

































































































































































































































































78 Compensating for Research Injuries: Chépter 4

kistory (50.1%), seif-administered questionnaires (45.3%). and
interviews (37%).2

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

peutic purposes.

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

B Robert A. Cooke. Some Notes on the Subjects of Biomedical and
Behavioral Research (1880); see Appendix D to this Report.

» Mary Harvey and Robert ]. Levine, Risk of f.:jury Associated with

Percent of ail subjects
80 — undergoing the procedure .
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Nature and Extent cf Resesrch-Relatad Inju-ies 78

probability of injury cccursing when a spedfic procedure is
periormed vep=atedly .ncder similar circemoatances...[I]njury
occurs as a resuit of one or moce comgiicatiune associated with
the performance oi an invasive medical or surgicai procedure.”

Most published reports of research projects in which these
procedures were used either did not discuss complications and
injuries at all. or did so only in descriptive terms. Reports that
did exist were incomplete and inconsistent thereby making it
impossible to establish meaningful estimates of research riaks.
An attempt to extrapolate from the clinical literature to the
research literature revealed further difficulties. Not surprising-
ly. retrospective reports of injury tended :o be lower than
prospective reports for the same procedures because of
underreporting, low response rates. and insufficient data in
existing medical records. Prospective studies tended to give a
wide range of estimates.

Finally. the circumstances under which procedures are
performed aifzct the amount of risk involved. The skill of the
investigators, familicrity with the procedures, equipment avaii-
ability, institutional policies and the existing disease state of
the patients are just some of the variables which influence the
owcurrence not only of the initial complications, but also their
subsequent resolution.

For example, it has been suggested that at least some
prucedures requiriag sophisticeted technology are best per-
formed in hospitals that do many such procedures each year.?
Conversely, at least one study has raised the question “wheth-
er access to the latest obstetrical savvy and gear may lead to
overmuch intervention. possibly boosting the risk as well as
the cost of having a baby."” Thus although some procedures
are inherently more dangerous than others, how much more
depends on circumstances. Hence. injury can only be predicted
in terms of estimated ranges of probable events.

Conclusions

It is evident from the preceding discussion that full data do
not exist with whici to answer the questions posed initially.
One has neither broad-based retrospective data on overall
incidence of injury nor adequate data with which (o calculate
the extent of expected injury in the research uaiverse because

Twenty Invasive Procedures Used in Human Erperimentation and
Assessment of Reliability of Risk Estimatecs (1980); see Appendix E to
this Report.

® Haroid S. Luft. John P. Bunker and Alain C. Enthoven. Should
Operations be Regionalized?, 301 NEw ENC. ]. MED. 1384 (1878).

® Small Hospitals Found Better for Normal Births, 22 MEDIiCAL WORLD
NEews 25 (December 7, 1881).
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Existing Remedies 2nd Their Limitatioas a5
research injunes {and !se virtual absence of court dedsions
awaraing damages for nagligently conducted reszarch; suggest
thet errnrr careless enough *o result in senous injury are very
rare in biomedical and behavioral researzh.

Considerably mcre subtie questions may be posed in

! particular cases regarding the decision to move from animal

experimentation to research with human subjects. the design of

the research protacol. and techrical aspects of the sctual

conduct of the protocol. Scientific judgments must be made at

many points along the way. Wten are such judgments negli-

gent? Under traditional tort principles, the burden is on the

injured subject to prove, by expert testimcny. tne “standard of

rare” owed by the investigator (an. any reviewing bodies) to

the research subjects. Marshalling such expert evidence may

be an exceedingly difficult undertaking for the research

subject In addition to the highly technical nature of the issues

invo.ved. the subject ray enc unter difficulties in finding other

investgate:s willing 10 testify o.; his behalf—a phenomencn

" parallel to the sc—called “conspiracy of silence” in medical
malp.. ctice litigation.*

Tce difficulties of establishing negligence in the research

i settirg are further complicated by the legal requirement of

| “forseeability.” Ac stated by the late Dean William Prosser:

Neglige::ce...is conduct which falls below the standard
estaktlished by law for the protection of others against
unreasonable riea. It necessarily involves a foreseeable
risk....If the defendant could not reasonably foresee any
injury as tke result of his act or if his conduct was
reasocable in the light of what he could anticipate, there
is no negligence. and no liability.®

The appiication of this legal requirement of foreseeability
to particular factual situations is often controversial, and legal
acholars disagree even as to the guiding principles. Givea the
very nature of scientific research as a venture into the
: unknown, the foreseeability doctrine introduces an unpredict-
i abie and confounding factor into any litigation concerning the
conduct of rescarch. Research is often carried out precisely
because the range of conseqliences of a particiiar interveniion
and the probability of each outcome are unknown. The
research is conducted in order to find out more about them. In
5 these circumstances. what are Uie “foreseeabie” risks, and
- what are the steps recsonably requirec to protect against
them? Can that be known prior to carrying out the research?
The intrinsic difficulty of such questions suggests the magni-

.  See. e.g.. Melvin M. Belli. An Ancient Theropy Still Applied: The
i Silent Medical Treatmeat. 1 Vaaanov L Rxv. 250 (1858): Richard M.
Markus, Conspiacy of Silence. 14 Ci2v.-MAr. L. Rev. 520 (1885); Note,
Overcoming the ‘Conspiracy of Silence’: Statutory and Common Law
Innavations, 45 MINN. L. REv. 1012 (1861).

