept to a
:

minimum.
Plan

II

{the "Federal Injured

Research Subject Trust Fund,"

framework for compensation specifically tailored to injuries resulting from Federally
conducted research. The plan would establish a special revolving
or

"FIRST Fund") constitutes a

flexible

fund from which compensation awards could be paid. Adminisand the compensation program could be
vested in an existing agency (e.g., an office within N.I.H.) or, if
desirrd, in a non-governmental public authority. Creation of
such i fund would eliminate the curious irony whereby nonFederal research institutions may now use Federal funds to
ensure non-fault protection of subjects in Federally supported
research, while the Federal government cannot provide similar
protection for subjects of Federally conducted research because
of a general government-wide policy against the purchase of
tration of both the fund

private insurance by Federal agencies.

The structure of Plan II allows considerable flexibility regarding the scope of coverage. Injuries arising in the course of
"therapeutic" research, for example, may be either included
or excluded at the option of those conducting the experiment
with alternative approaches to compensation. Further, although
Plan II itself would apply solely to Federally conducted research,
the plan's administrative structure and basic features are compatible with a supplemental plan applicable to research that is
supported but not conducted by the Federal government
(Plan III). Thus. Plans II and III in conjunction offer a basis for
a more unified approach to federally conducted and Federally
supported research in the future than would Plan I. Plan I could
not readily be extended to cover Federally supported research
because of statutory and administrative barriers to treating as
Federal employees subjects of research conducted by nonFederally employed scientists at private institutions.

Model Compensation Programs

Plan
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Assurance Model") covers non-

iherapeutic research supported (but not conducted) by t^c
Federal government. This plan: (1) establishes standards for

compensation programs at non-Federal institutions at which
Federally supported research is conducted. (21 sets limits on the
non-fault liability of such institutions under this program, and
(3) provides for Federal payment of reasonably-incurred costs of
private, group or self-insurance for research injuries. The plan is
designed to encourage participation by the private insurance industry; to provide participating institutions considerable flexibility in choosing among private insurance, self-insurance, and
other means of pooling risk; and to permit access to a Federal
insurance fund for institutions unable to secure insurance by
oiher means. Further, the plan is structured to be administraII, permitting eventual creation of a
unified program covering both Federally conducted and Federally supported research if that should prove desirable.

tively compatible with Plan

Those who conduct the compensation experiment may wish
assumptions underlying the three plans delineated
here, as well as the plan: themselves. For example, the experiment might go beyond the terms of the three plans described here
to test the feasibility of providing compensation to subjects injured in therapeutic research and to subjects who sustain nonphysical injuries, as well as the feasibility of different methods of
determining causation or the level of benefits to be provided to
injured subjects whose current earnings do not accurately reflect

to test the

their true earnings capacity.

-
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§1. Definitions

For the purposes of

this plan:

"Research" means a systematic investigation designed
velop or contribute to generalizable knowledge.
(a)

to

de-

"Biomedical research" means research involving biological
tc. medical or surgical procedures, withdrawal or removal of body tissue or fluid, administration of chemical substances or input of energy, deviation from
normal diet or hygiene, and manipulation or observation of bodily processes. For purposes of this plan, research satisfying the
definitions of both biomedical research and behavioral research
is classified as biomedical research.
(b)

study, including but not limited

"Behavioral research" means research involving nonbiomedobservation of human mental, emotional, or social processes, including but not limited to, data collection or
analysis, surveys and questionnaires, tests and measurements,
laboratory and field experiments or observations, and innovative
environmental designs or psychological or social techniques de-

(c)

ical alteration or

signed to affect individual or group behavior.
(dl

"Subject" means a living individual about

whom

an

in-

vestigator conducting researcn obtains data through intervention

or interaction.
(e)

"Therapeutic research" means research

to

evaluate practices

or procedures that are intended to provide, or that have some
reasonable possibility of providing, therapeutic, diagnostic or
preventive health benefits to subjects.

"Nonbeneficial research procedure or intervention'* means a
research procedure or intervention occurring in either therapeutic or nontherapeutic research that is unnecessary for subjects'
own welfare and is performed solely as an aid to the research
(f)

process.

"Bodily injury" includes wounds, infections, disease, tempopermanent impairments or loss of bodily functions or
bodily parts, or death. For purposes of this plan, bodily injury
does not encompass impairment of mental processes (unless
demonstrably associated with a physiological cause rr change) or
emotional distress.

(g)

rary or

"Non-trivial bodily injuries" include those bodily injuries
requiring hospitalization or prolonging hospitalization for persons already hospitalized: (ii) requiring medical intervention beyond first aid and short-term observation; or (iii) encompassing
temporary total disability in excess of 24 hours, temporary partial
disability in excess of three days, permanent disfigurement, permanent disability or death.
(h)

(i)

.
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Scope of Covered Research

"Covered research" shall include research involving human subwhich is:

jects

conducted by agenciesof the Federal government ("Federallyconducted research");

{a]

Federally mandated for review, and in fact reviewed and
to the provisions of 45 C.F.R. Part 46 (or
comparable provisions for agencies outside DHHS);
(b)

approved, according

eiher

biomedical research, or (ii) behavioral research
fall within the categories eligible for expedited
review pursuant to 45 C.F.R- §46.110 (or comparable provisions
for agencies outside DHHS); and
(c)

(i)

which does not

(d)

"nontherapeutic".

§3. Eligibility for Benefits

The United

States shall provide benefits as specified in this plan

to research subjects {or their survivors, in the event of the

sub-

who

sustain .lonlrivial bodily injuries in the course
of their participation in research covered by this plan, unless it is
ject's

death)

more

likely

than not that such injuries were not the proximate
by third parties, not
themselves subjects of covered research, shali be excluded from
coverage. A child born with an injury caused by the mother's
participation in covered research during the course of her pregresult of the research. Injuries sustained

nancy

shall

be

eligible for benefits

under

this plan.

§4. Standards of Conduct
Eenefits shall be provided without regard to whether the injury
resulted from the fault of the investigator, the research institution, its employees, or the research subject, except in caM^ where
Pursuant
recovery is precluded by existing provisions of
to 5 U.S.C. § 3102(a), no benefits shall be provided when the
death or injury is:

FECA

(a)

caused by willful misconduct of the

caused by the (subjectfs intention
death of himself or of another, or
(b)

(c)

to

[subject);

bring about the injury or

proximately caused by the intoxication of the

§5. Time for Making a Claim
The time for making a claim shall be

in

[subject).

accordance with existing

"

provisions of

Section 8122
(a)

An

FECA
of FECA

provides, in pertinent part, that:

original claim for

must be

filed

within

3

compensation

for disability or

years after the injury or death.

.

death

.

case of latent disability, the time for filing a 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 relationship of the compensable
disability to his [participation in covered research). In such a case.
(b) In a

Compensating for Research Injuries: Appendix S

456

the time for giving notice of injury begins to run when the (subject) is aware, or by the exercise of reasonable diligence should

have been aware,

that his condition

is

causally related, to his"
is a

covered research), whether or not there
compensable disability
jS*'

[participation in

The time
do not—
(d)

limitations in subsections (a)

and

(b)

of this section

begin to run against a minor until he reaches 21 years of age
or has had a legal representative appointed; or
(1

)

run against an incompetent individual while he is incompetent and has no duly appointed legal representative; or

(2)

run against any individual whose failure to comply is excused by the Secretary on the ground that such notice could not
be given because of exceptional circumstances.
(3)

§6. Nature and Extent of Benefits
Benefits payable to eligible subjects injured in covered research
shall be in accordance with the provisions of F.E.C.A.. subject to

the modifications indicated herein.
(a)

medical and

[For example.

Such

benefits shall include:

rehabilitative benefits;

FECA

provides:

shall furnish to (a subject) who is
injured in the (course of research), the services, appliances, and
supplies prescribed or recommended by a qualified physician,
which the Secretary of Labor considers likely to cure, give relief,
(§ 8103(a):

The United States

reduce the degree or the period of disability, or aid in lessening
the amount of the monthly compensation. These services, appli-•
ances, and rupph'es shall be furnished—
(1)

whether or not disability has arisen;

.-.

by or on the order of United States medical officers and
employee's option, by or on order of physicians and hospitals designated or approved by the Secretary.
(3)

hospitals, or. at the

The employee may

initially select

such

and

regulations

necessary, and

may be

med-

furnished necessary and reasonable
to the securing of such

and expenses incident
appliances, and supplies.

transportation
services,

a physician to provide

and

supplies, in accordance with
instructions as the Secretary considers

ical services, appliances,

.

.

under such limitations or conditions as
he considers necessary, may authorize the employing agencies to
provide for the initial furnishing of medical and other benefits
under this section.

(§ 8103(b):

The

Secretary,

.

.

(§ 8104(a): The Secretary of Labor may direct a permanently disabled individual whose disability is compensable under this sub-

chapter to undergo vocational rehabilitation. The Secretary shall
provide for furnishing the vocational rehabilitation services. .)
.

Model Compensation Programs
Death benefits payable to survivors in
5 U.S.C. §8133, subject to (d) below; and
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(b)

accordance with

(c)

Financial indemnities, subject to (d) below, for economic

losses associated with the injury, including:

scheduled benefits for specified permanent
accordance with 5 U.S.C. §8107; and

(1)

disabilities in

compensation for lost wages and specified out-of-pocket
costs in the event of total or partial disability in accordance

(2)

with 5 U.S.C. §§8105. 8106. 8108. 8109. 8110, and 8111.

Death benefits and financial indemnities shall be calculated
in accordance with the provisions of F.E.C.A., subject to the

(d)

following modifications

and

limitations:

Benefits with regard to subjects who are critically or terminally ill at the outset of their participation in the research shall
not exceed a fixed schedule of benefits. The burden of proof
with respect to any such limitation of benefits shall rest on the

(11

research sponsor
Benefits with regard to subjects with preexisting conditions
be reduced to the extent that the death or the
occurrence, duration or severity of the injury are attributable,
in whole or part, to a preexisting condition of which the subject

(2)

of ill-health shall

or those giving consent on the subject's behalf were aware at
ths outset of partfdpation and which was noted on the consent
form. The burden of proof w-th respect to any such reduction
in benefits shall rest on the research sponsor
(3)

For purposes of determining compensa'ion for death or for

disability extending

beyond

(a

specified waiting period]:

(A) if the subject's actual eami.igs fairly and. reasonably
represent wage-earning capacity over the period of the dis-

subject s wage-earning capacity shall be deterthe subject's actual earnings;

ability, the

mined by

if the subject's actual earnings do not fairly and reasonably represent wage-earning capacity (or future earning potential) or if the subject has no actual earnings, wage-earning
capacity shall be presumed equal to the minimum rate for
GS-5 for those subjects not physically or mentally handicapped in a fashion precluding employment prior to the
research injury, or otherwise determined to be unemployable prior to the research injury. On a showing of
clear and convincing evidence, this presumed wage-earning
capacity may be adjusted upward, as appears reasonable
under the circumstances, with due regard to:

(B)

(i)

the nature of the injury;

(ii)

the degree of physical impairment;

(iii)

the subject's usual employment;

(iv)

the subject's age;
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the subject's qualifications for other employment;

(vi)
(vii)

the availability of suitable

employment: and

other factors or circumstances

which may

affect

the

subjects wage-earning capacity in the disabled condition,
including the subject's preexisting condition of health: or
(C)

if

the subject

is

determined

unemployable prior

to

have been permanently

the research injury, actual out-ofpocket expenses (other than medical and related costs
covered under §6(a)) shall be indemnified, not to exceed
benefits payable with respect to the minimum rate for GS-2;
to

and
(4)

Benefit levels shall be adjusted to reflect changes in the
accordance with 5 U.S.C. § 8146a.

cost of living in
(e)

No

payable under this plan for pain and
damages, or legal fees.

benefits shall be

suffering, punitive

§7. Offset for Recoveries

from

Collateral Sources

Financial compensation for the costs of medical care, other outo. -pocket expenses, and lost wages shall be payable under this
plan only in the event, and to the degree, that such costs are
actually incurred by the subject (or the subject's family) and are
not paid by any other source. Benefits payable under this plan
sliall be reduced to the extent costs are paid pursuant to the
United Slates Social Security Act; any state or Federal income
disability or workers' compensation law; any accident, health,
sickness, or disability insurance: any contract or agreement by
any party lo provide or to pay for or reimburse such costs; and
any court or administrative judgment or legally effective private
settlement covering such costs. Proceeds from life insurance
shall not. however, result in diminution of death benefits under
this plan. Farther, nothing in this section shall prevent any person from expressly insuring against, and receiving payments for.
damages in excess of those included in the required benefits

under

this plan.

§8. Relations to Alternative Legal

The

Remedies

remedy to other existing legal remedies
accordance with the provisions of FECA. In general,
as against the United States and its employees, this plan shall
constitute the sole and exclusive remedy.

shall

relationship of this

be

in

§9. Resolution of Disputes

Disputes respf^cting the resolution of claims arising under this
plan shall be resolved in accordance with the provisions of
FECA. except that the Secretary of Labor is also authorized to
impanel an expert advisory or arbitral panel to assist in the resolution of disputes arising

under

this plan.

