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PHILOSOPHICAL PERSPECTIVES ON EXPERIMENTATION 

WITH PRISONERS 

Roy Branson, Ph.D. 
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Philosophical perspectives on experimentation ~']ith pris'oners ha'.!e 

implications for policy. The first and longer part of this essay re-

views a variety of ethical principl~s bearing on prisoner experimentation, 

It concludes that the requirements of informed consent' and justice must 

be met by .:my policy governing p":isoner experimentation. The second 

part of the essay explores the sign;;'ficance of the ethical principles 

for various policy options. Considering the demands of the principles 

and the available empirical data, a moratorium on experimentation with 

prisoners is recommended. 

The review of ethical principles begins with the arguments of those 

who sanction the use of prisoners and then moves to the arguments of those 

in opposition. On both sides of the debate the issue of free and informed 

consent has been a principal focus of attention, and a considerable portion 

of the essay examines both sides of that issue. But the essay will also 

reflect the fact that defenders and critics of prisoner experimentation 

rely on a variety of other princip'les. 

A clarification of terms at the outset may be helpful. Experimentation j 
and research are used synonymously. Prisoner experimentation is equated 

with experimentation using prisoners, not research about prisoners or 

prison life. Much of the debate surveyed in this essay refers to non-

therapeutic, biomedical experimentation, but since the latter section of 

the essay, dealing with policy, suggests why the term experimentation 
';\ 

should' include therapeut ic and behavioral experimentation as well, precise 

definition of these terms will await that discussion. As used in this 

essay, consequentialism decides whether an act, policy or rule is right 
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by calculating whether it will result in consequences producing a ,greater 

balance of good 0ver evil than any available alternative. Non-con~equ~ntialism 

decides whether an act is right by considering factors other than c,qnsequences; 

for e:ttample, such features of an act, policy or rule itself~ .:18 whether 
1 

it keeps a promise or is inherently just. 

1. Principles 

Approval of Experimentation 

Social Good 

A major justification of the use of prisoners in experimentation is 

the consequentialist argument that prisoner experimentation contributes 

to the good of society. It is suggested that prisons and prisoners are 

part of the society that benefit directly. An inherently,closed penal 

system is improved hy having experimenters not employed by the prisons 
,.' 

going in and coming out of the institutions. Prisoners themse1ve,s gain 

a wide variety of benefits from participating in experiments: much greater 

financiaL rewards than otherwise obtainable in prison, 
3 

"', 1. 

improved physical 
4 

surroundings~ particularly comfort and safety, relief from'.boredom, and 
5· 

the satisfactiot~ of acting altruistically. 

Di~tinct from benef~ts tp prisoners as a particular class, it is 

said that society as a whole gains from the increased scientific knowledge 

obtained in prison experimentation. Mr. Stetler, President of thp. Pharma-

ceutical Manufacturer's Association, representing 131 drug companies, 

whose research develops most of the prescription drugs in the United States, 

testified regarding the use of prisoners in experimentation before a sub-

committee of the U.S. House Judiciary Committee and the National Commission 

for the Protection of Humnn Subjects. In <l statement given to both ~roups. 
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he insisted that prisoner.s were needed, "given the kinds and amounts of 

biomedical data required by current st'andards of research as reflected 

in FDA new drug regulations. There are few prac~ical alternatives." 

Prohibitions on the URe of prisoners, he snid, "may nlMo delny deve]op-

mc.mt of new drug:, which will bc:meflt all people, :lncl\Jdll'lg the prll:H>l1erH 
6 

themselves." One arrives at the conclusion that using prisoners in ex-

perimentation is right by assuming the importance and value of scientific 

research for the human community, accepting as fact the necessity of using 

prisoners to carryon at least certain kinds of scientific research, and 

following the principle, as consequentialists do, that the right act or 

policy is one that produces a greater balance of good over evil than any 

available alternative. 

Reparative Justice 

Another justification for pr:Lsoner experimentation, having nothing 

to do with informed consent, is the non-consequentialist argument that 

quite apart from future benefits it is inherently appropriate, as an 

act of reparation for previous crimes, for prisoners to be used in re-

search. As Hans Jonas puts it, "If we hold to some idea of guilt, and 

to the supposition that our judicial system is not entirely at fault, 

they [prison inmates] may be held to stand in a special debt to society, 

and their offer to serve--from whatever motive--may be accepted with a 
7 

minimum of qualms as a means of reparation." Agreement with this 

position might be inferred from governmental regulations excluding 

prisoners-of-war and detaineees awaiting trial from any participation 
8 

in experimentation. Prudential considerations may lead the army to 

refrain from using prisoners-of-war so that belligerant nations will 
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similarly exempt U.S. citizens. The DHEW Guidelines raise the ,question 

of whether detainees in U.S. jails must be exempt because it is assumed 

that for an inmate of a correctional institution to participate in ex":" 

perimentation he ought legally to be guilty of a crime. 

Informed Consent 

While ~t is true that the principle'of free and informed consent has 

been defended on c?nsequentialist grounds, it is usually invoked as a 

guide to how human beings in particular medical set~ings ought to relate 

to each 0 ther, regardless of the good which might result from the rela tion- . 
9 

ship. An eloquent statement of the non-consequentialist bases for in\\, 
I 
I' 

, formed consent is that of Paul Ramsey. ~ 

The principle of informed consent is a statement 
of thfr. fidelity between the man who performs medical 
procedures and the man on whom they are performed .•. 
the fidelity is the bond between consenting ~an and 
consenting man in these procedures. The prin~iple of 
an informed consent is the cardinal canon of loyalty 
joining men together in medical practice and investi
'gation.. In this requirement faithfulness among men-
the faithfulness that is normative for all the cove
'nants or moral bonds of life with life-;-gains specifi
cation for the primary relations peculiar to medical 
practice. 10 

This statement holds that quite apart from their varying merits, capacities 

or natural circumstances, and the uses to which they can be put, persons 

ought to respect each other's equal intrinsic dignity by not invading 
11 

another's body with the other's free and informed consent. 

Such non-consequentialist considerations often lead to discussion of 

interests, claims, duties and rights, arid how they should be protected or 

recognized. Benjamin Freedman, appealing to the "duty which all of us 

have, to I,clve ~espect for persons, to treat a person as such, and not as 

an object," insists that "there dOfs seem to exist a positive right of 

informed consent, v.,jl'ich exists in hoth therapeutic :lnd experinll'l1tal settJngs." 
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A person who has the capacity to give consent "has a right as against the 

world," as well as his physician, says Freedman, "to have it recognized 
13 

that valid consent has been given." 