¢ Prosser. supra note 4. at g43. p. 250.
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tude of the burden placed on an injured subject who. in order
to prevail. must establish the appropriate standard of care and
prive it to have been breached in his or her particular case.

A further set of obstacles to recovery, legally character-
ized as “defenses.” focuses on the conduct of the injured
subject in agreeing to participate in the research and in
complying with the requirements of tne research protocol. A
| subject whose uworeasorable behavior contributes to his or her
i injury may be barred from recovery entirely on grounds of
: contributory negligence. or be limited to a re¢ -4 dainage
' award under the newer doctrine of comparative r.__ :yence. An
| injured subject may also be required to overcome the claim
that he or she assumed the risk of injurv in agreeing to
participate in the research.

g

The “assumption of risk" label has been loosely used by
courts and commen‘ators to -escribe a variety of circum-
stances in which an individual confronts a known danger. is
injured. and is then denied 1ecovery by the courts. As noted by
Prosser, the doc!sine “has been a subject of much controversy
and has been surrounded by much confusion...”” Expressing a
view consistent with much rerent scholarship. Professors John
Fleming and Stephen Sugarman argue that in many situations
in which the law imposes the entir loss on the victim rather
than permitting recovery. the result is “perhaps best explained.
not on the ground of ‘assumption of risk.’ but rather because
the defencant wss not negligent. Often in these cases the
injurer has offered tc provide a bensfit ‘o the victim which can
practically only come with a risk attached: and the well-
warmed victim has quite reasonably chosen to confront the
risk."®

7 /d. at §68, p. 438.
% John G. Fleming and Stephen D. Sugarman. Perspectives on
Conipensating Accidurit Victims (1880), see Appendix F to this Report.
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Existing Remedies and Their Limitations 87

Applying thiz analvaiz to' the situatioz of the injured
cesearch subject, Profezssors Tlen:ing and Sugarman find it
‘“‘unnecessary o use tze doctrine ‘zzsumption of risk’ to explain
why well warned regearch subjects whose mislortune it is tc
suffer from a carefully run experiment will fail to recover
damages in 3 suit based on negligence.”® In such circum-
stances, there hes simply been no negligence, and hence no
basis for a recovery.

A closely related question is whether a subject waives his
iegal rights to recovery in granting informed consent to
participation in research, particularly since. in compliance with
45 CZR. §48.118(a)(8). subjects participating in research
involving mcre than mini;..al risk must te provided “an
explanation as to whnether any compensaticn and an explana-
tion as v whether any medical treatments are available if
injury occurs ...."” The answer to this question is clear. Federal
-egulations explicitly preclude “any exculpatory language
through which the subject...is made to waive or appear to
waive any of the subject’s legal rights, or releaaes or appears to
release the Investigator, the sponsor, the institvtion or its
agents from liability for pegligence.”’® Even in the absence of
such =xplicit reguiatory language. the courts disfavor exculpa-
tory clauses in medical contexta.® and there are substantial
policy argunients supporting this position.?

Otber difficulties encountered by injured research subjects
seeking relief in the courts are common to all tort litigation.
Foremost among these is the problem of causation. Proof of
causation may be particulariy difficult in the research setting,
requiring sophisticated anaiysis of often subtle statistical
variations in risks and outcomes. In negligence and other tort
litigation. the burden is on the injured party both to come

*ld 3t 23.

» 45 C.F.R. §46.116 (1981).

M See, ¢.3.. Tunkl v. Regents of the University of California. 32 CaL

R 33, 383 P. 2d 441 {1963).

U See, 6.g. Comment, Legal Implications of Psychologicol Research

with Human Subjacts. 1980 Duxz L ]. 285, 272
Although the subject may have known what the cxperimenter
intended to do and may have been willing to have .his done tc
him, still, the subject may not have fully realized the risks
involved. Mere knowledge of the facts which create the risk of
barm is not enough unless there is a true appreciation of the
nature anJ extent of the risks; only then is the subject's assent
given under circumstances which make it legally effective. The
{mportant puint here. however. is that, in ascertaining whather
the subject truly appreciated the risk of harm involved. it is
tnsvitable that considerations of policy. depend’ng on the result
desired. will conscously or unconsciously influence the court's
dedision.