[For example, §8149 of FECA provides for administrative review,
and §8128(bJof FECA provides that final administrative action in
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aliowing or denying a payment

is:

and conclusive for all purposes and with respect
questions of law and fact: and

(1) final
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(2) not subject to review by another official of the United
Slates or by a court by mandamus or otherwise.)

§10. Financing

Funding

Mechanisms

of this plan shall

FECA. §6147

be in accordance with existing pro-

which provides for legislative appropriations on the basis of the compensation experience of the
employing agency. The Federal agency funding the research resulting in claims f -r compensation shaH be regarded as the employing agency with respect to such claims.
visions uf
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i'ian II

§L

Definitions

F^rthe purpose of

this plan:

"Research" means a systematic investigation designed
velop or contribute to generalizable knowledge.
(a)

to

de-

"Biomedical research" means research involving biological
to. medical or surgical procedures, withdrawal or removal of body tissue or fluid, administration of chemical substances or input of energy, deviation from
normal diet or hygiene, and manipulation or observation of bodily processes. For pnronses of this plan, research satisfying the
definitions of both biomedical research and behavioral research
is classified as biomedical research.

(b)

study, including but not limited

"Behavioral research" means research involving nonbiomedical alteration or observation of human mental, emotional, or
social processes, including but not limited to. data collection or
analysis, surveys and questionnaires, tests and measurements,
laboratory and field experiments or observations, and innovative
environmental designs or psychological or social techniques designed to affect individual or group behavior.
(c)

(d)

"Subject"

means

a

living individual about

whom

an

in-

vestigator conducting research obtains data through intervention

or interaction.

"Therapeutic research" means research to evaluate practices
or procedures that are intended to provide, or that have some
reasonable possibility of providing, therapeutic, diagnostic or
preventive health benefits to subjects.

(e)

"Nonbeneficial research procedure or intervention" means a
research procedure or intervention occurring in either therapeutic or nontherupeutic research that is unnecessary for
subjects' own welfare and is performed solely as an aid to the
research process.

(f)

"Bodily injury" includes wounds, infections, disease, temporary or permanent impairments or loss of bodily functions or
bodily parts, or death. For purposes of this plan, bodily injury
does not encompass impairment of mental processes (unless
demonstrably associated with a physiological cause orchange) or
(g)

emotional distress.
"Non-trivial bodily injuries" include those bodily injuries
requiring hospitalization or prolonging hospitalization for persons already hospitalized: (ii) requiring medical intervention beyond first aid and short-term observation: or (iii) encompassing
temporary total disability in excess of 24 hours, temporary partial
(h)
(i)

disability in excess of three days,

manent

disability or death.

permanent disfigurement, per-
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Scope of Cov. -ed Research

"Covered research'
jects which is:

human

shall include research involving

conducted b> agencies of
("Federally-conducted research"};

(a)

the

Federal

sub-

governmcr.i

Federally mandated for review, and in facf reviewed and
approved, according to the provisions of 45 C.F.R. Part 46 (or

(b)

comparable provisions

for agencies outside

DHHS);

biomedical research, or (ii) behavioral research
which does not fall within the categories eligible for expedited
review pursuant to 45 C.F.R. §46.110 (or comparable provisions
for agencies outside DHHS); and
(c)

either

(i)

either (i) "nontherapeutic," or (ii) "therapeutic" but employing "nonbeneficial research procedures or interventions" that, in
themselves, would require 1RB review and would not satisfy the
criteria for expedited review pursuant to 45 C.F.R. §46,110 (or

(d)

comparable provisions

for agencies outside

DHHS).

§3. Eligibility for Benefits

The Fund

shall provide benefits as specified in this plan to research subjects (or their survivors, in the even* of the subject's
death) who sustain non-trivial bodily injuries (a) in the course of
Iheir participation in nontherapeutic research covered by this
plan, unless it is more likely than not that such injuries were not
the proximate result of the research, or (b) as the proximate result
of nonbeneficial procedures or interventions employed in therapeutic research covered by this plan. Injuries sustained by third
parties, not themselves subjects of covered research, shall be
excluded from coverage. A child born with an injury caused by
the mother's participation in covered research during the course
of her pregnancy shall be eligible for benefits under this plan.

§4. Standards of

Conduct

Benefits shall be provided without regard to whether the injury
resulted from the fault of the investigator, the research institution, its employees, or the research subject, except where the
injury results from failure of the subject reasonably to conform to
the provisions of the research. In the event of injury resulting in
whole or part from willful misconduct by the subject, the amount
of compensation payable shall be eliminated or reduced proportionately, taking into account both the degree to which the subject's conduct contributed to the occurrence and extent of the
injury and the degree to which the subject was in fact aware that

such conduct might
§5.

Time

for

result in injury.

Making a Claim

The subject (or his or her survivors) shall be allowed

at least three
years within which to file a claim after the subject's discharge or
withdrawal from the research project, provided that in the case
of a latent injury, said three-year period does not begin until the

Compensating

for

Research

Injuries:

Appendix S

subject (or his or her survivors) are aware or by the exercise of
reasonable diligence should have been aware that the subject's
injury is causally related to his or her participation as a subject
in the research, and provided further that said time limitation
does not begin to run against a minor until said minor reaches

18 years of age or has a legal representative judicially appointed,
or against a legally incompetent adult while such individual
is
legally incompetent and has no duly appointed legal
representative.

§6. Nature

and Extent of Benefits

Benefits payable to eligible suL^'ects injured in covered research
shall include:
(a)

medical and rehabilitative benefits, including:

(1)

short-term,

emergency medical

to the subject (to the extent not

care, without fee or charge
provided by other sources); and

longer-term medical care and related health and rehabilby the injury, or the costs thereof
(to the extent not provided by other sources), not to exceed
payments allowable under FECA:
(2)

itative services necessitated

(b)

death benefits payable to survivors in accordance with

5 U.S.C. 813 subject to (d) below;

and

financial indemnities, subject to (d) below, not to exceed ben-

(c)

efits

payable under FECA. for economic losses associated with

the injury, including:
(1)

scheduled benefits for specified permanent

aisabilities;

and
(2)

compensation

for lost

wages and specified out-of-pocket

costs in the event of total or partial disability following a rea-

sonable waiting period.
(d)

in

Death benefits and financial indemnities shall be calculated
accordance with the provisions of FECA, subject to the follow-

ing modifications

and

limitations:

Benefits with regard to subjects who are critically or terminally ill at the outset of their participation in the research shall

(1)

not exceed a fixed schedule of benefits. The burden of proof
with respect to any such limitation of benefits shall rest on the

research sponsor,
Benefits with regard to subjects with preexisting conditions
of ill-health shall be reduced to 'he extent that the death or the
occurrence, duration or severity of the injury are attributable,
in whole or part, to a preexisting condition of which the subject
(2)

or those giving consent on the subject's behalf were aware at
the outset of participation and which was noted on the consent
form. The burden of proof with respect to any such reduction
in benefits shall rest on the research sponsor,
(3)

For purposes of determining compensation for death or for
extending beyond [a specified waiting period):

disability

.
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(A) if the subject's actual earnings fairly and reasonably
represent wage-earning capacity over the period of the disability, the subject's wage-earning capacity shall be deter-

mined by

the subject's actual earnings;

the subject's actual earnings do not fairly and reasonably represent wage-earning capacity (or future earning potential) or if the subject has no actual earnings, wage-earning
capacity shall be presumed equal to the minimum rate for
GS-5 for those subjects not physically or mentally handicapped in a fashion precluding employment prior to the
research injury, or otherwise determined to be unemployable prior to the research injury. On a showing of
clear and convincing evidence, this presumed wage-earning
capacity may be adjusted upward, as appears reasonable
under the circumstances, with due regard to:
(B)

if

(i)

the nature of the injury;
the degree of physical impairment;

(ii)

(iii)

the subject's usual

(iv)

the subject's age;

(v)

employment;

the subject's qualifications for other

(vi)

the availability of suitable

employment;

employment; and

other factors or circumstances which may affect the
subject's wage-earning capacity in the disabled condition,
including the subject's preexisting condition of health; or
(vii)

if the subject is determined to have been permanently
unemployable prior to the research injury, actual out-ofpocket expenses (other than medical and related costs
covered under §6(a|) shall be indemnified, not to exceed

(C)

b3nefits payable with respect to tne

minimum

rate for GS-2;

and
(4)

Benefit levels shall be adjusted to reflect changes in the

cost of living in accordance with 5 U.S.C. § 8146a.
(e)

No

benefits shall be payable

under

this

plan for pain and

suffering, punitive damages, or legal fees. During the experi-

mental evaluation period no subject shall receive monetary benefits in excess of $100,000 under this plan.
§7. Offset for Recoveries

from Collateral Sources

Financial compensation for the costs of medical care, other outof-pocket expenses, and lost wages shall be pLyable under this
plan only in the event, and to the degree, that such costs are
actually incurred by the subject (or the subject's family) and are
not paid by any other source. Benefits payable under this plan
shall be reduced to the extent costs are paid pursuant to the
United States Social Security Act; any state or federal income
disability or workers' compensation law; any accident, health,
sickness, or disability insurance; any contract or agreement by
any party to provide or to pay for or reimburse such costs; and
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any court or administrative judgment or legally effective private
settlement covering such costs. Proceeds from life insurance
shall not. however, result in diminution of death benefits under
this plan. Further, nothing in this section shall prev»ru any per-~
son from expressly insuring against, and receiving payments for.
damages in excess of those included-ih the required benefits

under

this plan.

§8. Relation to Alternative Legal

Remedies

Injured subjects covered by the provisions of this plan shall have
the opportunity to elect, at a reasonable time following injury,
whether to proceed under this plan or to pursue alternative legal
remedies. No subject (or survivor) may receive any payment or
be afforded independent arbitration under the plan unless said
individual has waived his or her right to any recovery (whether
under tort, contract, or property law) based on the subject's injury, except under the plan and in accordance with its terms and
conditions. Any subject (or survivor) who files suit to s^ *ure
compensation for an injury covered under this plan shall lose any
right to recovery pursuant to this plan.
§9. Resolution of Disputes

Disputes arising under this plan shall be resolved pursuant to a
review procedure under which a subject (or survivor) has the
right tc independent arbitration (e.g.. through the American Arbitration Association) of his or her entitlement to compensation,
with said arbitration final and binding on all parties thereto to the
extent permitted under applicable lav/. Said arbitral decisions
shall not be subject to judicial review, except with regard to any
determination respecting the voluntariness and legal validity of
the injured subject's election to waive 'egal redress in favor of
participation in the non-fault

§10. Financing

compere

ion plan.

Mechanisms

funding of the Federal Injured Research Subject Trust
by direct Congressional appropriation or'by
a proportional levy, not to exceed one-tenth of one percent, assessed against funding of research covered under the plan. The
Fund shall be replenished in similar fashion on an actuarily
sound basis as determined by experience.
Initial

Fund

shall be either
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Plan

III

§1. Definitions

For the purposes of

tliis

plan:

"Research" means a systematic investigation designed
velop or contribute to generalizable knowledge.
(a)

to

de-

"Biomedical research" means research involving biological
to. medical or surgical procedures, withdrawal or removal of body tissue or fluid, administration of chemical substances or input of energy, deviation from
normal diet or hygiene, and manipulation or observation of bodily processes. For purposes of this plan, research satisfying the
definitions of both biomedical research and behavioral research
is classified as biomedical research.
(b)

study, including but not limited

"Behavioral research" means research involving nonbiomedical alteration or observation of human mental, emo-

(c)

tional, or social processes, including but not limited to, data

and questionnaires, tests and
measurements, laboratory and field experiments or observations,
and innovative environmental designs or psychological or social
techniques designed to affect individual or group behavior.
collection or analysis, surveys

"Subject" means a living individual about whom an investigator conducting research obtains data through intervention
(d)

or in'eraction.
(e) "Therapeutic research" means research to evaluate practices
or procedures that are intended to provide, or that have some
reasonable possibility of providing, therapeutic, diagnostic or
preventive health benefits to subjects.

"Nonbeneficial research procedure or intervention" means a
research procedure or intervention occurring in either therapeutic or nontherapeutic research that is unnecessary for subjects' own welfare and is performed solely as an aid to the
research process.
(f)

"Bodily injury" includes wounds, infections, disease, temporary or permanent impairments or loss of bodily functions or
bodily parts, or death. For purposes of this plan, bodily injury
does not encompass impairment of mental processes (unless
demonstrably associated with a physiological cause or change) or
(g)

emotional

distress.

"Non-trivial bodily injuries" include those bodily injuries
(i) requiring hospitalization or prolonging hospitalization for persons already hospitalized; (ii) requiring medical intervention beyond first aid and short-term observation: or (iii) encompassing
temporary total disability in excess of 24 hours, temporary partial
disability in excess of three days, permanent disfigurement, permanent disability or death.
(h)
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Scope of Covered Research

"Covered research" shall include research involving human subjects which is:
supported (via grants, contracts, or similar mechanisms), in
whole or in part, by agencies of the federal government, but
which is not conducted directly by Federal agencies ("Federally-

(a)

supported lesearch");
Federally mandated for review, and in fact reviewed and
approved, according to the provisions of 45 C.F.R. Part 46 (or
comparable provisions for agencies outside DHHS);
(b)

biomedical research, or (ii) behavioral research
fall within the categories eligible for expedited
review pursuant to 45 C.F.R. §46.110 (or comparable provisions
for agencies outside DHHS); and

(c)

either

(i)

which does not

(d)

"nontherapeutic".