Mr. Stetler, of the Pharmac~.utical Manufacturer's Association, in-

sist::; that prisoners possess stich n right and should not he prevented 

from exercis,ing it. "If we eliminate the prisoner as someone eligible 

~o take part in these carefully controlled trials, we also remove another 
13 

right of choice from his ()r her already restricted life." 

It has been pointed out that criminal conviction itself presupposes 

that the citizen has been assumed to be competent to be held accountable 

for his acts, indicating that he is presumed to be sufficiently competent 

to make the choice to volunteer for experimentatioLI unless incarceratim: 
14 

itself erodes that competence. Inside prison, prisoners have had certain 

rights legally recognized, such as the right to sue for freedom of worship 
15 

and even compensation for injuries sustained in prison jobs. Indeed, 

the Court of Appeals for the Sixth Circuit in Coffin v. Reichard stated 

that" a prisoner retains all the rights of an ordinary citizen exce()'t those 
16 

expres$ly, or by necessary implication, taken away from him by law." 

According to this llne of reasoning, whether or not free-living citizens 

or prisoners have a right to consent to participation in experimentation, 

,,:prisoners, who enjoy the rights of an ordinary citizen, must be presumed 
I' 

t'b have the same capacity or competence to volunteer'as do other citizens . 

. Furthermore, no one expects completely free and totally informed con-

sent. "Suff,iciently" or "reasonably" free and "adequately" or "reasonably" 
17 

informed consent is all that is demanded. Unless prison conditions make 

it impossible for prisoners to choose to participate in activities lawfully 

available within the prison that they would involve themse]vt\~ out~ide the 
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prison, prisoners, quite apart from any beneficial 

be al~owed to volunteer for medicalex~eriments. 

At this point an empirical tact is often cited. Prisoners participate 

in occupations with prisons which put them at sorne risk forJwhich they re-

ceive wages. No one challenges the competence of priso!llers to choose to 

work in these jobs (for example, stamping license pJ,ates in pri~1Jn 

factories). Why should there be moral outrage at prisoners choosing to 

participate in experiments that admittedly provide financial inducements" 

but also may do less physical harm to prisoners? 

Disapproval of Experimentation 

Informed Consent 

Opponents, as well as proponents of experimentation with prisonersl 

appeal to the principle of informed consent. A fundamental factual 

assumption of opponents directly contradicts assertionS\ that exper:frmentation , , 
" ''''''' ~" 

is equivalent to other occupations. They believe that experimentation is 
') 

different in kind from other jobs--inside and outside of prison. 

Charles Fried provides several reason~ for making such a distinction. 

~iven the importance of this point for those appealing to free and info.rmed 

consent on each side of the debate, considerable space is devoted to his 

comments. First, he teg~l::.~ts the body as not merely one capability among 
.~, 

others poesessed by a. person; he identifies the body with the person. 

Caring for the body, 

relate~ to the maintenance of the integrity, of the 
coherence of the human person, with spec~fic reference \) ,-:/, 
to the physical substrata of that integr~ty. The human 
person identifies himself with his body; he ~n6ws that, 

~~ ~~s h~:a~~~~' i~ '!oie~~~n~:l~~~~~i~:S~~~ ~~o~~~'t~~~ Ut 
goods. Instead it is a person's relation to himself. 
Although a ,person may properly be c?nceived as al10- ~ 
eating his life resourCI! to best reali2;e his plan and ' 
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proj ects, unde'rlying that conception is the con
ception of a person who has projects. The person 
comes logically and morally before the various ends 
he pursues. And so the doctor does not just help 
provide the means to get the person where he is go
ing; he ministers to the person who' has those ends. 
The doctor stands in a special relation to his patient 
because he ministers to the basic unit which is the 
person, rAther than to the attributes and creations 
'Which that person gathers around him in pursuit of 
his purposes. For the person is his body, and the 
body's health is the intflgrity of the person. 18 

Secondly, Fried assumes a distinction between activities where lithe actor 

is pursuing some other goal and the impingement ort a 1).~rson's body is an 

accidental or unavoidable concomitant of that pursuit," from those activities 

"where, as in medical practice and medical experimentation~ that· impingement 
19 

just is .the purpose of the conduct." 

Finally, in discussing experimentation with prisoners directly, he 

acknowledges that he is .II of course, assuming that subj ecting oneself to 

hazardous medical experiments. is different from many occupations that may 

involve similar levels of risk." Incorporating a point made by Hans Jonas 

concerning the passivity of the experimental' subject, he argues that the 

volunteer risks the integrity of his person. To illustrate his point, he 

contrasts a mountai~ climber to an experimental volunteer. 

A mountain climber may expose himself to risk, but 
he does so actively, by exercising his 'capacities 
to attain a goal-'that he can understand and attain. 
The experimental subject does not hazard his physical 
capacities by using them. Rather by abstracting his 
purposes from those in which his body is risked he 
makes his body into a separate thing t>lhich he sells 
or gives'away, so that others may puruse their purposes 
with it. It is only inCidentally that the body so used 

!ibelongs to a human being who has invested this body with 
his own personal identity and for whom it is the locus 
of purposes and integrity.20 
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As fo'r the sale of blood, he dismisses the comparison since "the infringe-

ment is minimal, indeed insignificant." He concludes that lito see the 

commercial traffic in human experimental subjects as simply another way 

of earning one's living is ar~ extreme example of pressing certain kinds 

of economic arguments into, areas where they do not belong and past li~its 
21 

of which they do not take account." 

One way of pressing the point would be to ask if selling organs would 

be consjde~ed to be a way of earning money comparable to receiving paym~nt 

for the exercise of one! s skills and talents. The Nati.onal Kidney Foundation 

reports at least 100 recent calls from people offering their kidneys for 

sale. One unemployed man advertised ii1 a newspaper that his kidney was 
22 

for sale for $5,000~ Since the issue is put in occupational terms, one 

could also ask if a woman renting her womb for the purposes of artificial 

insemination would be engaged in an occupation equivalent to her receiving 

wages as a housekeeper? 

Among those who cite the principle of free and informed consent in 

support of their oppositio.nto the use of prisoners in experimentation, 

some argue that prisone~f cannot in principle give a sufficiently free 

consent. It should be ~~de clear that opponents of prisoner experimentation 

are not denying the prisoner's capacity for altruism. They can agree with 

sociologists who find some ~vidence that altruism is a motivation for 

prisoners' involvement in experimentation and still insist that the ex-

pression of that altruism through participation in research is insufficiently 
23 

voluntary. 
f\ 

Also, it is worth noting that in current debates prisoners 

are seldom, if ever, said to be insuffic:h!!ntly informed. 
24 

is a sufficient degree of voluntariness. 
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In settling the suit of Gabe Kaimowitz v. the Hental Health Depart-

ment'of the State of Michigan, the court decided th3.t a "criminal sexual 

psychopdtW' confined to a maximum security hospital could not freely con-

sent to an experiment even if it were therapeutic. The court cited the 

invasive and irrevcrsLble nature of psycho-surgical experimentation, but 

also the powerful effect incarceration has on a person wlw otherwise has 

the capacity to give voluntary consent. 