Sse also Annas et al., supra r.ote 2 at 257-58. and Fleming and

Sugarman. supro note 8, at 22-24.
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82 Compensating for Research Injuries: Chapter S

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

The eacliest such case. Slater v. Yaker and Stapleton,
C.B.2 was deczided by an English court in 1767, prior to the
advent of the legal doctrine of negligence. The decision upkeld
a judgment against an eminent surgeon who employed a novel
means of treating a broken leg, with unfortunate results. The
court noted that “many men very skillful in their profession
have frequently acted out of the common way for the sake of
trying experiments” and held that such behavior opened the
way to liability in the event of injury:

[This was the first experiment made with this new
instrument; and if it was, it was a rash action, and he
who acts rashly acts ignorantly....2

Slater was followed, a century later, by an American case,
Carpenter v. Blake. > There the court said: 4

(Wlhen the case is one as to which a system of
trectment has beea followed for a long time, there
shou.d be no departure from it, unless the surgeon who
does it is prepared to take the risk of estabiishing, by his
success. tne propriety and safety of his experiment.*

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

Yet for several reasons it would probably be mistaken to
apply this propotgition to contemporary research First, the
conduct .at issue in S/ater and Carpenter was not scientifically
designed research in the modern sense, but the “trying out” of
an "innovative therapy” or "nonvalidated medical procedure,”
for which different norms may be appropriate. Second. contem-
porary requirements that Federally supported research pass
scientific and IRB muster suggest that the gap between “human
experimentation” and professional norms of practice is nar-
rower todsy than was true of the ccnduct condemned in the

= g8 Eng Rep. 860 (1767).

» /d at 862-83.

2 Carpenter v. Blake, 60 arb. 488 (N.Y. Sup. Ct. 1871), rev'd on other
grounds, SON.Y. 696 (1872).

3 @0 Barb. at 524.























































Conduct An Experiment 11

carricd out by those with final responsibility for designing the
experinent—it is impossible to estimate the costs of the
experiment. Rough yardaticks are provided by the experience
of the University of ‘Washington. where commercial premium
costs were iess than $1.00 per covered subject (and actual
payments were leas than 5¢ per subject). and by the Quincy
Research Center. wnere costs were less than those associated
with workers' compensation premiums for professional em-
plovees. In addition to premium costs, of course, the experi-
mept will incur certain administrative costs and the costs of
design and evaluation.

The Commission notes that under existing Public Health
Service policy. reasonable insurance costs incurred by contrac-
tors and grantees are already allowable expenses. Thus, the
implementation of a compensation experiment would not
<reate a new category of expense insofar as insurance
premium costs are concerned. By statute, funds are available to
HHS for research and developmen: experiments on programs.
The Commission believes that such funds mignt usefully be
applied to the compensation experiment. and that a satisfacto-
ry experiment could be conducted for 4 very small fraction of
1% of current Federal expenditures on biomedical research
grants and contracts.

Standards for Evaluating the Desirability of
Instituting a Compensation Program

The ethical desirability of compensating victims of re-
search injuries is strong. but the decision whether to adopt a
compensation system must in the Commission's view be made
by balancing the seriousness of the problem against the costs
and practical diiiiculties of the solution. A finding of substan-
tial need would argue strongly in favor of a compensation
program even if significant costs and practical difficulties
might be enta:led. If the need for a compensation program is
shown to be small, however, the cost and difficulty of
administering make a permanent program seem much less
necreaary or desirable.

A finding that relatively few serious injuries occur to
subjects in research should not in itself be taken to indicate
that no compensation program is needed. Few serious injuries
resulting from properly conducted research have been reported
or documented. The examples of research injuries most
frequently recited (i.e.. the Tuskegee syphilis experiment, the
ClA-sponsored psychoactive drug research, and so forth)
ocrurred prior to the existence of the review processes
required by current Federal regulations. Nonetheless. it is
undenieble that human research involves some risks. In the
loag run, it may well be more protective of the field of
biomedical and behavioral research for it to be prepared to
meet any human disaster which may result from its activities.
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112 Compensating for Research Injuriec Chapter 8

The aiternative—a Xrowing decisian to do nothing to provida a
fair and simpie avenus of relief in the eveat of serious injury—
carries serious dange for public anfidence in acience and
scientific research Morecver, any program adopted in the
wake of sucn an event would almost certairly be less well-
degigned than one adopted in light of the resule of a well-
conducted nociai policy experiment.’

? Por ¢ hille discusision of the issue of compensating for infuries
arising from certain-csuses in therupwutic ressarch. soe pp. 132-138

The terns are defined and their practical intarreiationabips are shown
in Appendix S.












































































































































































