§3. Eligibility for Benefits
Participating institutions shall, as part of their general or special
assurances pursuant to 45 C.F.R. Part 46 (or analogous federal
regulations), set forth the basis
this plan shall

be provided

upon which

benefits specified in

to research subjects (or their sur-

who sustain non-trivial
bodily injuries in the course of their participation in research
covered by this plan, unless it is more likely than not that such
injuries were not the proximate result of the research. Injuries
sustained by third parties, not themselves subjects of covered
research, shall be excluded from coverage. A child born with an
injury caused by the mother's participation in covered research
during the course of her pregnancy shall be eligible for benefits
under this plan.
vivors, in the event of the subject's death)

§4.

Standards of Conduct

be provided without regard to whether the injury
from the fault of the investigator, the research institution, its employees, or the research subject, except where the
injury results from failure of the subject reasonably to conform to
Benefits shall

resulted

the provisions of the research. In the event of injury resulting in

whole or part from willful misconduct by the subject, the amount
of compensation payable shall be eliminated or reduced proportionately, taking into account both the degree to which the subject's conduct contributed to the occurrence and extent of the
injury and the degree to which the subject was in fact aware that
such conduct might

result in injury.

§5. Time for Making a Claim
The subject (or his or her survivors) shall be allowed at least three
years within which to file a claim after the subject's discharge or

withdrawal from the research project, provided that in the case
of a latent injury, said three-year period does not begin until the
subject (or his or her survivors) are aware or by the exercise of
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reasonable diligence should have been aware that the subject's
injury is causally related to his or her participation as a subject in
the research, and provided further that said time limitation does
not begin to run against a minor until said minor reaches 18 yr^is
of age or has a legal representative judicially appointed, or
against a legally incompetent adult while such individual is
legally incompetent and has no duly appointed legal representative. However, in no case may a claim be filed later than ten
years following the subject's discharge or withdrawal from the
research project.

§6. Nature and Extent of Benefits
Benefits payable to eligible subjects injured in covered research
shall include:
(a)

medical and rehabilitative benefits, including:

(1)

short-term,

emergency medical

to the subject (to the extent not

care, without fee or charge
provided by other sources); 3nd

longer-term medical care and related health and rehabilby the injury, or the costs thereof
(to the extent not provided by other sources), not to exceed
payments allowable under FECA;

(2)

itative services necessitated

death benefits payable to survivors in accordance with
5 U.S.C. §8133, subject to (d) below: and

(b)

such additional benefits, subject to (d) below, not to exceed
those allowable under FECA, as would meet or exceed the benefits provided under the workers' compensation law of the jurisdiction in which the research is conducted, were the injured
subject considered a covered employee and were the injury considered a compensable injury under the terms of local workers'
(c)

compensation law.

Death benefits and financial indemnities shall be subject to
the following modifications and limitations:

(d)

Benefits with regard to subjects who are critically or terminally ill at the outset of their participation in the research shall
not exceed a fixed schedule of benefits. The burden of proof
with respect to any such limitation of benefits shall rest on the
research sponsor,

(1)

Benefits with regard to subjects with preexisting conditions
of ill-health shall be reduced to the extent that the death or the
occurrence, duration or severity of the injury are attributable,
in whole or part, to a preexisting condition of which the subject
(2)

or those giving consent on the subject's behalf were aware at
the outset of participation and which was noted on the consent
form. The burden of proof with respect to any such reduction
in benefits shall rest on the research sponsor
(3)

For purposes of determining compensation for death or for

disability extending

beyond

[a

specified waiting period):
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(A) if the subject's actual earnings fairly and reasonably
represent wage-earning capacity over the period of the disability, the subject's wage-earning capacity shall be deter-_
mined by, the subject's actual earnings;
if the subject's actual earnings do not fairly and reasonably represent wage-earning capacity (or future earning potential) or if the subject has no actual earnings, wage-earning
capacity shall be presumed equal to the minimum rate for
GS-5 for those subjects not physically or mentally handicapped in a fashion precluding employment prior to the
research injury, or otherwise determined to be unemployable prior to the research injury. On a showing of
clear and convincing evidence, this presumed wage-earning
capacity may be adjusted upward, as appears reasonable
under the circumstances, with due regard to:

(B)

(i)

the nature of the injury;

(ii)

the degree of physical impairment;

(iii)

the subject's usual employment;

(iv)

the subject's age;

(vj

the subject's qualifications for other

(vi)

the availability of suitable

....

employment;

employment; and

other factors or circumstances which may affect the
wage-earning capacity in the disabled condition,
including the subject's preexisting condition of health; or

(vii)

subject's

if the subject is determined to have been permanently
unemployable prior to the research injury, actual out-ofpocket expenses (other than medical and related costs covered under 6(a)) shall be indemnified, not to exceed benefits
payable with respect to the minimum rate for GS-2; and

(C)

(4)

3enefit levels shall be adjusted to reflect changes in the
accordance with 5 U.S.C. § 8146a.

cost of living in
(e)

No

benefits shall be payable

damages, or

under

this

plan for pain and

No

subject shall receive monetary benefits in excess of $25,000 under this plan.
During the experimental evaluation period no subject shall receive monetary benefits in excess of S10.000 under this plan.
suffering, punitive

§7. Offset for Recoveries

legal fees.

from Collateral Sources

F'nancial compensation for the costs of medical care, other outof-pocket expenses, and lost wages shall be payable under this
plan only in the event, and to the degree, that such costs are
actually incurred by the subject (or the subject's family) and are
not paid by any other source. Benefits payable under this plan
shall be reduced to the extent costs are paid pursuant to the
United States Social Security Act; any state or federal income
disability or workers' compensation law; any accident, health,

'
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any contract or agreement by
any party to provide or to pay for or reimburse such costs; and
any court or administrative judgment or legally effective private
settlement covering such costs. Proceeds from life insurance
shall not, however, result in diminution of death benefits under
this plan. Further, nothing in this section shall prevent any person from expressly insuring against, and receiving payments for,
damages in excess of those included in the required benefits
under this plan.
sickness, or disability insurance;

§6. Relation to Alternative Legal

Remedies

Injured subjects covered by the previsions of this plan shall have
the opportunity to elect, at a reasonable time following injury,
whether to proceed under this plan or to pursue alternative legal
remedies. No subject (or survivor) may receive any payment or
be afforded independent arbitration under the plan unless said
individual has waived his or her right to any recovery (whether
under tort, contract, or property law) based on the subject's injury, except under the plan and in accordance with its terms and
conditions. Any subject (or survivor) who files suit to secure
compensation for an injury covered under this plan shall lose any
right to recovery pursuant to this plan.
§9. Resolution of Disputes

Disputes arising ynder this plan shall be resolved pursuant to a
review procedure under which a subject (or survivor) has the
right to independent arbitration (e.g.. through the American Arbitration Association) of his or her entitlement to compensation,
with said arbitration final and binding op. all parties thereto to the
extent permitted under applicable law. Said arbitral decisions
shall not be subject to judicia'. review, except with regard to any
determination respecting the voluntariness and legal validity of
the injured subject's election to waive legal redress in favor of
participation in the non-fault compensation plan.

§10. Financing

Mechanisms

Federal agencies supporting covered research shall consider reasonable expenses incurred by investigators or by research institutions in meeting the requirements of this plan as allowable costs
for purposes of determining costs applicable to research grants,
contracts, and similar mechanisms. Reasonable expenses may
include insurance premiums, contributions to self-insurance or
pooled risk sinking funds, or assessments for participation in the
FIRST Fund for institutions choosing to do so. Nothing in this
provision shall preclude an institution from receiving federal
financial support under existing law or policy for compensation
programs exceeding the scope of coverage established by this
plan (e.g., costs of medical care for subjects injured in therapeutic
research).
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P.

Murphy.

Association

of

American

Cancer

Institutes

12.

James A. Neidhart. The Ohio State University ComprehenCancer Center

sive
13.

John

F.

Sherman, Association of American Medical Colleges

14. Bennett Stark, National

Committee

Research
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for Victims of
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John C. Ballin, Ph.D.
Executive Director
National Council on Drugs
1.

January

IS, 1980

The National Council on Drugs is a consortium composed of
V\ members representing the public and eight national organizations in the health care field. Its purposes are to promote the
development and proper use of drugs in human beings, and to act

an advisory capacity to the government, the scientific commuand the public on technical and scientific aspects of drug
development and usage.
in

nity,

The National Council on Drugs takes this opportunity to
comment on the proposal by the Department of Health anJ Human Services that would require institutions to provide prospecassurance tnat
event that these persons

tive participants in clinical trials v.ith written

compensation would be provided

were harmed

in the

in the course of the clinical trial.

The Council has seen no evidence to support fears that there
is a significant problem, either in terms of numbers of individuals
or of financial need, that would justify the requirement of a
compensation provision in all human research- On the other
hand, the Council agrees 'hat compensation claims would inevitably proliferate if such a provision became mandatory.

wider perspective, the National Council on Drugs becompensation provision would produce instant escalation of the cost of doing research on human subjects, thus
prolonging and discouraging the development of new drugs and
In

lieves that a

contributing to the inflationary spiral.

Furthermore, a compensation provision would constitute a
powerful deterrent to the investigator who wishes to conduct
research involving human subjects and would impose new legal,
as well as financial hazards on his career plans. As a result, it is
feared that the quality and primacy of American-based scientific
research would inevitably suffer. For the foregoing reasons, and
because of the exemplary safety record of human drug testing in
the United States, we urge that this proposal be rejected.

Philippe V. Cardon, M.D.
Wheaton, Maryland

2.

July

3,

19B0

While serving on the Secretary's Task 7jrce on Compensation, on my own initiative I put together the s^me material, in
the form of case reports, thinking it might be helpful in that
setting. At the time, Delbert Nye, head of the Normal Volunteer
Office helped me identify the cases. He ran that office for many
years and probably learned about most of the problems.

As I
half of

recall,

there were about 9 oa-uncucu. I wrote up. About
to do with serious mental health problems

them had
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which came ud during or shortly after participation in research.
These were complicated problems, as such problems usually are.
I don't think you will miss much if I don't try to reconstruct them
here from imperfect memory. Instead let me say what my experience has led me to think.

The major health dangers to young adults are accidents
(automobiles and motorcycles), and men»al illness broadly
conceived. Therefore onset of health problems in temporal coincidence with research participation will usually mean involvement in an accident or mental health problems. When the
research entailed some intervention which was in any way
"mind-bending." one has the seeds of a r^al injury. The best and
most expert opinion will usually rightly conclude that the research procedure caused noither the accident nor the mental
illness as the case may be. Whether the disabled volunteer will
concur in that judgement is another matter. If not. ie may have
what I call the narm of regret. The permutations ot destructive
regrets (by family as well as volunteer) are surely many;
have
witnessed a few of them, and some are worse than trivial by any
standard. One would certainly not be surpilsed to learn one day
that a member of the research community has been murdered by
someone holding him/her responsible for an accidental death or
suicide, or chronic derangement- thirteen volumes of expert
opinion to the contrary notv.ithstanding.
i

)

Minimizing "actual cause-effect" harm and !he harm
first

best

of re-

Good screening comes
to mind, but good screeners aren't easy to come by, and the
will do an imperfect job. To adopt the rule "when in doubt,

gret isn't as easy as might

seem

at first.

its own problems. Just think for a minute of what
the situation oftei. is. Three friends decide to serve for a time as
volunteers. One is rejected because a "good ••oreener" thinks that
that one faces a higher-than-acceptable probability of becoming
mentally ill within t..e next few months. The possibility that the
rejectee is thereby harmed seems to me real and palpable.

reject" raises

The above paragraphs

could be spun out with

much more

speculation, fanciful but not in my opinion unrealistic. I will stop
here by saying that I think at least half of the bad things that
happen to normal volunteers are psychological bad things, that it
is difficult to avoid them, and the prospect of trying to work out

an injury-compensation system

make me

for psychological

harm would

blanch.

to more tangible injury: I will describe 5 injuries
"close call." All but one of the injuries occurred among
volunteers on the "normal control" patient unit of Nalicnal Institute ol Menal Health at the Clinical Center. Probably ar average

Turning

and one

NIMH

census of 15

is

about right, so 20 years of experience

means

the rough order of 4 injuries in 300 volunteer-years.
Staying with the every-day life comparison, and anticipating

your ov n estimate of severity

.

to

be

made from

.

.

the case records,
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this is p.obably a bit better than the everyday life riskconfirmed by the fact that in those same years word got back to
us within the time of recent acquaintance that one NIMH volunteer had died in an automobile and another had nearly lost a leg
on a motorcycle. I will give the cases in rough order of permanence and severity of harm.