Although an involuntarily detained mental patient 
may have a sufficient 1.Q. to intellectually compre
hend his circumstances .•• the very nat~re of his in
carceration diminishes the capacity to consent to 
psychosurgery ••.. The fact of institutional confinement 
has· special force in undermining the capacity cf the 
mental paltient to make a competent decision on this 
issue, even though he be intellectually competent to 
do so .... Involuntarily confined mental patients live 
in an inherently coercive institutional environment ••.. 
They are not able to voluntarily give informed consent 
because of the inl"\erent inequality in their position. 25 

The American Civil Liberties Union, National Prison Project makes the same 

argument regarditl.g non-therapeutic experimentation. Its complaint to the 

U.S. Dist~ict Court for the District of Maryland on behalf of seven prisoners 

involved in viral diarrhea, malaria, shigella and typhoid experiments asks 

the court to declare that "the use of ,prisoners in non-therapeuti~ bfomedical 

experimentation o.f this type is unconstitutional ~ se because of the im-
26 

possibility of truly voluut:"ryconsent." 

It is possible for those who oppose the use of prisoners in experi-

mentation to admit that prisoners can consent to many sorts of action while 

in prison. They can further admit with refer.ence to experimentation 

specificially th~t in principle it might theoretically be possible for an 

inmate in50me ideal correctional institutidn to give a sufficiently free 

and informeq consent. What they dv reject is that ,in fact either the 
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structure or administration of the penal :system in the United States 

makes possible sufficiently free consent to experimentation. 

The impossibility of in fact obtaining a sufficiently free consent 

within Ame'rican prisons utilizes analyses of the basic structure of American 

prisons made by historians and sociologists. Historians, especially David 

Rothman,with cOinciding studies by Gerald Grab and'Gthers, show that the 

coercive structure of the American pt'j,son and its '(lowerful impact on the 
27 

attitudes of prisoners is not accidental. The architecture of the. new 

institutions established by American cot'rectional reformers in Auburn, 

(1819-1823), Sing Sing (1825) and Philadelphia (1829), with their massive 

gates and thick walls, was designed to isolate the prisoner from his corrupting 

environment within society. Cutting the prisoner off from evil influences 

outside the prison and organizing his entire life within, reformers aimed at 
; ~'-

changing the character of the prisoner. He was forced to acknowledge authority 

by engaging in forced labor, wearing uniforms and moving. in a shuffling parody 

of a military march. During the 1830's official observers from England, 

Prussia and France came t.o New York and Pennsylvania to learn fro1n America's 

experiment in altering the qehavior ari.d personalities of prisoners. One 

hundred and fifty years of attempting to rehabilitate or alter the con-

sciousness of prisoners is seen to undergird the structure of the American 

prison system. 

If these historians are accurat'e, it is not surprising that \l7hen 

sociologists began studying American prisons, culminating in Erving 

Goffman's work, they found what· Goffman calls a "total institution." Since 

his term is central to the empirical analysis of those saying consent in 
., 

American prisons is impossible, l.t is worth looking ugain at this definition. 

The prison as .:l total insti.tuti.{)Tl is lin pln('c of rCRid<'nl'e nnd work where n 
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large number of like-situated individuals, cut off frem the wider 

society for an appreciable period of time, together lead an enciosed, 
28 

formally administered round of life." All activities are designed 

to make the prisoner subservient and dependent on authority. 

First, all aspects of life are conducted in the same 
place and under the same single authority. Second, 
each phase of the member's daily activity is carried 
on in the immediate company of a large batch of others, 
all of whom are treated aJike and required to do the 
same thing together. Thil'd, all ~hases of the day's 
activities are tightly scheduled. 9 

External constraints, such as the physical coercion of gates, walls, and 

guards, are designed to coincide with internal constraints by which prisoners' 

inner desires conform to an imposed pattern, Goffman describes a variety 

of procedures by which the inmate of a total institution "begins a series 

of abasements, degradations, humiliations, and profanations of self," 

planned to fashion the inmate's conversion or conformity to the total 

. environment: "The inmate appears to take over the official or staff view 
30 

of himself and tries to act out the role of the perfect inmate." 

Those opposing prisoner participation argue that particular practices, 

such as conducting medical experiments, cannot remain unaffected by the 

surrounding environment. Whatever the inevitable constraints may be on. 

volunteers from the free-living population, medical experiments in prison 

are carried on in a decisively different context. They are conducted within 

what Gresham Sykes has called "a social system in which an attempt is made 
31 

to create and maintain total or almost total social control." It is 

argued that in such total institutions precisely the attractive and 

beneficial features of experimentation can overcome the inmate's ability 

to give sufficiently free consent. After 'studying in depth the New Jersey 
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Maximum Security Prison, Sykes observed. that "it may be that when men 

are chronically deprived of liberty, material goods and,ser~~~~e, re

creational opportunities and so on, the few pleasures that are granted 

" 
take on a new importance and the threat of their withdrawal is a more 

p0werful motive for conformity than those-of us in the free community 
32 

can realize." 

Those convinced that the structure of prisons means that consent 

actually cannot be given in prison are not surprised by reports from . 

Dr. John D. Arnold and his associates after conducting experiments using 

prisoners that a 

factor that plays a major role in volunteerism 
is the factor of the substitute parent •••• There 
developed by the volunteer an almost parental 
view of the research physician~ In part the re
search team has replaced the real family. Many 

. prisoners would say 'I would do anything the 
doctor tells me to.' This sometimes continued 
after prison. 33 

The conviction that sufficiently free cons.ent to experimentation cannot, 

in fact be given, rests not only on the structure of Ameri.:can prisons, but 

also on their administration. Lack of certainty is aconstrain~. Sentences 

for indeterminate terms, with non-objective or unknown cond1:tions for re-
ii 

lease make rational choices difficult for prisoners. An.other uncertainty 

is whether or not hopes are well-founded for earlier release or ·parol~ be-
34 

cause of participation in experiments. 