A

young

woman

fainted shortly after blood

part of the admission procedure.

She

fell

was drawn

as

forward onto the

composition-tile floor, breaking off both upper front teeth at the
roots. They had been unusually perfect teeth. Very careful restoration work by NIH dentists was almost percect. but fine junction

were

lines

visible at the

gum

line

when

I

last

saw

her.

Anyone

with experience of hospital injuries will confirm that much worse
things could have happened when her head hit that tile.

The

paste used to affix a recording electrode overnight

burned the skin of a young woman's forehead near the temple, l!
was a second-degree burn about the size of a penny which
healed very well, but again not perfectly.

A young man bled profusely from a duodenal ulcer the night
after a research procedure.

time
it

is

He

required several transfusions

at a

when the risk of transfusion hepatitis was much higher than
now. More about the circumstances will illustrate how the

ingredient of research can enrich the ambiguities of malpractice
litigation. He was not a U.S. citizen, but studying Pharmacy on
student visa. He was the first person from a particular Moslem
country I or the nursing staff had met, and more extraordinarily
he was d Christian. My admitting opinion of his health was unreserved, and I noted to myself that he had a much better sense
of his identity and personhood than most or us had of it. He
agreed to participate in a study of the effects of reserpine on
certain hormonal systems. The study design called for singleblind balanced cross-over intravenous infusion of reserpine or
salt solution-only. By chance his first infusion (not just first in the
protocol, but first ever for him, first moment of truth as communicant in an alien culture, first in biomedicine's Mecca a quarter
of a world away from the original Bethesda he knew as a
child)— the first infusion was salt water.

One might prefer to believe that the Angel of the Pool of
Bethesda had a hand, but probably he could just as well hive
gotten reserpine that day. [So expert would say that an infusion
of reserpine didn't have ar> causal relation tc the bleeding that
followed.) The ulcer crater vas big and unequivocally there in
the emergency x-rays the na.>' morning. There was no sign of it
in two weeks. He went bac- to school in a few more weeks,
apparently as healthy as he was apr arently healthy when he
came

to the Clinical

A

Center.

young woman received a single oral dose of chlorpromazine (200 mg. as I recall) while participating in a tightly
designed study of effects of psychoactive drugs on measures of
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behavior. The statistically correct

her

appetite.

I
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of days later, she lost
a romantic disap-

knew she had experienced

pointment, and preferred to think that was the reason, until she
became as yellow as a grapefruit. She had chlorpromazine
jaundice—as close to the textbook description as one can go*. except that no one else seems to have seen it after a single dose.
After all, how many people have been given just one dose? She
recovered completely, by any criterion I know of. But I also know
that liver failure can be like a brush fire in surprisingly young
women who are drinking themselves to death. If this woman
should feel driven to the bottle, and if she turned yellow again,
how would that be sorted out? Pathologists Would say that the
processes are entirely different histologically, but I suspect a jury
would decide that yellow is yellow.

A

NIMH

young woman (not in a
study) received plasma
intravenously. At a not-unusual time later she came down with
hepatitis. The investigator, whom I asked about it. said there's no
doubt in his mind she got hepatitis from the plasma he gave her.
She recovered completely, but refer to the preceding case. For
both of these women, a statistically improbable (but given the
then state-of-the-art uncontrollable) bad result ocrurred initially;
both were saved by the lack of occurrence of an even more
improbable, but equally uncontrollable, fatal outcome.

A Close Call: A volunteer was given
pump

epinephrine by means

Speed of
pumping is varied by engaging one of six cogs arrayed in line.
The intent was to pump at next to slowest— second from left. The
infusion started and the investigator noted that the volunteer
became very pale. He quickly realized that he was on the other
side of the table from the pump and that second from left was
of

a.

mechanical

of then-best-available design.

now

actually next to fastest— about a ten-fold difference in infusion rate. No IRB and no investigator would ever approve that
infusion rate of epinephrine. This was before the time of nowcommonplace cardiac arrest teams and CPR drills. The investigator is one of the best and most conscientious I've known.
agreed that he had run that volunteer very close to the edge.

We

Thomas
Dean

3.

C. Chalmers,

Mt. SLnai Medical School,
January

9,

New York

1981

The following presentation is designed to develop with Juta
the concept presented in the letter to the Chairman cf the Coinmission dated October 29, 1980, in which I presented a numojr
of reasons why the compensation of volunteers for therapeutic
research would have a deleterious impact on all efforts to improve diagnostic and therapeutic medicine. It was pvpted out
that we have a long way to go in learning how to diagnose and
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most illnesses and that the technological revolution is supnew methods that could improve care or could be

plying us with
deleterious,

and

that

we need to expand markedly the comparanew methods. Such research, the ran-

tive investigation of these

domized

trial, is at present greatly hampered by the fact
such a broad gulf between the practice of imperfect
medicine and the testing of new therapies. This is caused I y the
elaborate peer review and informed consent that are required for
clinical trials and are almost totally absent in the ordinary care of
patients. If it came about that patients who volunteer for clinical
trials would qualify for compensation if their therapy was shown
to be inadequate, the gap would be made much wider. It would
no longer be possible to finance those essential trials to the extent
that they should be conducted. Physicians would be reluctant to
work on them when they might be liable for a bad outcome if the
patient were randomized, but not if they treated the patient as if
they knew which therapy was best.

control

that there

is

The spectrum of professional activities from practice to research presented in Table I illustrates the problem. First, there is
what might be called the "pure" practice of established medicine, and there are very few examples of this: penicillin for
pneumococcal lobar pneumonia; Vitamin B ,J for pernicious anemia; insulin for diabetic acidosis; and a few others. These are
situations in which it is difficult to conceive of any possible improvement in therapy which might be tested against the standard.
But they represent a very small percentage of the practice of
medicine. Second is what might be called the "impure" practice
of medicine: the use of popular but unproven techniques. This
constitutes the vast majority of therapeutic procedures applied to
man: the treatment of various infestions which do not have a
universally satisfactory outcome; the operative management of
diseases such as peptic ulcer or gallstones, situations for which
the timing and type of surgery are not yet certain; the treatment
of most cancers and the management of myocardial infarction.
Third is what might be called the innovative practice of medicine. In the case of drugs, this is the use of drugs that are on the
market but not yet approved for particular purposes, or changes
in the standard dose or duration of therapy. Also included in this
rubric are the new operations or therapeutic maneuvers that are
not covered by the rules and regulations of the Food and Drug
Administration. In this situation it remains entirely possible that
what is innovative may not be best for the patient, and from the
ethical standpoint the patient might very well benefit more frcm
being part of a randomized control trial designed to evaluate the
innovation.
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TABLE

I

A Spectrum
A. Not
I.

II.

Mow

of Professional Activities
From Practice to Research
Covered Dy any Regulations or Peer Review

Pure Practice of Medicine: Application of procedures
established as safe and efficacious

impure Medical

Practice:

Use

of popular but

unproven

techniques
III.

Innovative Medicine and Surgery: Uncontrolled
ideas

trials

of

new
B.

Now Covered by N1H

Guidelines

IV. Clinical Research that is Therapeutic or Diagnostic in
Intent: Protocol guided studies in sick adults, children,
and mentally ill

V. Research

in

Sick Patients that

is

not Intended Primarily

to Benefit the Participating Patient:

The

patient acting as

a volunteer

VL

Research in Normal Adult Volunteers

VIII. Research in Normal Children and Institutionalized Populations with Limited Ability to Give Informed Consent

The next group

is

clinical research that

and includes

is

randomized control
and therapeutic maneuvers.
in intent,

A

fifth

category

is

all

clearly therapeutic
trials of

diagnostic

mechanistic research in patients

who

are

which the patient acts as a volunteer. In this case there
is clearly a need for protection of the patient with regard to the
relat ve benefit and risk of the research maneuver.

sick

and

in

;

The sixth category, research in normal volunteers, is not
pertinent to my discussion, except that few people would argue
that some kind of compensation should be made available when
an accident occurs; and the seventh, research in normal children
and institutionalized populations with limited ability to give informed consent, falls in the same category as the fifth and sixth
w'th regard to compensation, in that some form of help after an
unfortunate accident in a research project that has received adequate peer review and informed consent is indicated.

The reason

is to emphasize
hope to be able to explore new
methods of therapy by calling them innovative and thus not having to obtain peer review and informed consent for randomization, becaupe those two maneuvers are so time consuming,
and could be interpreted as interfering with the rapid and effective treatment of the patient. So there is now a tendency to place
new therapies in category III whenever possible rather than improve the exploration ,of new treatments from both the ethical
and scientific standpoint by constructing randomized control trials. If. as advocated by some, there is no distinction made between therapeutic and non-therapeutic research with regard to

that

whenever

for presenting these categories

possible doctors
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compensation following misfortune, there will be a still greater
impulse not to include patients in clinical trials because they are
research, but instead to continue to broaden the activities of

bad r^>earch would
be substituted for good, and bad clinical research is unethical.

so-called innovative medicine. In that case

In order to illustrate with data the importance of this probI should like to discuss the management of acute myocardial
infarction. I have chosen that topic not because I am a hepatologist. and. therefore, could not be accused of being a mistaken
expert, but rather because it is such a beautiful example of how
improvements in therapy so small that they require a precise end
well conducted research project to demonstrate them would
have a broad impact on the health of mankind.
lem,

In Table II is presented the number of cases discharged from
United States hospitals with acute myocardial infarction in 1978
and the numbers discharged dead, resulting in case fatality rates
of 7A% under age 55, 22.4% over 55. for an average of 19.1. It
should be noted that there were 81,000 people discharged dead
during that year, and it has been estimated that two to three times
as many people die of acute myocardial infarction without ever
reaching the hospital. So, there is plenty of room for improvement in both prevention and medical care.

TABLE

II

Acute Myocardial Infarction
Case Fatality Rates
U.S.A. 1978

<55
Total Discharges

Discharged Dead
V, Death Rate

The

yrs.

95.000
7,000
7.4

>55

yrs.

Total

330.000
74.000

425,000
81.000

22.4

19.1

financial impact of this situation

is

presented in Tables

and IV. Discounted foregone earnings due to premature death
have been calculated for three age groups for males and females.
These are for the normal population in those age groups, and
III

although they include patients with myocardial disease, the survival can be expected to be less, and. therefore, the earnings less,
in people who have an acute myocardial infarction. Comparison
of survival curves of such a group with the normal population for
that age allows a very rough estimate that expected survival and
earnings would probably be shortened or lessened by no more
than one-third to one-half, but actual figures are not now available for patients with acute myocardial infarction.
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TABLE III
Discounted Foregone Earnings Due

(X
Age Group

Males

25-44
45-64

339
154
16

65+
•

See

to

Premature Death*

$1,000)

Females
280
123
23

text for qualifications.

In Table IV the cost to the economy of a death from myois calculated according to the foregone earnings lost, and although this varies by age and sex. the total comes
out to S3.8 billion per year, or corrected for the differences in
survival and workability referred to above, somewhere between
$2 and S3 billion per year.
cardial infarction

TABLE IV
Cost to

Economy

of a

Death from Myocardial Infarction*
Cost In Millions

Cost per

Age Group

Death

tt

Deaths

in 1978

M

M

F

25-44
45-54
55-64

.339

.280

1,000

.217

.175

4.000

.091

.082

7.000

5.000

>65

.016

.023

32,000

30.000

F
0
2,000

Total
Costs

Total
Cost

M

F

339
868
637
512

0

339

350
410
690

1.218
1.047
1.202

Total cost in foregone earnings for all deaths
each year $3.8 billion dollars
*

See

text for qualifications.

Now we turn to the case fatality rates, and in Table V are
presented for various percentage reductions the resulting per
cent not dving and, therefore, the number of lives saved. It can
be seen that a 10% reduction in case fatality rate— in other
words, 17 or 18% dying instead of 19 or 20— would mean 8.500
lives saved per year. Before determining the impact of this on the
population and on the economy, one needs to consider the data
on how many patients would have to be studied to establish with
an alpha of 5%, i.e., a chance of a false positive conclusion of 5%,
and a beta of less than 10%, i.e.. only 10% or less chance that a
true 10% or greater reduction was being missed. The number of
patients required for such a study would be 20.400 (Table VI).
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TABLE V
Estimate of Lives to Be Saved by
Reduction of Death Rate— 1978

deaths— 61.000

Total

%

%

reduction
in

CFR
5%

not

dying

10%
20%
50%

Number

of

lives saver*

1%
2%
4%

8,500
17.000

10%

42.500

4.250

TABLE VI
Randomized Control
Estimates of
efficacy at
at

&

< .10.

numbers required to detect
p < .05 and not miss it
CFR in control group 20%.

a

Reduction

CFR

in

5%
10%
20%
50%

(to
(to
(to
(to

Trials of A.M.I.

19%)
18%)
16%)
10%)

•

Total number
of patients
82.000
20.400
5.000

746

In Table VII is presented the total cost of the study if one
uses a maximal figure of cost per patient of 15.000. In actual fact
it should be possible to do pretty good studies of the treatment of
acute myocardial infarction for around $1,000 per patient, and
the $5,000 figure comes primarily from prevention studies carried
out over several years. At any rate, such a study revealing a 10%
reduction in death rate would save $400 million in one year in
discounted foregone earnings, and would also save $45 million in
hospital costs per year if one thinks in terms of a 10% reduction
in recurrent infarction from a prophylactic study.

TABLE VII
Cost-Impact of Successful RCT Demonstrating
10% Reduction in 20% CFR
Number

of patients required

Cost per patient
Total cost

Number

of lives saved in U.S.A.
Discounted foregone earnings saved
Hospital costs to economy saved

20.400
$5,000
$102,000,000
8.500
S399.287.500
$45,050,000

The cost impact in compensating families for foregone earnings is presented in Table VIII in which, if one assumes that the
families of all patients who died would be compensated, the cost
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million, or $9,000 per patient in the study. And if
only those patients who received the worst treatment were to be
compensated, the cost would be half that.

would be $182

TABLE VIII
Cost Impact of Compensating Families of All
A.M.L

Patients

Who

Died in an

RCT

of 20,400 Patients

Cost per
patient in

Number

Cost per

patients

discounted
foregone
earnings

All patients

3.876

$46,975

$182,076,000

$8,925

"Worse treatment" only

2,040

$46,975

$95,829,000

$4,697

of

Cost of
all

patients

patient

study

in

In the final table (Table IX) the number of trials conducted
during the five-year period from 1975 to 1979 is presented along
with the patients involved, and the mean reduction in CFR of
6.7%. This is intended to show that far too few studies have been
performed under present circumstances when doctors were not
faced with compensating patients for bad outcomes. This number
would surely be reduced if doctors had to add to compensation
to the complexities of doing a trial. There would be still more
patients handled by less informative and less ethical innovative
medicine.
In

summary

There is a great need for precise clinical trial research if
are to take advantage of remarkable technological advances
(1)

we
to

reduce premature death and
(2)

The

disability.

present rigid distinctions between practice and clin-

with regard to requirements for peer review and informed consent are making it increasingly difficult to persuade
doctors and patients to take part in clinical trials.
ical trials

(3)

mal

Compensating bad outcomes oniy in those, entering forfurther widen that gap and almost eliminate trials.

trials will
(4)

Clinical research will then be disguised as innovative

and
and decreasing

practice and. therefore, result in unreliable conclusions

markedly reduce the chances

of saving lives

disability.

TABLE
Randomized Control

IX
Trials of A.M.I.

1975-1979
Total

U

15

trials

Patients involved

Mean

%

reduction in

4,475

CFR

6.7%
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Giulio J. D'Angio, M.D., Director
Children's Cancer Research Center
The Children's Hospital of Philadelphia
December 8, 1980

4.

I

am writing with respect

to the

Commission on Compensahave testi-

tion for Subjects Injured in Research. Several people

fied before your group, but I would like to underline the special
circumstances concerning cancer clinical trials.

The treatments used for the management of cancer patients
have their associated risks as well as benefits. These are balanced very carefully in virtually every clinical cancer trial. The
benefits of the treatments under investigation need to be established: they almost certainly have their deleterious side effects.
Therefore, even the patients receiving only standard therapy (for
example, surgery alone) as controls benefit from not bein subjected to the toxicities associated with chemo- or radiotherapy.
all

The

situation in cancer

work

also

is

made complex because

of the side effects that may become evident only after the passage
of many years. Some of these are unpredictable, and require

observations of many patients for a long time before a clear
cause-and-effect relationship can be established. If compensation were to be offered patients for this kind of unforeseen,
much-delayed injury, one can predict contention if not litigation
in future years. This is particularly applicable to possible genetic
consequences which are extremely difficult to establish, as you

know.
It

seems

best to restrict this

whole matter of compensation

to

those investigations t h«^i
no' designed to benefit the patient.
There are virtually hoik i." lis kind in clinical cancer studies,
especially the cooperative group trials. I therefore would urge
•

you and your Commission

consider cancer clinical inand not include them in the
general principles and recommendations that you are drafting.
to

vestigations as a separate issue,

5. John R. Durant, M.D., Chairman
Cooperative Group Chairmen
Southeastern Cancer Sr<dy Group
University of Alabama i Birmingham
>

January

7,

1981

I am writing regarding your deliberations concerning compensation programs for research and the possibility of providing
insurance for that purpose.

First, let me say that it seems to me that therapeutic research
must clearly be separated from other kinds of research. In regard
to this question, I am not very confident of the experience of the

commissioners, other than yourself, in the field of therapeutic
research, particularly therapeutic cancer research.
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am the Chairman of the Cooperative Group Chairmen who

conduct
trials. I

present

many

would

my

of the NCI's clinical cancer therapeutic research
like to

appear before your commission in order
this area. Briefly these concerns are:

to

concerns in

1. If this decision is implemented, many trivial suits would
be instituted which would not otherwise be instituted, and
would lead to enormous escalation of administrative costs—

a factor already reducing the available money for research
by diverting funds from direct to indirect costs.
In my prior correspondence with Barbara Mishkin, she
assured me that no such large costs would be incurred since
two institutions have already developed self-insurance programs with the experience that very few claims for very
small amounts were made. I would have to interpret such
information as indicating that the problem is not very
serious— therefore, hardly worth the commissions effort. I
note, however, that the University of Washington was unable to obtain a commercial insurer for their program when
they wished to renew it. Accordingly, I would have to believe that private insurance companies believe this program
is not likely to be one thai would permit accurate predictions
of future cost. I believe the net effect of creating such a
program in therapeutic research would be to delay the introduction of effective new therapies into American medicine
much more than the GAO's recent estimate of 7 years compared to our European counterparts. !t surely will raise
indirect costs and probably discourage imagination. Accordingly, I believe the issue is important and hope that I may be
able to have my views made known to the commission.
2.

Audrey E. Evans, M.D.,
Director, Division of Oncology

6.

Children's Cancer Research Center
The Children's Hospital of Philadelphia

November

26,

1980

understand following the hearings in September the Commission agreed to recommend a system of compensation for peoI

ple injured in clinical trials. In my own mind I think I would
separate out therapeutic and non-therapeutic trials and also the
diseases for which therapy are designed. I believe if a patient
develops thrombocytopenia while testing a cure for the common
cold it is different from one who experiences unpleasant vomiting from a drug being tried in the treatment of cancer. I must
have spent 20 years in clinical cancer research where the risks
and benefits to the patient are honestly addressed and I don't
believe we have ever had an occasion where I believed a patient

was

legitimately

due any

financial compensation.
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My concern regarding sweeping recommendations is that
they can be misinterpreted and misused. In many ways I think
medical care is hampered by considerations of malpractice suits
(and indeed has become more expensive becar^c of these conit is possible that the need for compensation may
good clinical research. I do not honestly believe that in the
present day climate of human experimentation, that physicians
"use" the poor and disadvantaged in a way that they would not
use any other patient. I do believe that the unintelligent can often
not understand the issues involved in the study, but that their
rights a, e sufficiently protected by the Commission on Human

cerns) and that
inhibit

Experimentation.

7.

Emil

J.

Freireich, M.D., President
Clinical Oncology

American Society of
January
I

2,

1981

am writing to you in my capacity as President of the Amer-

Our organization has over 2700
members and encompasses all of the subspecialties of medicine
which deal specifically with cancer research and cancer treatican Society of Clinical Oncology.

I am writing about the problem of "compensation of injured research subjects". I have discussed the matter with
Dr. Denman Hammond who is the Chairman of our Public Issues

ment.

Committee and

I

have asked

Dr. Philip S.

Schein of Georgetown

University School of Medicine, who is a member of our Board of
Directors to represent the Society at your meeting on January 9.
I am writing to express the view that cancer patients and
cancer treatment research should be specifically excluded from
any considerations relating to compensation. My primary reason
for suggesting this is to emphasize both the importance of cancer
treatment research and the research nature of most of the current
cancer treatments available.

The physician

in clinical science

and

in clinical practice is

always faced with the problem of weighing the potential for
benefit against the potential risk of any treatment recommendations. In the case of malignant disease the threat to the individual's life is so great that treatments which would otherwise net be
considered are regularly undertaken.
It seems clear to me that in consideration of compensation
one must consider the motivation for the subject participating in

where the motivation for
personal gain, that is where a patient is motivated
to participate in resea-vn in order to benefit his own health and
survival, it seems that t nipensation would not be indicated. In
contrast when society fa \ it necessary to ask people to participate in clinical researc*
here the individual himself has no
potential for benefit, but wh.-re the community as a whole does
have a potential for benefit.
s an area where participation in
clinical research. In those instances

participation

is

•

.

;
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clinical research should be accompanied by some mechanism for
compensation should injury result from such investigation. If this

considered, then treatment of patients with a malignant diagwould be generally excluded from any compensation considerations and this would eliminate the concern of those in the
field of clinical oncology about considerations of this subject.
is

nosis

Robert C. Hickey, M.D.
Executive Vice President
The University of Texas System Cancer Center
8.

January

9,

1981

to express my views on the subject of "compensation
of injured research subjects". I serve as Executive Vice President
for one of the major comprehensive cancer research, treatment
I

wish

and education centers in our country. Our institution is a major
component of a university. The University of Texas System, and
performs its mission under the laws of the State of Texas and the
United States. Our goals and purposes reflect the great importance of the problem of cancer as an illness and a biological
problem. Knowledge 2bout the biology and treatment of cancer
has evolved rapidly in recent years, with progressive improverneni in our expectation of cancer control. At the present
time, at least two of every five patients diagnosed as having
cancer will have their disease effectively controlled by current
treatment methods; however, many still will succumb. Tiiis emphasizes the great importance of continuing clinical investigation
to improve our methods of cancer treatment.

Cancer treatment and research are

closely interwoven.

institution recognizes that cancer therapy

Our

continuously evolving and improving. As a result, most therapy at an institution such
as ours must be considered as developmental in nature, and
therefore potentially exposed to compensation for an injury. Our
physicians are obligated by professional ethics to provide the
most effective treatment, even though it be an investigational
treatment regimen. When considered with the additional point
that almost all standard and investigative therapy for cancer has
substantial undesirable side effects and toxicity, the cancer physician conducting clinical investigation is exposed to significant
is

even though the clinical scientist is acting
entirely in the patient's best interests. The ultimate hope is to
convert an otherwise hopeless situation into one with a brighter
risks; this is true

prospect for possible long term control.

The matter of compensation in human-subject cancer research should consider the intent of the research. If the intent is
therapeutic for the patient or research subject, and the patient
stands to potentially benefit, if adversity is encountered, compensation should not be expected. Nontherapeulic directed research
is another matter, to be handled on an individual basis.
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After carefully considering the possibilities for compenit is clear to me that cancer treatment research conducted
upon patients with a malignant disease should be excluded from
any considerations of compensation. This recommendatioN-is
made because it is clear that the dividing line between research
and treatment is poorly defined. Significant harm and slowing of
cancer research could result from adverse rulings in this field.
Because better treatments for cancer are so important in this
country and the world. I feel that cancer patients and treatment
of cancer patients must be excluded from any considerations in
compensation. I would add that the clinical observations must be
done in a proper setting and under proper surveillance to protect
the subject.
sation,

James F. Holland, M.D.
American Cancer Society Professor of Clinical
Oncology and Chairman, Department of
9.

Neoplastic Diseases
Mt. Sinai Medical Center,
January
I

7,

New

York

1981

am concerned

clinical investigation

with the ethics of therapeutic agents, their

and

their use.

So long as there are diseases which are not prevented, therapeutics will be a major human endeavor. There are few diseases
for which the therapies are entirely satisfactory, and many where
no potential victim can rejoice in the modest effectiveness available today. One need only consider the human misery of cancer,
parasitic disease? which wreak untold suffering on a worldwide
basis, atherosclerosis, the psychoses and the arthritides to appreciate the challenge confronting therapeutic investigation.

Investigation is r steo into the unknown. It is impossible to
determine whether benefit will accrue. It is impossible, in advance, to determine if toxic side effects (actually true drug effects
on normal tissues) will occur. It is often easy, however, to appreciate the toxicity of the unmitigated disease. Unrelieved by effective therapeutics, many of the diseases for which thf quest is
made cause disability, death and economic ruin.

manifestly impossible to guarantee that the unknown is
I believe it would inflict a lethal blow to therapeutic
research to require that any adverse effect be compensated. Who
compensates those who suffer or die because society has not
discovered effective therapeutics for their disease? I urge you to
reject compensation for toxicity or unforseen ejects of therapeutic research in consenting volunteer patients. Their risk is
It is

risk-free.

counterbalanced by the potential for their gain. Since hospitals
are nearly all not-for-profit, and could not compensate from their
own resources, the temptation would be to place the blame on the
manufacturer of ths therapeutic agent. Thif would have the
effect of sharply restricting the number of drugs which ever
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reached clinical trial, and then only for indications which potencould lead eventually to a profitable market. If one considers the adverse effects of drugs a catastrophe, patip^Ls who
sustain them can be categorized with all other medical catastrophes in the national attempt to deal with these.
tially

Undesirable side effects of drugs which are no longer in the
investigative realm but are part of the accepted therapeutic arma-

mentarium are already handled by Federal and State laws. Negligence is a key iten: there, and certainly should not be exculpated.