Limited alternatives to experimentation among prison activities is 
r7 

" ~"f 

a further constraint. No. other prison activi.ty pays comparably, with 

differentials between e~perimentation and other prison act~JitieIDof 
35 

well over ten to one. Other activities n1t!e not conducted in comparably 
'}'J 

SeCure surroundirtgs, ~nd there appears to be a paucity of meaningful al-
3-6 

ternative ways for prisoners to E;..<press their altruism. 
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Before continuing on to other principles it may be helpful ~o 

sununarize the position of those who admit that prisoners in some ideal 

prison might be able to give a sufficiently free consent, but who do 

not believe the evidence supports the assumption that prisoners in the 

United States ~an in fact do so. They take as their point of comparison 

for sufficiently free consent, not the freedom of.consent prisoners ex-

hibit when they enter into other prison actiVities, but the consent free 

perso,ns demonstrate when they consent to experimentation" 

Those who oppose pri'soner experimentation can feely admit that 

sufficiently free and informed consent does not mean fully free consent, 

either in or out of prisons. They can also admit that prisoners have the 

capacity to c.onsent to some activities in prison. But acknmvledging that 

l prisoners can give sufficiently free consent to other activities·in prison 

or to reject experimentation is not a commitment to believing that prisoners 

can give sufficiently free consent to experimentation. As we have seen, 

consent to ~xperimentation is considered to be signific.antly different 

from choosing a job, in or out of prison. The diffetence means that there.' 

must be greater assurance of (l sufficier:.tly free consent to experimentation 

than to ~t~~r pr~son activities. Also, refusal to participate in experi-
1,\ 

mentation does not demand as great assurance of capacity for free choice 
, II 

as does consent, I because a refusal can mQre ealJily be revers'ad than can 

participation in experiments whose effects can be enduting or permanent. 

Opponents 0$ prisoner experimentation could still leave open the 

poss:i,bility that prisoners might not be sufficiently free to give consent 

eVen to other priso\\l activities that put them at signif:I.cant risk, and that 

at some point the justifiability of those activities should be examined. 1 
l 
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They could also say that even if it were shown that there is no need for 

greater assurance Clf a prisoner! s capacity to consent' than to 'refuse 

participation ill experimentation, the evidenc.e still leaves them doubtful 

that prisoners can make a sufficiently free decision, either for or against 

experimentation. 

That some priscmers themselves at'e satisfied with the opportunity to 

be involved in expe!'imentation is not, conclusive evidence that they actually 

have sufficient freedom to consent. To be sufficiently free it is not 

enough that one is free frota feeling he is coer.ced. .A more accurate account 

of our ordinary under.-standing of what it means to b\~ free includes what 

Feinberg calls "the presence of genuine alternatives." 

Two different ideals of liberty are involved: 
minimizing frustration versus maximizing the 
-number of genuine alternatives open to a person~ 
whatever the effect on his states of mind. Accord
ing to ,the first conception, a person is free only 
to dle extent that he can do what he wants to do 
when he wants to do it; according to the second, a 
'per~on is free only if he Jan do considerably more 
that! what he wants to do. 3 , 

Of course, whether or not prisoners have genuine alternativesi':to involvement 

in experimentation is one point at issue in the empirical analysis of the 

freedom of prisoners. Opponents of prison experimentation, in the face of 

other, contrary evidel:l:ce, may well feel that the absence of frustration 

with exp~rimentation and the desire to participate in it shown by SOlue 

prisoners is no~ conclusive evidence that their consent to experimeutation--

or those of other. prisoners--is sufficiently free. The freedom of the" 
• i, \ 

satisfied prisoners may be significantly different in both degree and kind 
(,-' 

from that of non-prisoners. 
if 

As we turn from free and informed consent to other principles invoked 
-, 

by opponents of prisonef~perimentation, the focus of the essny will move 
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from principles particularly concerned with protecting individuals from 

harm. and injury to those primarily concerned with society as a whole. It 

will become clear that ~.tlhgrently right treatment of individuals and 

appropriate relationships among groups in society involve considerations 

of justice. 

T' \ .::llJury 

Those who are not certain whether informed consent by prisoners is 

or is not sufficiently voluntary, and want 'prisoners restrained from 

volunteering until some determination can be made, might rely on the 
I 

principle of paternalism. As defined by Gerald Dworkin, paternalism is 

"the interference with a person's liberty of action justified by reasons 

referring exclusively to the welfare, good, happiness, needs, interests 
38 

or values of the person being coerced." He adds that lithe easi~st ca£;"s 

to handle are those which can be argued about in the terms ••• not just for 

the happiness or welfare in some broad sense of the individual, but ratner 
39 

a concern for the autonomy and freedom of the person." 

Opponents of prisoner experimenation would not need to appeal to what 

Feinberg calls "extreme paternalism," or the rather open-ended justification 

of state coercion tq benefit individual persons. They could limit them-

sel~es to "legal pa11:erna1ism," that is, the justification of "state coercion 
40 

to protect individuals from self-inflicted harm." If their concern was 

simply that prisoners' consents might be substantially nonvoluntary and 

they wanted a moratorium to determine whether or not their suspicions were 

correct, they could appeal to what Feinberg calls "weak paternalism," which 

allows that "the state has the right to pr~vent self-regarding harmful con-

duct only when it is substantially nonvoluntary, or when temporary inter-
41 

vention is necessary to establish whether it is voluntary or tlOt." 
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. Feinberg beHeves this form 0,£ pa~ernalism so ":f:imocuous" that even ,Mill, 

the determined o,pponent of paternalism."could haveapp,reved of H' •. ' Only 

.if oppone~ta of experimentation were willing' to advocate an outright ban,' 

whether er not prisoners cnn give informed nnd voluntnry C01'HWl1t, would 11 

"strong paternalism" have been invoked.' 

Those who disapproved of using prisoners in experimentation out of 

respect for the inherent dignity of priseners might feel uneasy with a 

moral p.rinciple that approved of coercive intervention because of presumed 

beneficial consequences for the prisoner. This wo~ld be particularly likely 

if ,it were es·tablished that prisoners indeed have the capacity for consent, 

and strong paternalism would have to be invoked.' 

The principle of injuFY, presented as an alternative to paternalism, 

puts, limits on ceercive intervention by appeals to justice. It can; on 

occasion, however, justify'intervention in a person's action even if the 

person has the capacity to make free and informed choices. 

As articulated by Tom L. Beauchamp, tpe principle of injury is not 

inconsistent with weak paternalism. It would allow intervention if "there 

exists supportable' grounds fo'r believin~:' that an individual or group of 

individuals has been or will be physically or mentally harmed by sot1)e cause 

or. condition which is to that party not known or-not within its.c;control 

or both." Harm here is used purely descriptivelr to mean physical or 

mental damage. Injury, on the other hand, "is accepted as having a rtorma~ 

tive component and as meaning injustice resulting in harm .. " The principle 

of ~,njury, then, relying en justice, w~)Uld approve of interventi,on if 

"there exist supportable grounds for believing that an individual or 

group or ,institution serving the public interest has been or will be 1n-
42 

jured (wrongfully harmed) by the sctions or negligence of others." 
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Though not the sole instances, cases of exploitation are typical ex-

amples of injury or unjustified harm. 

Even a person with the capacity to consent may be justifiably re-

strained from agreeing to certain actions if the person is placed in a 

position to be wrongfully or unjustly harmed. The hypothetical example 

is given of a Mr. Brown, a rational, mature, highly informed man who 

wishes to sell himself into slavery, but is justiftably prevented from 

doing so. Although his potential master is benevolent, kind and skillful 

at sensitive consequentialist calc1.;.lation~ "we do not allow Mr. Brown to 

barter himself because to do so would be to legalize an institutiori 

Virtually certain to produce unpoliceable injuries." The institution of 

slavery {s such that other potential masters will injure other slaves, "and 

we know that slavery at their hands is inherently exploitative." So, 

"while ~1r. Brown is adequately informable of the dangers that might befall 

him, and is fully capabl.e of consenting, we are justified in more thim 

merely temporary intervp.ntion because of the need to protect non-consentina 
43 

individuals who would be harmed by the institution." 

Of course, whether the principle of injury were relevant to prisoner 

experimentation depends on the facts. The relevant information would not 

be sol~ly the immediate circumstances of a prisoner's giving consent, such 

as whether the prisoner fully understood the scientific purpose of the 

experiment, the nature of his participation, and the possible risks he would 

sustain. More pertinent would be information concerning the pattern of 

actions into which his participation fits. For instance; the fact that be-

cause of governmental regulations phase-one drug tests are requlred to 

test the safety of dosages and their side-effects; that drug companies 

a:~'t:~mge with prison administrators to perform experiments on prison compounds, 

1-18 



t 
I 

and that, as a result, estimates indicate that 85% to "virtually all" of" 

the initial, riskiest experiments of drugs on humans in the United States 
\1 

are performed on prisoners; but that prisoners typically receive a tenth 
44 

($2.00 per day) of what free volunteers receive ($20.00 per day). 

Also relevant would be the degree to which allegations are accurate con-

cerning the benefits and profits flowing to physicians, prisons and drug 
45 ,';0 

companies from high-risk research that is not theraReutic for ,prisoners. 

Comparative Justice 

The principle of injury directs attention to injustice and in one 
\) 

II 

example institutionalized explcitation. The requirements of distributive 

or comparative justice are relevant to situations involving the relation-

ship of groups or cl~sses of individuals within society. ,Comparative 
46 

jus tice is II the creation or moclification of a relation between parties .'11 

Equality of treatment is central to comparative justice •. "The basic 

principle of comparative justice is that like cases are to be treated alike 
47 

and different cases to be treated differently." What is difficult is to 

match this formal principle with material principles that indicate in which 

relevant respects classes are similar and different. 

Those ~ho feel that prisoners. should not~ as a class, be excluded 

from exper:imen'tation stres~ the'simi+arity in ,capacity for consent between 

prisoners ,and other groups in sod:~ty. Similarity is also stressed by 

those who .urge that prisoners should never be asked to volunteer for ex-

periments that would not be tested on, free-living populations. On the 

same grounds LeRoy Walters has urged that the risks and benefits of "non-
I} '1 

'~ 'e} 
therapeuti~ experimentatioh in particular snoul~ be distributed proport-

48 '\ '" c' 

ionally among economic classes and groups. Certainly, taking account 
" 
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of the equality between prisoners and the free-living population would 

call for a major shift in at least Phase I drug testing. 

HO\o1eVer, inj ustice .can be done when individuals or classes who are 

different in some relevant respect are treated alike. While the pre-

Bumption in favor Df equal treatment holds when the elasses are alike, it 

must also be remembered that the basic principle of comparative justice 

also refers to differences, and "the presumption in favor of unequal 

treatment holds when the i~dividuals invo~ved are expected to be different 

in the relevant respects." Indeed, "sometimes the 'burden of proof'· is 
49 

on those who advocate equa:1ityof treatment." 

One difference between prisoners and fre:e persons is. that prisoners 

have committed a crime and been convicted. Because of that significant 

difference prisoners are already treated differently from free persons. 

They must serve time in prison. But few today urge that convict.ion of a 

crime is in itself relevant to the differences or similarities between 
50 

free-living and prisoner volunteers. The legally imposed sentence 

sufficiently guarantees that guilt of committing a crime results in un-

equal treatment. Society, through its legal institutions at least, has 

not decided that participation in experimentation is punishment. 

A difference that is relevant to the issue of participation in ex-

perimentation is that prisoners have been forcibly p.1aced in total insti-

tutions, where experimentation is part of a set'of institutional arrange-

ments that result in prisoners carrying the burden of physical risks 

and harnls for the medical benefit of society, and sustaining financial 

sacrifice.(compared to the remuneration received by the free-living 

population) that some, at least, claim contributes to the economic benefit 
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of the institutions, involved. That is a:n example of ·the great~r. 

vulnerability to possible exploitation. inherent in a total institution, 

as compared to the free-living society. If, in addition, there is c1 

difference between the capacity of the! prisoner and the nonpr~son~r to 

sufficiently freely consent to, experirtlentation, that w0u1d be. a further 

relevant difference between prisoners as a class and other groups living 

outside the prison. If, empirically, prisoners are relevantly different 

from the free population in ways that make them unequal, one might conclude, 

according to the principle of comparative justice, that prisoners should 

bear a disproportionately smaller burden of experimentation, compared to 

the free population. The inequality of prisoners would justify a variety 

of solutions, up to a~d including. a ban on prisoner experimentation. 

Social Good 

Another argument that is more interested in society-wide concerns 

than whether individuals can, give a free and informed consent is the 

consequentialist argument t~at if prisoners are not allowed to participate! 

. . ff 
in experimentation the good of society will be served. While others insist 

that experimentation leads to scienti~ic knowledge that contributes tot.he 

good of society, Robert Burt, a University of Michigan Professor of Law 

.who helped argue the Kaimowitz Michigan psychosurgery case, believes that 

at least some kinds of experimentation with prisoners contributes to social 

conflict that is harmful to society. 

Burt first contends that the physical and psychological. separation 

of prisoners from other citizens already defines some hUmans ~nto a different 

order, what Erik Erikson calls a "pseudo-species." Adding to imprisonment 

the performance of experimental psychosurg'ery would be another step in the 
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p:cocess of dividing "us" from II them. " Burt then gives his consequentiali.st 

assessment of the implications of such a division. 