The difference between the practice of medicine, using approved therapeutic agents, ind investigative drug use to find
better therapies is so stark, that I believe it merits governmental
reorganization. The Food and Drug Administration has exceptional strength and expertise in regulating the flow of drugs to the
market. Many in academic pursuits (let alone the pharmaceutical
industry) believe the manifest conservatism of the Food and Drug
Administration must be judged not only on the adverse side by
the effects avoided, but cn the continued manifestations of disease and death which might have been corrected by effective
drugs had they been available earlier. This is particularly true for
therapeutic agents found c>ct :,, e in other countries. I am aware of
several instances where reputable pharmaceutical firms have
been obliged to submit an application taking years to prepare,
running 75,000 to 100.000 pages, to have such an active drug
approved for the American market. One hopes this bureaucratic
disease is reparable.

One could question, however, whether this approach to drug
regulation is conducive to investigating and finding new drug
leads. I suggest that the ethical burden of unrelieved illness is
worthy of equa 1 consideration, and that a new mechanism be
proposed for accelerating progress in therapeutics. A separate
Bu r eau charged with investigate drugs, disposed to encourage
investigation should be established. It shculd be qualified to permit 250 patients, all volunteers, to undergo exploratory therapy.
Only those drugs of demonstrated efficacy and safety would then
be allowed tc proceed toward the market, and the Food _nd Drug
Administration should exercise the same responsibilities it new
bears for further clinical investigation and for marketing. A
separate investigative bureau could husband its resources well,
permitting studies only in those institutions qualified by skilled
personnel and -facilities to make maximum contribution to
human welfare. In such a climate, good research design ensures
good ethics, and containment of risk.
I have taken the liberty of enclosing a recent editorial I have
written for the American Journal of Medicine which deals with

this

problem.

I

hope you and your Committee will address this
our failed mission for every day ot ilmess

ethical problem: of

when we are not

exercising best efforts to find a better treatment.
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Terry P. Lewis, M.D.
Professor of Medicine & Pathology
Chief, Section of Hematology and Oncology
University of California Davis, School of Medicine

10.

November

6,

1980

As a worker in the field who cares for cancer patients and
has participated in cooperative clinical trials for some two decades. I thought that my comments might be of some interest to you
and your associates. My comments are made in the context of
cancer patients and human subjects research.

The Commission

will

want

to

well-organized cooperative clinical

grasp the fact that insofar as
trials are concerned in oncol-

ogy wherein the protocols have been carefully screened by competent local investigators, reviewed by duly authorized and
appropriately constituted human subjects review committees
locally, and in many cases have also been reviewed by the National Cancer Institute, and. finally, come under continuous peer
review, that entry into such a study assures for a patient the best
known therapy or its presumed equivalent. Such studies are not
designed with the assumption that the proposed new therapy is
less efficacious. The implication of the Commission appears to be
that standard treatment, whatever that may be, has fewer risks
and side effects than "experimental therapy." This is not the
case, and. as a matter of fact, it may be at the end of the study that
standard therapy actually has greater risks than does the new
"experimental" regimen.
In designing clinical studies of treatment regimens in cancer,
it is

essential that investigators demonstrate to themselves as well

Human

Subjects Review Committee that the benefits
While participating in clinical studies of this
type, the patients may be cared for without !he added costs of
professional fees or with free medication or grant-supported diagnostic studies. Thus, even without compensticn for "harm." the
patient often receives some compensation for his participation in
trials, and this compensation is equally distributed to all participants whether they are "injured" or net. This seems to be a far
more fair approach than to select only thost who may have been
"harmed." Since patients participating in trials may be cared for
at less cost than a patient not on such treatment regimens, if one
then agrees to compensate those who may have been "harmed"
by the procedure, rightfully one shoula charge patients who benefit from such studies, since this may clearly be a benefit which
they would not have received while on standard therapy.
as to the

outweigh the

and

risks.

The Commission should recognize that patients with serious
debilitating diseases whose natural course is that of deterio-

ration,

such as cancer patients, receive absolutely no benefit from
I would hope the cancer patient would be ex-

nonintervention.
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eluded from any compensation system, since the risks of nontreatment are so tremendous that it would be unethical to deny
patients therapy and since the best treatment available in many
is participation in a well-defined, thoroughly studied,
adequately documented clinical trial.

settings

Although

it is

attractive to envision

improved quality of care

for patients as originating in a test tube, as a practical matter
improved medical care has only been brought about because of

the willingness of patients to participate in well-organized studies. There has been a very healthy movement nationwide in the
past decade to extend the benefits of clinical studies of this type
to patients cared for by community physicians. I would call the
Commission's attention to the federally funded national studies
of breast cancer, which in the past 4-5 years have surely
extended our understanding and treatment of this very common
disease. These studies could not have been carried out without
the active cooperation and support of the private sector cf medicine. With the enactment of laws which will demand and dictate
compensation for those who may feel they have been harmed, we
will lose the vast wealth of experience of a large segment of

medical practice in such
grind

trials

and advances

in

medicine will

to a snail's pace.

The

institution of

an elaborate and,

to

be sure, eventually

lucrative compensation system for patients with cancer entering
into clinical trials will alter the reasons for patients to enter into

such studies. Currently they do so out of altruism and their willingness and. at times, even eagerness 'o help their fellow man.
Under the system which your Commission is currently attempting to erect, they would see entering such clinical trials as
possibly lucrative and most surely beneficial to them. They
would either improve, which, of course, would accrue to them
the benefits of prolonged survival and possibly cure, or they
would be awarded compensation if they did not respond, for to
fail on a clinical trial is similar to having been injured by it, since
there are some side effects which the patient would have experienced, and side effects without benefit is tantamount to harm and
most certainly would be considered by the courts at some point
in time as a compensable injury.

The definition of injur.* must be very carefully spelled out
igurated. As an example,
before any compensation system is
phamide therapy, which
a fcrrn of injury secondary to cydOj
is predictable in a small number of patients, is hemorrhagic cystitis. Given the scenario of two patients, one of whom is treated
with standard therapy off protocol, which includes cyclophosphamide, and another patient who is treated on a clinical study
and is randomized to the standard arm, which includes cyclophosphamide, only the patient on the formal clinical trial
would receive compensation if hemorrhagic cystitis develops.
The point is, of course, there is no reason to believe that participation in clinical studies is necessarily more hazardous than
'

r
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not participating in clinical studies. In fact, the therapies

may be_

identical.

Dr. Holly Smith, in her testimony -before your committee,
to have overlooked the fact that the gratitude of society is

seems

expressed for society by the researcher himself

to all patients

who

enter into cooperative clinical trials; it is not reserved for
only those who are injured. I would also point out that there are
many other ways that one receives gratitude aside from the monetary route. Her comments suggest that gratitude be awarded by
society to those who are injured and not those who receive only
benefits from clinical trials. The risks of both patients are identical on entering the trial and both should be equally recognized for their willingness to contribute to the control of human
disease.

The comments of
able,

must be viewed

Dr. Boxill. although

on the surface reason-

in the broader context of historical experi-

ence in the courts with compensation for injury. There is no
reason to believe that compensation set up under your Onmission will remain reasonable. Most surely the concept of injury
will be broadened so eventually if a good response without toxicity is not forthcoming the patient will be considered harmed.

The Commission will also
how one handles the problem

wish

to

address the question as

of suffering or

to

"harm" which

occurs in the context of a clinical trial v.'hich eventually leads to the
cure of the patient. As an example, recent clinical trials have led
to a 70 TV cure of testicular cancer at the expense of extensive side
effects. The treatment is toxic [ie., harmful); however, the results

are desirable (i.e., cure). Since compensation would not be based
on outcome but only upon side effects, a patient who enters such
a clinical trial and experiences toxicity yet is cured would be
eligible for compensation. The patient who is treated with standard therapy would not have enjoyed as great a chance of cure,
but not being on study would not be eligible for compensation.

Should your commission finally elect to include cancer pawho are oh well-reasoned clinical trials in the category of
injured patients. I would hope that such compensation would be

tients

provided federally as long as the clinical trial was well reasoned
and passed the institution's human subjects review. It is certainly
not appropriate for patients to buy their own "injured research
subjects insurance." This would limit the benefits of such research to those who could afford to pay. It is also not reasonable
in a climate where funds for research are being continually restricted to limit these funds even further by insisting that institutions carry the cost of such insurance. As mentioned earlier, such
a plan would also completely negate the opportunity of patients
in the private sector from participating in such trials, since private hospitals will not want to purchase additional insurance so
their doctors can participate in clinical studies.
In closing. I would like to assure you that I recognize the
task of your Commission. Through your rulings you are

awesome

~-
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in a position to bring medical research to its knees, eventually
grinding progress to a standstill. Most surely this cannot be in the
best interests of our patients, of society today, and future gener-

ations of mankind.

Gerald P. Murphy, M.D., D. Sc.
President
Association of American Cancer Institutes
September 1, 1979
11.

As President
tutes (AAC1).

of the Association of

would

American Cancer

Insti-

address myself to the proposal for
compensation of patients involved in clinical therapeutic investigations. My viewpoint represents those from the sixty-three
major cancer centers in the USA who are memLers of the ACCI.
I

like to

The proposal for compensation of research subjects experiencing excess injury during clinical therapeutic investigations is
based on the premise that society gains by such studies and must
compensate for injuries incurred. Also, such proposals assume
that the survival rates of untreated cancer patients are known.
There is very little data available to substantiate the support of
this assumption. Ii mail be realized the situation in clinical
research involving cancer patients poses a different set of circumstances from the usual setting. Cancer without treatment is
inevitably fatal, and in addition often a patient experiences considerable discomfort. There is no completely standard therapy
for cancer of any kind today. A recognized need exists to improve
the results of treatment with currently available methods and to
bring new modalities in as they become available through preclinical research. Clinical research offers the cancer patient the
best available treatment in a setting in which new information
can be gained. The cancer patient is the principal beneficiary of

treatment, which often is associated with some risk because
of the nature of the surgical procedure, radiation therapy and

"this

chemotherapy usedIt

has been demonstrated that the risk of injury during clin-

ical therapeutic investigation is greatest for the

We feel strongly that any consideration

cancer patient.

of the matter of

compen-

sation for injured research subjects should have knowledge provided by an investigator experienced in clinical research for
cancer. Furthermore, we would urge that the Ethics Advisory

Ad Hoc
when this
future, we also

Board Chairman. Dr. James Gaither, be provided with

members experienced

in clinical research particularly

is under discussion. At some time in the
advise that an experienced clinical investigator be appointed to
the permanent board. W3 think this action will be most helpful

subject

and appropriate.
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The

implications of the compensation issue for continued
cancer patients is serious in our opinion and
needs careful review as to its appropriateness and consequence
of implementation.
clinical research for

James A. Neidhart, M.D.
Associate Professor of Medicine
12.

Deputy Director,

Comprehensive Cancer Center
November

11,

1980

Doctor Gerald Murphy recently sent some notes from the
Commission's September 15lh meeting to members of the American Association of Cancer Institutes. The Commi««ion is breaking some very difficult and treacherous ground and I would like
to share a few thoughts. I will keep this letter succinct, but would
be anxious to expound on any of these points if it would be
helpful.

absolutely clear that experimental treatment procancer are quite often the best available to a particular patient, at a particular stage of his or her disease.
Although the primary goal is to offer that patient the best
therapy available, the Commission must be careful that it
does not make it impossible to offer patients with cancer
experimental treatments. These patients have enough prob-

(1) It is

grams

lems

in

at

it is.

much easier for physicians to treat cancer patients
with standard treatment modalities even if those modalities
have proven to be ineffective. Experimental treatment. pro-,
grams, particularly those using investigational drugs already
require considerably more effort on the part of the physician
and the patient despite the fact that they are often the best
choice. The Commission must be careful that it does not
generate further resistance to participation in research treatment programs.
(2) It is

(3)

There are numerous examples of investigational

anti-

cancer drugs and treatment programs that have proven curative in previously unbeatable cancers during the period that
they were used as investigational agents. A system that discouraged clinical research in cancer would have deprived
these patients of the opportunity of cure and assured their
death within a reasonably short period of time. Any oncologist can generate a list of patients who are now alive solely
because of their participation in clinical research programs.
The Commission must be careful that it does not rob future
patients wiih cancer of similar opportunities. Examples are:
(a) cis-platinum in testicular cancer (b) cytosine arabinoside
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in acute myelogenous leukemia; (c) adriamycin in soft tiss"e
sarcomas; (d) combination therapy of Hodgkin's dise^.e andacute leukemia in children.

This

is

not a complete

list

of experimental programs that
of a particular cancer in a

have turned around the treatment
very short period of time.