The central danger, of course, is not stimply the 
. fact that we choose to define some people as dif
ferent species of mankind from others. But such 
definition provides justification for, and impulse 
toward, increasing and mutually destructive action 
by one "pseudo-species" against another. 51 

Burt refers to the suspicion and fear of not only those being sep9.ra~ed, but 

those in charge of the separation. IIWhen we do that to him, what will we 

think of ourselves? What will others think of us? .. This is the cycle of 

violence, punitive repression, and increased violence. These are the 

dark, atavistic fears that afflict us all whenever we treat one group of men 
52 

as radically different, radically inferior, less human than the rest of us." 

Burt reminds us that he is not arguing that the prisoner in the case 

referred to as John Doe "lacked 'capacity for rational consent' or that his 

consent was not 'adequately informed' by any sensible legal standard .•. ex-

perimental psychosurgery was a rational, productive course for Dee in 

confinement." Rather, Burt is arguing that 

Since this new biotechnology threatens such 
excacerbative social consequences, it would 
be wrong to rely on Doe's consent as adequate 
indication that we may proceed in good con
science with'experimental psychosurgery in 
prisons. By withholding the possibility of 
legally consented psyehosurgery from John Doe, 
we are thus protecting ourselves more than him. 53 

Burt explicitly acknowledges that he is proposing a quantitative balancing 

of a prisoner's interests , .. ith that of society. "I am content to say that 

the risks I have described affect so nlany people so far in the future that 
54 

prisoners' current interests in obtaining the surgery are outweighted." 

As with the other principles r changed empirical conditions could mean 

~hat appeal to the same principle would lead to diff~rent conclusions. 
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That is, "if the social ethos clearly accepts that psychosurgery is an 

appropriate response to a 'brain disease, "' that it is ·"n widely accepted 

medic::1l technology used with f17ee popula tions," psychosurgery performed on 
55 

prisoners might be justified ~s serving the social good~ 

In the meantime, however, Burt agrees thl.t psychosurgery should be 

banned. Others, who believed that any experimentation involving prisoners 

created antagonistic groups in society, ,~ould make the same argument for all 

experimentation. 

Social Character 

~obert Burt, in opposing prisoner involvement in at least psychosurgery 

experiments, could have rested his case at the point of his statemtent of 

how psychosurgery on captive populations redefines our understanding of 

each other as fellow human beings" If he had, he would have called on an 

ethical consideration different from (though not incompatible with) the 

others we have considered so far. He would have been appealing not to 

obligations understood in either consequentialfstor non-consequentialist 

terms, but to some sense of what we are as a society; what our character is. 

Laurence Tribe, discussing the fundamental problems posed for soc:i.ety 

by scientific technology, calls for a response that is more th<.ln instru-

mental analysis. Instead, "Imagine asking, for example, 'what kind of 

society do I want this to be,' or ' what sort of person would I ~ish to 
56 

become?" He is certain that "in choosing whethl7r or what to build--in 

deciding what technologies to adopt--the community does more than generate 

a distribution of payoffs and penalties to its members: it also alters ••• 
57 

its character as .a society of persons." 
"J 

The decision about whether or not prisoners should be used :in ('X-

perimentation can be understood as that kind of social choice. '~hat u 
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purposes we decide for our prisons and prisoners is a societal one, and 

our choice reflects and expresses our character. Debates continue over 

the final .purpose of correctional systems, but society has agreed that 

tbe minimal function of its prisons is coerced confinement of criminals. 

Whatever eIRe socIety uscs prlsons fot", should not he the resolt of 111-

attention, but thoughtful reflection and conscious choice. How society 

treats the b0dies and minds it directly controls through its laws &nd police 

power is the responsibility of society: whether individuals in prisons are 

treated justly, whether they are injured, whether or not those institutions 

contribute to the common good. 

If any of the previous analyses that prisoners should not be used in 

exper'imentation (Ire correct--because prisoner~ are insufficiently free to 

give consent, because they run the risk of being exploited, or because 

prisoners unjustly bear the major brunt of drug experimen,tation--then it 

may well be that using prisoners in experimentation violates our character 

as a society. Using prisoners in experimentation does not express the ,kind 

of society we are, or wish to be. 

Summary of Discussion of Principles 

A National Commission trying to determine ~hich principl~~ should guide 

its decisions regarding experimentation with prisoners and concerned to 

know what policies these principles suggest, might well Ghare a basic 

assumption articulated by Charles Fried. Society is, or o;'lght to be, 

comprised of individuals committed to respecting oth~rs as ends in them-

selves where each individua;L sees 

, -:-) 

himself boun,d to/a whole network of other 
individuals ./. <,And one must acknowledge that 
those to 'Whom one is bound through this net
work are, like oneself, human p~rsons, with 
equal autonomy, and an equal calIon our res
pect nnd cOIHridern,tion. The po f.nt thtHl hf!('O\llCH 

to design that nutwork of Implngl!lIlcntH 'I n Hu('h n 
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way that the fabric of this network itself 
expresses the moral equality, the autonomy . 
and mutual respect of the persons within it. 58 

Social Good 

In trying to decide policy in accord with respect for the equal, 

inherent worth of individuals, decisions about what is morally right 

should not be determined solely by calculatirig how the consequences of 

a policy will strike the greatest balance of good over evil. Conformity 

'. 
of the policy to inherently just relationships .among persons is at least 

as important, if not more important. Of cour$e, consequentialist and non-

consequentialist arguments are not necessarily mutually exclusive. 

With respect to experimentation with prisoners s the consequentialist 

arguments run in different directions. It is difficult to know how one 

could weigh whether, increasing medical knowledge or avoiding social con-

flict might better contribute 'in the long run to social good. 

However, a lack of necessity to use prisoners in expe~iments lessens 

the urgency of consequentialist arguments that prisoners are needed for 

the increase of scientific knowledge. ,Prisoners are not biologically 

unique.~ and therefore are not in principle necessary for biomedical ex'" 

periments. What is unique about prison conditions could, to a l1arge 

degree, be simulated for behavioral research 'purposes, using volunteers 

from the free-living population. 

Nuch of the preSel}~ use of prisoners in research takes place in 

phase-one drug tests which require relatively small groups for short 

periods.of time, factors which should contribute to making it possible 

to'"use. persons other than prisoners in experimentation. In fact, 

alternatives to prison populations have already been successfully used 
59 

in biomedical research. As use ()l" alternative populations extends to 

more haznrdous experiments it may CI' more dtff~ctJ.lt to recrui L from thl~ 
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fr~~-living population. But it has been suggested that if society were 

not willing to participate in an ~xperiment, after attempts at educating 

'them to its impor..tance had been made, their reluctance would call into 

question the assumption that increased medical knowledge gained from 
60 

this particular research was necessarr for the public good. 

Informed Consent 

Since informed consent is designed to ensure that individuals will 

be t:reated by physicians and scientists with the respect due them as 

rational and free persons, invocations of the principle in favor 'of 

prisoners participating in experimentation must be taken seriously. If 

prisoners possessing the capacity to give free and informed consent 

volunteer, how can their participation be prohibited? 

Prisoners should, in principle, be able to consent to experimentation. 

'rhey are not devoid of legal standing to make agreements that citizens out-

side prison can make. The question is, do prisoners, in fact, have the 

c~pacity to give sufficiently free consent1 After all, attribution of 

rights to a class of citize~s does not necessarily indicate a sufficient 

capacity to exe~cise those rights. Crucial to answering the empirical 

question as to whether prisoners' consent is sufficiently free is whether 

the standard used to judge sufficiency is the freedom of consent prisoners 

have for entering into other" prison activities or the freedom of consent 

free-living persons have whe:h they consent to experimentation. Surely., 

inSisting that. free consent td experimentation in prisons must be suf~ 

ficiently equivalent (not necessarily identical) to that in the free-living 

population is itself a mark of respect for prisonerso Bringing such a 

standard to the empirical facts concerning the paucity of alternatives 
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(financially or otherwise), and to the ability of total institutions to 

coerce behavior and attitudes, justifies a serious and reasonable doubt 

that, in fact, inmates of American prisons can give sufficiently free 

consent to experimentation. 

Justice 

Dissatisfaction with consequentialist arguments as at least insuffi

cient, accompanied by inquiry into whether other prinCiples independent 

of free and informed consent bear on the issue of experimentation oL 

prisoners, leads to a consideration of jus~ice. A weak paternalism wo~ld 

approve of coercive intervention if prisoners did not have the capacity to 

consent and volunteered for activities that could be shown to be physically 

or mentally harmful. The principle of injury would approve of interventions 

in the actinns of even th')se who had the capacity to consent, if the act.ivities 

for which ~hey vOLunteered were shown to be unjustifiably harmful. The 

evidence that prisoners are part of an institutional framework that leads 

them to bear a disproportionately high s'hare of the risks and harms of ex

perimentation, with a disproportionately low share of the financial benefits, 

particularly as compared to the financial rewards of participating instit::'u- 8' 

tions, leads to the conclusion that experimentation with prisoners is imper

missable because of the likelihood that prisoners would be unjustly treated. 

The requirements of not only injury but comparative justice are pertinent. 

Since prisoners are in relevant respects equal to free persons it seems 

reasonable that the burdens' of risk and harm in experimentation should be 

proportional t,o those of free-living citizens. Achieving proportionality 

would entail significant redu/\Uon in the levels of prisoner participation 

in at least phase-one drug trials. But if prisoners are considered to 

be in relevant respects different from, and unequal to, the rest 
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of the population it would be justified to treat them differently. There 

is sufficient evidence that the fact of incarceration forcibly places 

prisoners in a position where participation in an experiment menns partici-

pating in a system where the risks of physical harm are much greater and, 

the financial benefits from experimentation much l~ss than they are for the' 

free-living population. If, because of incarceration, prisoners have,unequal 

capacities to consent there is an additional, significant difference be-

tween prisoners and free-living persons. The similarities of prisoners 

to free persons require that the proportion of experimentation utilizing 
, 

prisoners should be reduced. The differences between experiments in prison 

and those conducted outside of prisons require that they be stopped--at 

least until prison conditions change. 

Experimentation with prisoners is not scientifically necessary for 

the good of society. For the National Commission to approve of prisoner 

experimentation, the empirical conQitions of experimentation should con-

form to the n'on-consequentialist requirements of both informed consent 

and justice. Although consequentialist arguments may lead to similar 

reco~mendations, policies must conform to the requirements of both informed 

,consent and justice. Empirical evidence that experimentation, as currently 

conducted, fails to meet either standard requires that experimentation with 

prisoners, as presently organized, be stopped, at least until it meets the 

demands of both informed consent and justice. To continue experimentation 

with prisoners under the present cir~umstances would violate and erode our 

sense of what we are as a society; a community constituted by mutual regard 

for each other's equal, intrinsic dignity. 
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II. POLICIES 

The ethical principles outlined above could lead to a wide range 

of posoible policies. Two opposite poles immediately come to mind. 

Beginning with the most permissive policy, one could i.'lpprove continuing 

prisoner experimentation under present guidelines. Such a policy might 

be justified by a consequentialist calculus that Axperimentation with 

prisoners was a necessary way of gaining needed scientific knowledge 

for the good of society. Even if one were to accept the two criteria 

suggested of sufficiently free and informed consent and justice, certain 

empirical unalyses could conceivably lead to the conclusion that present 

policies should continue. 

At the other extreme, one could approve an outright ba.n. Such a 

policy might be approved if one were a consequentialist an~ convinced 

that ,there were no conceivable circumstances ir. which the ,good conse-

quences of experimenti:("g ,-.lith prisoners could outweigh the evil, or if 

one were convinced tp,at in principle prisoners could not give sufficiently 

. free consent to expeJ;'lmentation or avoid being treated unjustly. 

Between these polar opposites several alternative policies could b~ 

found by a person commit·ted to tihe necessity of adhering to at least the 

principles of informed consent and Justice, and doubtful that their 

requirements can in fact be satisfied in Ame:t:'ican prisons. 

~uidelines for Experimental Review 

One possibility would be to improve the review procedures for 

experiments using prisoners. A ~asic protection of at least ':'legal 

liberties among citizens in the free-living population is the U.S. 
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system of checks and balances among governmental institutions and the 

myriad private groups in society. Attempts to institutionalize some 

legitimate checks and balances might lead to requirements that a p~isoner 

protection (or review) committee be formed in prisons where experiments 

were to. take place. This prisoner protection conuni ttee \vould be em-

powered to reject or approve experiments and the procedures to be used 

in obtaining consent from individual prisoners. It would also monitor 

the actual gaining of consent from prisoners. 

Since this committee needs scientific information and counsel, as 

well as the cooperation of the prison administrators., but is primarily 

concerned to protect the interests of prisoners, the committee could be 

comprised of five prisoners, one scientist, one prison official, and 

one non-voting representative of the media. Election of all members, 

including the scientist, prison official and media representative, would 

be b~i secret ballet of the prison population. Terms would be for limited 

periods of time--perhaps six months--with a limit of two consecutive 

terms. Minority views and reports would be available to prisoners as 

well as the public. Prisoner participants would not receive special 

consideration by parole boards and the prisoners would be so notified 

before election. Remuneration of the prisoners on the committee would 

be equiyalent to other prison jobs. 