Often, but not always, patients with cancer receiving
have far advanced disease and
will, if that disease progresses, develop additional complications related to the disease and not the treatment. It is
extremely difficult sometimes to attribute "side effects" to
drug or disease. This is particularly true when that drug is
being used in early clinical investigations.
(4)

investigational programs

Should the Commission set up regulations that make
physicians choose standard therapies rather than experimental ones, it is highly likely that they will not decrease the
risk of "injury" to patients. You must remember that standard treatment regimens for cancer also have side effects that
can be quite severe. These side effects may be much greater
than those of new investigational drugs or programs. Since
standard treatments have been shown not to work in many
cancers, the risk to benefit ratio for the standard treatment
program could be much higher. It should be pointed out that
much of the effort in developing anti-cancer therapies are
aimed at developing agents or combinations with less, not
more, toxicities than standard agents.
(5)

I would be happy to expand on any of these points or to raise
additional ones if it would be of help to the Commission. I do urge
you to be very, very careful. We have made great progress in
treating cancer and now have the capability of curing many
tumors that were not treatable ten years ago. Progress has been
slow and it is often difficult to keep the momentum of clinical
therapeutic research going. I sincerely hope the President's Commission does not enact regulations or mechanisms that are going
to make therapeutic research more difficult or even impossible.

Lack of access

may be

to investigational

drugs for unbeatable cancers

a greater injury than the use of that drug.

John F. Sherman, Ph.D.
Vice Pres'dent
13.

Association of American Medical Colleges

May

7,

1980

The November

3. 1978. publication of an Interim Final Regulation requiring specific disclosure during the process of securing informed consent of the availability of compensation for
human subjects injured in the course of biomedical and behavioral research caused great confusion and consternation within;
the Nation s universities, medical schools and teaching hospitals.
Their concern was many-faceted; but a chief contributing factor
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was the

fact that no institution, to our knowledge, currently has
insurance coverage to provide broad compensation such
as that recommended by the DHEVV Task Force. Over the past
year, members of our staff have engaged in extensive consultations with representatives of other education associations in an
attempt to explore the problems involved in achieving the goals
of the Task Force and the Department of Health, Education and
Welfare. The objective of this effort was to examine the feasibility of acquiring appropriate insurance coverage and to develop
positive suggestions regarding the character of a compensation
scheme which would meet the enunciated ethical and equity
considerations of the Task Force while at the same time preserving an environment conducive to productive research on
pressing human problems. While we believe that we have made
substantial progress toward accomplishing this purpose, there
remain many questions which are beyond the purview and/or
competence of this group to resolve. We believe these questions
must be resolved before any compensatory mechanism can be
put in place. The purpose of this letter is to describe our efforts,
to enunciate the questions and to suggest a mechanism for their
in force

resolution.

Background

"DHEW

Secretary's Task Force on the Compensation of
The
Injured Research Subjects"' concluded that there are several feasible legal avenues for compensating injured research subjects;
one involves continuing reliance on the tort-negligence system,
one would require state legislation to provide coverage at that
level of government, two would require legislation to establish a
Federal compensation system, and one would establish and
administrative requirement that PHS-assisted grantees and contractors establish and operate a compensation system. The publication of Interim Final Regulations on November 3 together with
the draft notice of proposed rulemaking contained in the appendix to the Task Force Report suggest that the Department is proceeding with an implementation strategy which places primary
reliance on the fifth alternative. As the Task Force pointed out.
however, this approach assumes the availability of commercial
insurance.

In this connection. however..it must be realized that
such a system could operate only to the extent that
the private insurance industry is willing to underwrite such a scheme. (Report p. V-5)

The co!.sultants commissioned by

the Task Force alerted it
formidable obstacles tn insurance industry participation.

:

'

Regular insurance of this type is not available because of the great, if not overwhelming, difficulty of
establishing actuarily proper rates. Some research
projects would have virtually no risk involved.

to

the

.
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risks that would be very
advance, and any underwriting
study thereof by an insurer in order to establish
adequate premium rates would be so expensive as
to preclude entrance into this field.

whereas others might have

difficult to assess in

Similarly self-insurance would not be at all feaFor one thing there would be great uncertainty as to the incidence of cost and the possibility
of an enormous cost arising. The only way that an
institution could really properly budget its cost for
such a program would be through insurance, and
this is not available. To self-insure would mean
taking a serious risk of a catastrophic budgetary
nature that could disrupt or even destroy the entire

sible.

operations of the organization.

!n summary, then, this approach of establishing
regulations requiring grantees and contractors to
provide compensation for injured subjects does not

seem

feasible.

Robert

J.

Myers

Professor of Actuarial Science
Temple University

(Appendix,

p.

149)

A caution of a different nature was registered by i second consultant to the

Task Force.

The

cases thai have generated public and governmental concern, it should be recognized, are unlikely to be representative of the cases that would
be encountered once any of a variety of new ad-

mechanisms is put into use. The mix of
cases that will be presented, as well as their quanministrative
tity,

will

ployed

respond

to

to the

procedure

award compensation.

that will

be em-

.

Compensation systems are highly complex instruments. Each possible system will serve or hinder a
variety of purposes.

A

system that

is

designed

to

best meet a single goal, say provide equitable levels
of compensation to injured parties, is unlikely to

prove

to

be desirable.

Its

levels of achievement

on

other valued dimensions are almost certain to be
inadequate.

Professor Richard Zeckhauser
Professor of Political Economy
Kennedy School of Government
Harvard University

(Appendix,

p. 155)
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Efforts

These two cautions expressed by consultantsto the T^rli. Force
epitomize the concerns which faced our ad hoc gruup. Nameiy.
the identification of circumstances under which the tack of actuarial data regarding risks could be circumscribed to such an
extent as to make insurance company participation feasible and
a subsequent concern which might be characterized as the "eco-

wa mean that
may depend upon program and coverage limitations which may diminish the degree to
nomics

vs.

equity trade-off." By this latter phrase

the participation of insurance companies

which the equity/ethical objectives of the Task Force can be met.

Coverage Limitation. It is our conclusion after substantial
consultation with insurance industry representatives that any insurance coverage would have to have the following limitations:
It would exclude trivial injuries. While there appears to be
some latitude as to the definition of what might constitute a trivial
injury, some threshold of seriousness must be reached and exceeded before the risk becomes an insurable one. The reasons for

this limitation are:

(A)

To
To

limit the effect of

inducing claims for medical coverage.

limit the need for the administrative machinery required to process and resolve claims to those situations where
the recovery is sufficiently large to warrant the administrative
expense.
(B)

Comment. Under the present circumstances, trivial injuries
are routinely cared for on a no-cost-lo-the-subject basis. The
widespread existence of this "informal" system for handling
minor injuries to research subjects su^ests that the exclusion of
such cases from the insurance coverage would present no substantial difficulty. The fear arises, however, that the effect of
assuring a research subject that total care will be provided should
the subject be injured would be, to induce a demand for medical
care and/or compensation in many cases where it is not warranted. There is further concern: that having the research institution in effect self-insure for the trivial injury may result in a
situation in which the aggregation of trivial injuries during a
particular time or with respect to a particular project amounts to
a substantial expense which is either unrecoverable to the institution or which seriously depletes the funds dedicated to the
cognate research project (and thus defeats the purpose of the
project and the reason for the risk taking.)
Resultant Policy Questions
the exclusion of trivial injuries, requisite to obtaining insurance industry participation, acceptable to the Ethics

(1) Is

Commission?

How

shall trivial injuries be defined for this purpose? (Advice to date suggests that an injury lasting no more than 2-7

(2)

days would be adequate.)
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Recovery for wage loss would be unavailable for an initial
period. This limitation has a similar rationale to that discussed
above. From an insurance standpoint, such a limitation is essential in order to limit the tendency of such a program to induce
claims for compensation of dubious merit and to limit the administrative expense of processing and resolving claims to those situations in which it is clearly warranted.

Comment. While such a waiting period

is standard in disdoes not appear to be contemplated
by the Task Force or permitted under the draft NPRM. Clearly
such a limitation diminishes the level of recovery to an injured
subject and thus fails to meet completely the ethical/equity objectives. Nevertheless, it appears to be an essential feature from

ability insurance contracts,

it

an insurance perspective.
Resultant Policy Questions
(1) Is
(2)

such a coverage limitation acceptable to the Department?

What

is

the appropriate duration of the

od during which wage
{Advice

to

initial

waiting peri-

would not be compensable?
a minimum of 30 days would be

loss

date suggests that

required.)

The total period during which claims may be made must be
time limited. The draft NPRM suggests that a limitation on
claims is permissible (§6 (c)(1); App. p. 291). However, the limitation specified would allow the hiing of a ciaim within two
years of the manifestation of a talent injury without regard to
when the injury became manifest. We are informed that such
open-ended coverage would not be available because the risks
described would be regarded by the industry as uninsurable.
While such "statutes of limitations" are common in tort la.v, the
Task Force Report and the draft NPRM do not appear to contemplate an absolute cutoff date.
Resultant Policy Questions.

such an absolute cutoff of insurance
acceptable to the Commission?

(1) Is

company

liability

What should constitute the cutoff point for allowable
claims in the case of latent injury? (Advice to date suggests that
the typical malpractice statute cutoff of eight years is an appropriate model.)

(2)

Collateral Sources Offset. We are advised that insurance
coverage for such a compensation program is feasible only if it is
clearly defined as "on top of existing mechanisms for providing
funding for medical care and compensation that injured subjects
may otherwise be entitled to.

Comment. The

draft

NPRM

lateral sources entitlements

is silent on the issues of coland subrogation of claims. Sub-

rogation should clearly be discarded as an option because of the
associated administrative expenses and the possibility that it will
stimulate unproductive litigation among carriers.
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Resultant Policy Question.
(1) Is

the specification of an offset for collateral sources ac
to the Commission?

ceptable

Discussion
The issues set

out above are only the mos* fundamental and
pressing that must be resolved before it is possible to expect that
there is any likelihood of insurance industry participation. In
each case there are two related issues: Is the limitation acceptable to the Commission in principle?: and. what would constitute
an acceptable and economically feasible limitation? While the
second is a detail, the nature or extent of the limitation involves
the economics/equity trade-off. Insurance coverage may be
available only at some thresholds and the assurance of its availability is only possible once that threshold has been defined and
judged acceptable to the Commission.

There are a myriad of other questions which .r'ggest themselves to those who consider this matter carefully. Some of these
will be provided later in this document. But the preceding discussion should make it clear that there is a pressing med for the
Commission to consider these and other issues identified below
and to weigh the trade-offs which appear to be required.

The Task Force Report, while an admirable exploration of
the philosophical imperatives of instituting «uch a compensation
system, was ablt only to develop the conceptual framework and
rationale for such a program. The Task Force was limited in its
charge, however, so that the conceptual framework is insufficiently detailed and in some respect3 insufficiently cognizant of
the practical difficulties facing research institutions in acquiring
insurance coverage for this purpose to permit implementation
without further refinement. We do not believe that the
procedure is best calculated tn meet this need.

NPRM

In our letter of June 25. 1979 to the then Secretary of DHEW,
Joseph Califano. we suggested that the matter be referred to the
Ethics Advisory Board or a similar body such as the President's
Commission for the Study of Ethical Problems as an intermediate
step, prior »o the issuance of the NPRM. This step would be

calculated to resolve the issues in a fashion which lakes cognizance of the dynamics of the private insurance system, the
needs of academic institutions and the nature of the clinical
research enterprise. The Task Force, constituted as it was solely
of federal officials, was structurally incapable of performing such
a function. In our view the President's Commission on Ethics
with its broader representation, and with the capability of commissioning studies of. for example, the actuarial and economic
implications of various configurations of such a system, is the
appropriate forum for the deliberation of such issues. The policy
questions mentioned above should be resolved by the Commis-
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sion after consideration of the ethical issues involved. VV.Ticonsidered recommendations which take into account the e(f*»ci

on each of the companies, institutions „nd inwhich would be expected to participate as well as the

of the system
vestigators

desirability of providing equitable
jects,

would provide a sound basis

compensation to injured subfor proceeding with the regu-

latory process.

Additional Questions
(1) The Task Force Report

suggests compensation for "social
and psychological" injury as well as physical injury. Is it possible to define such types of injury sufficiently well to describe
an insurable risk? We liave serious reservations on this issue.

(2)

The Task Force Report proposed

fo limit

compensation

injured subjects or their survivors. In addition, it is
possible lo conceive of injury to progeny resulting from interventions on their parents (while not involving ;esearch. the
example of female offspring of mothers ingesting diethylstilbestrol (DES) comes to mind.) Should compensation be extended to progeny of research subjects?

only

(3)

to

The

draft

NPRM

requires

sation at the rate of GS-5.

minimum wage

There

is

loss

concern with a

compen-

minimum

benefit which is equal to or greater than what the subject is or
would have been receiving. Available information suggests
that tnis level exceeds the average weekly wage in twenty
states. Is this level set too

high?

to compensate individuenter into the work force.
There is a need for detailed study to spell out the exact boundaries of required compensation for individuals who are not
employed at the time of the experiment. Should not the proposal cover a range of different types of non-employment including retired persons, prisoners, college Hudents. persons
unemployed because of illness and those simply unemployed?

(4)

The program should be structured

als while providing

inducements

to

Presumably, there should !•« an element of consistency of
coverage across research projects, within institutions and between institutions across the country. Is there not a conflict
between this principle and the Task Force proposal that the
mandated assurance of compensation apply only to HEWsponsored research? It is hard to justify the availability of compensation to one subject and its non-availability to his neighbor in the next bed participating in research sponsored by
another agency.

(5)

What provision will be made for institutions unable to purchase insurance coverage? This eventuality is not difficult to
foresee in view of the variety of institutional and insurance
company characteristics. Is a residual market mechanism ad(6)

visable? Feasible?

Are there other alternatives?
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equitable or desirable that subjects participating in

Health Service-conducted research, and/or other
government-conducted research be left without
compensation mechanism? If not, should not such coverage be instituted at the same time as sponsored' research coverage is
Public

«*.-

instituted?

Can either a residual market mechanism be developed or
coverage for government-conducted research be instituted
without federal legislation?
(8)

(9) The Task Force Report suggests that the purchase of insurance coverage or self-insurance is an allowable cost of
research projects. What are the proposed mechanisms of reporting and recovering such costs ? Should it be a direct cost, an
indirect cost, or some new kind of separately identified cost
center? These determinations may requi p e the resolution of

prior questions.
it possible to recover contributions to a self-insurance
fund in the absence of more precise definitions of an acceptable program, allowable costs in terms of meeting audit stand-

(10) Is

ards, etc.?
it desirable to require (hat an injured subject, at the time
making a claim, waive uny rights he or she might have to
pursue compensation through the tort (negligence) system? Is

(11) Is

of

such a requirement consistent with the ethical objectives of the
program? Is such a requirement consistent with the laws governing the tort system (state law, court decisions, etc.)?

Would it be feasible or desirable to institute 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 rather than proceeding on
the basis of untested assumptions? Analysis of experience of
this sort would enhance the confidence of insurance companies and perhaps stimulate their participation. Similarly,
several apparently workable configurations might be tried and
the strengths and weaknesses of each might be discovered.
(12)

Since the government sponsors the substantial proportion
subjects research and will bear a similar fraction of
the cost burden of it. would it be less expensive in the long run
and administratively less burdensome for the government to
provide directly the compensation to injured subjects?

(13)

of

human

Conclusion
In summary, the rather extensive examination of
over the past year leads us to conclude that:

this subject

•

• insurance may be available (there are. of course, no firm
commitments that it will be) but only on terms substantially
more limited than contemplated by the Secretary's Task
Force;

,
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• before there can be any assurance

that

insurance will be

available, there must be a resolution of current unresolved
questions;

• further consideration to a variety of additional questions
ought to be given to assure the sound development of the
program;

• the nature of the threshold decisions is such that the rulemaking process does not appear to be an appropriate
mechanism;

• the Commission

for the Study of Ethical Problems should
begin at once to review this problem, should familiarize itself
with the views of thoughtful researchers and research administrators and should make some of the ethical choices
which will allow a workable scheme to be developed in a
reasonably prompt fashion.

We appreciate the seriousness of this matter and have devoted substantial energy to it. The group which has studied the
problem intensively included clinical researchers, research administrators, representatives of the insurance industry' and staff
members of the
and other higher education associations.
We trust that our observations will be viewed as a constructive
and valued contribution to the efforts of the Commission. We
request that you give serious consideration to our recommendations and that you call on a representative of our Association
to address the Commission on May 17, 1930.

AAMC

Thank you

for

your attention

to

our request.

Bennett Stark
Coordinator
National Committee for Victims of
Research
12.

January

17,

am

Human

1830

former research subject and a victim of research
abuse. Nearly twenty-one years ago I participated in a study of
college freshman who dropped out of school. I had an anxiety
neurosis condition. I was a student at Columbia College. My
parents were refugees from Nazi Germany; my father had died
when I was 15 years of age. We were very poor, and my mother
was elderly and had recently recovered from a cancer operation
when 1 was in my freshman year. When I felt I could not handle
anxiety. I admitted myself in the hospital across, the street from
my dormitory. A month later I volunteered in a research program
held at the National Institute of Mental Health.
I

a

There were severe adverse effects. They arose quite simply
because the research director was indifferent to the adjustment
of subjects to his research design. In any other environment the
experience would have been criminal. Indeed the mcst damaging part of my experience was its residual, long-term effect and
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inability to deal directly

and pub-

a truly insidious experience. Had the ego
suffered been perpetrated by criminals. I would

with what

disintegration

Research

is

have had a considerably better chance

of coming to grips with the
trauma. That of course was not the case; it was psychiatrists
working for the United States Public Health Service.

has teen eleven years now during which I have dealt
my experience. At virtually every juncture in my
contacts with the federal government, I have met with frustration. I have also met with outright misrepresentation, evasion
and obfuscation. I had to enlist the services of an attorney to get
my research records and indeed we had to threaten a law suit
before they were received. Once we received them it was understandable why NIMH was reluctant because the damaging effects were duly noted by one psychologist.
It

directly with

HEW

that

Weinberger wrote
In April 1974. former Secretary of
my case "raised vital questions about the proper conduct of

human

research.'*

During the summer of 1975. Karen LeBacqz, after reviewing
research materials wrote that they "presented a compelling case
for investigation."

No

investigation ever took place.

Aside from establishing the National Committee for Victims
of Human Research and engaging in advocacy work on behalf of

who

claim they are victims and lobbying efforts. I
on a number of advisory boards for the State of Wisconsin, (he Regional Health Planning Council and Wisconsin's Center for Public Representation.
individuals

have served as

a patient's rights advocate

I can not think of a clearer and more compelling instance of
federal government moral irresponsibility than its policy toward
its research victims— past and present. There are of course
numerous instances of injustice in the United States. Rarely,
however, do they arise as a direct consequence of federal
government programs. Ethically this is a very simple matter about
which there can be no compromise: the government has the
moral responsibility to assist its research victims— past, present
and future in every way that is fair and possible.

—

human research subjects deserve our society's appreciation and respect: their involvement are a vital component
in the growth of knowledge. It is a shocking and appalling statement about our society that nothing is done to compensate or
assist the nation's research victims. They ara left to fend for
themselves against a research bureaucracy whcse first and only
concern it is to undermine the credibility of the research subject
and the content of his charge.
Indeed

The nation prides itself on being a moral example to the rest
of the world. The government's policy towards its research victims raise forceful questions about the nature of our politicians
and indirectly the nature of our society. We live in a fragmented.
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heterogeneous society, in which moral issues provide little or no
rewards to politicans committed to them. Obvious ethical imperatives are easily disgarded. Thus there is no mention of researrh
victims and assistance to them in Public Law 93-348 which established the National Commission for the Protection of Research
Subjects in 1974. Nor is assistance mentioned in Public Law
95-622 which established the Presidential Commission. HEW's
Perry Committee did acknowledge the justification for compensation of research victims. What to extraordinary (from the ethical
perspective) to that the application of the principle of compensation for injured research subjects does hot extend to the vast
majority of research victims and indeed those who were hurt the

most— pre-1974 research victims.
The Unitarian Universaltot
adopted the following resolution.

Service Committee recently
should be of interest to you:

It

"Whereas Congress made clear

its

intent that

human

re-

search be founded upon "basic ethical principles" [Public Law
93-348 which established the National Commission for the Protection of Human Subjects}, the federal government should accept responsibility for the harm done to human subjects in its
own research programs. Such responsibility should entail: 1) just
compensation and. 2) health care for research related injuries."

March

13,

1981

Given the economic and political climate, it is clear that the
most compelling human and ethical problems in human research

may

not be appropriately dealt with at this time. Nonetheless, I
note with great disappointment, upon reading the Commission
Minutes of January 9-10, that these problems are not even

acknowledged.

problem of injured subjects of fraudulent reextent of human research injury is not known.
The existing studies on the incidence of research injury are based
upon voluntary participation and thus are methodologically
flawed. Indeed. 13.4 per cent of those researchers contacted in
the original sample in the University of Michigan's Ann Arbor
Study chose not to respond. Little can be inferred about the
incidence of research injury from existing studies.
I

refer to the

search.

The

full

The Senate Hearings on
in October, 1979, indicated a

Clinical Pharmaceutical

wide range

Research

of serious abuses

which

consent forms; (2) falsified or misleading
evidence of IRB approval and: (3) flagrant disregard of FDA
rules. There have also been recent disclosures about fraudulent
research among prominent physicians at the UCLA Medical
SchooL For every case of fraudulent research that the public
learns about. I would conjecture that there are ten cases about
which the public does not become aware. The evidence that
exists suggests unambiguously that fraudulent research to not a
trivial problem.
included:

(i) falsified
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There are many reasons why litigation by injured subjects of
fraudulent research is inappropriate. Many of the individuals in
this population will be ill. Many will not be litigious, assuming_
that is, they suspect they were in some way victimized. The same
traits that made them vulnerable as research subjects will render
them unlikely to litigate their cases. Awareness of the possibility
of fraudulent research may take years to develop. At that point it
may be exceedingly difficult to reconstruct the clinical situation
and to determine responsibility for acts of commission and
ommission. Typically, physicians are extraordinarily disinclined
to criticize the professional performance of colleagues when such
is warranted. After several years have passed, such cooperation
is virtually impossible. In other instance, technicalities will bar
litigation.
I also note with great disappointment that no mention in the
January Minutes is made of retrospective research injury. All too

often these individuals or their surviving family members learn
of research participation by accident, after someone else has
filed under the Freedom for Information Act. To date not only is
there no compensation for victims of retrospective federal research in which no informed consent was given, no mandate
exists requiring the federal government to notify the individual of
his/her research involvement.
Failure to acknowledge these two compelling human and
problems in human research will render a travesty of the
clear ethical mandate which established the President's Commission. The President's Commission will have the dubious dis-.
tinction of being more widely known for those ethical problems
it carefully overlooked than those with which it dealt.
ethical

June

23, 1980

In late February I was informed that the Commission will
not involve itself in matters dealing with existing human research
victims. This was later confirmed by Gilbert Omenn of the Office

of Science and Technology Policy of the White House.
Staff Director, Alexander Capron, corroborated this in June 3rd

correspondence.
It is difficult enough to explain how, in a civilized society:
a government human research program would bring injury
and death to its citizens and: (2) that government would, dishon-

(1)

orably, eschew all responsibility for those it had harmed, however, it defies explanation that an advisory commission with a
clear ethical mandate to deal with problems in human research

would, operating in good faith, be indifferent
government research victims.

to the plight of

existing

Nowhere

in the President's

Commission mandate or

in the

National Commission's mandate or anywhere else in the federal
code is a policy recommendation proscribed which would provide compensation for existing research victims. The prescriptive
nature of Congressional intent is explicitly stated in Public Law
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93-348, Section 202, 1A; the National Commission was mandated
to identify the "basic ethical principles" upon which the federal
human research program should rest. As is evident from the title
of the President's Commission and the ethical component of its
responsibilities, the prescripitive thrust— central to the mandate
of the National Commission has not been modified- The President's Commission may investigate any issue "which is consistent
with the purposes of [its] title". There can be no more compelling
"ethical problem in medicine and biomedical and behavioral
research" than the government's indifference to its human re-

—

" search victims.

To argue
jurisdiction

upon

Commission has no advisory
is to base ones views
considerations. The only view that is consonant

that the President's

on behalf of

political

existing victims

with the ethical nature of Congressional intent is that all
government research victims be appropriately assisted by the
government. A policy which is purported to be ethical cannot be
partitioned to serve the needs of expedience and still maintain its
ethical content.
It is obvious that the present political climate will not be
favorable to a policy recommendation which would involve expenditures. However oolitical concerns should have no bearing
on the ethical delibc ...ions of the Commission. It is ethics that
should determine tr.i, ,-arameters of government responsibility,
not politics. Where constraints exist, ethical considerations, not
political considerations should decide priorities.

The

hypocritical nature of the Administration's declarations

on human

rights becomes apparent when one takes into account
the Chairperson's position with regard to prior research victimization. It is obvious that the Administration's domestic per-

formance
s<andards.

human rights hardly measures up to its own
The government's relegation of its prior human re-

vis-a-vis

search program to a moral limbo in which basic ethical canons
have no relevance constitutes a perfidy wrought upon its citizenry which may be without precedent in United States history.

Individuals

Who

.

T

Presented Oral

Testimony Only

Terrence

F. Ackerman, Ph.D. and Jerry Lewis. M.D.,
behalf of the Association of American Cancer Institutes
January 9. 1981

On

Edward Holmes. M.D.. and Thomas Morgan. M.D.

On

behalf of the Association of American Medical Colleges

(AAMC)
September
Barbara

15.

1980

F. Katz. J.D.

Boston. Massachusetts
January 9, 1931

Charles R. McCarthy, Ph-D.
Director
Office for Protection from Research Risks
National Institutes of Health
May 16. 1980 and January 9. 1981

Mark

Novitch, M.D.

Acting Deputy Commissioner
Food and Drug Administration
May 16. 1980
Philip S. Schein. M.D.
behalf of the American Society of Clinical Oncology
January 9. 1981

On

Phyllis Wetherill

On

behalf of the

DES

Registry

Washington. D.C.

September

15.

1380 and January
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