The prisoner protection committee would be a safeguard for free and 

informed consent, but problems of injustice would remain. A crucial 

practical dilemma of experimentation with prisoners is devising remunera-

tion rates that simultaneously satisfy the consent. and the justice re-
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quirements. According to t~e demands of justice whatever is done about 

the proportionate or disproportionate amounts of experimentation per-formed 

in prisons compared to the free-livjng society, prisoners should receive 

at least the same money as free-living volunteers for experimentation--

typically'$20 per day. But the difficulties of obtaining sufficiently 

free consent dictate that prisoners receive the same remuneration for 

experimentation as they do for other prison activities-- $.65 per day 

is one example. 61 

One suggestion for solving this practical problem is for research 

groups to pay sums equivalent to that which would be paid to free-

living volunteers (and laboratory aides) into a fund for the benefit of 

prisoners generally in the institution. Individual prisoners would 

receive amounts equivalent to what they would receive from other prison 

jobs. To create further protection, a separate prisoner finance 

committee composed and elected 'in the manner of the prisoner protection 

committee, but with different individuals serving, would be empowered to 

decide for what purposes the money should be spent beyond the small sums 

going to volunteers and laboratory aides. 62 . 

Another possibility would be for non-prisoners, as well as prisoners, 

to receive the same amount for participation in experiments as p~5..soners 
, ,\ 

receive for other prison jobs. An even more sweeping suggestion would be 

to follow the arguments of Richard Titmuss concerning blood ,donation, and' 

.make all participation in experimentation purely voluntary, both in and 

out of prison. That is, pay no one for participating in any experimenta

tion. 63 Of course not all rewards to prisoners are financial. Even if 

one solved the problem of financial payment, non-financial rewards of 
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experimentation peculiar to prison settings such as early parole or 

relief from boredom, might still cause problems for the consent require-

ment. 

A consensus seems to have emerged that justice demands that any 

guidelines should include compensation of prisoners hnrmcd in non-

therapeutic experimentation. 64 

Accreditation of Penal Institutions 

Recognition that consent takes place inside a total institut:i.on 

has led to accreditation proposals. One of the roost elaborate to date 

is a plan for "inverse risk-rating." It assumes that there are pre-

dictable variations in risk among experiments and relevant differences 

in the approximation of prisons to free-living conditions. Looking at 

the amount of voluntarism permitted by the objective characteristics of 

a "correctional modality," accreditation would compare the "risk of 

ethical impairment" a correctional setting exhibited (from maximum 

security prison to half-way house) with the risk of physical harm likely 

from an experiment. 

As the physical risk inherent in the research 
increases, a greater approximation of freedom 
and knowledge would be demanded of institutions 
conducting such research. Some correctional 
modalities might be determined too coercive to 
allow experiments of even the lowest risks; 
others, like halfway houses, might be found to 
require no special safeguards beyond those 
employed in the free world. 65 

Another suggestion, concerned primarily with informed consent, is 

accreditation not of prisons, but of new institutions physically outside 

the prison (thO'l.lgh presumably reasonably proximate to it) created express-

ly to Cphduct experimentation utiUzing both prisoners and non-prisoners. 66 

Neither accreditation plan includc:~s; suggestions concerning remuneration 

rates. 
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Having assumed that in principle prisoners can give free and in-

formed consent in an ideal prison, these various proposals try to ref~rm 

present prisons in that direction. Unfortunately, one can see problems 

with each of the suggestions. 

Revising procedures for reviewing experiments ana changing ad-

ministrative pra~tices for paying prisoners overlooks the basic structure 

of prisons. Developing new, prisoner-dominated organizations as checks 

to supervisory authority may well be consider~d unfeasible by prison 

officials whose essential (if minimum) assignm6nt from society is to 

keep prisoners secure. Even if prisoner.protention and finance committees 

were organized, the presence of prison officials on the committees might 

well lead prisoners out of fear or cunning to defer to the dominant power 

in a total institution~ even to the detriment of the interests of other 

prisoners. On the other hand, eliminating non-prisoners from the cornrnit-

. ; . 
tee would heighten the risk of what m1ght happ(~n 1n any case: exploitation 

of individual prisoners by committees of prisoners acting within the 

coercive forces of a total institution. 

Devising accrediting plans for correctional modalities that might 

have an acceptable inverse risk-ratio also runs into several difficulties. 

First, it assumes that measurement of external, objective constraints,on 

a prisoner's freedom of action, while admittedly incomplete, is adequate 

for judging a prisoner's ability to volunteer,_ While one might agree 

that measuring such factors as the number and nature of security pre-

cautions and evaluating the number of options for meaningful, paid 

(j 
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activity in a prj,son is necessary, is it sufficient? Some prisoners 

might find minimum security facilities mqre intimidating or boEing than 

other prisoners would find maximum security prisons. Such prisoners, 

perhaps younger and/or not accustomed to incarceration, might well find 

the inducement overwhelming to participate in experiments with high 

levels of authorized risk. 

Second, implementation of such an accreditation system would be 

different administratively. The known difficulties of setting up pro-

cedures for revierfling the form by which experimenters gain consent froil. 

.individuals, in or out of prison, let alone the continued monitoring of 

experimenters' actually obtaining consent, would surely be simple com-

pared to the complexities of devising and monitoring accreditation guide-

lines for entire institutions. The time and personnel needed to inspect 

federal, state, county and municipal correctional institutions, not just 

initially but on a sustained basis, would be immense. 

In addition, it has been pqinted out that weighing risks of physical 

harm against ability to give sufficiently free consent assumes that con'sent 

is required only to protect individuals against physical risks. If, on 

the other hand, obtaining a person's consent before experimenting on him 

is a duty we owe him - a necessary mark of respect whatever the risk 

then a plan based on weighing levels of ability to consent against levels 

of physical risk is suspect, conceptually as well as practically.67 

The proposal to avoid consent problems by'developing experimental 

facilities outside prisons which would use both prisoners and non-prisoners 

misplaces the locus of the problem. While the treatment of prisoners 
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during an experiment would conceivably be more open to scrutiny, it is 

not the isolation of the experimental facilities inside a prison that is 

primarily at issue. Subjects used for exteJded periods of time to 

test toxic agents are taken from their cells in any case and placed 

in isolated waruR (~;()m(!timl~s N'pcc.iull y bui.lt for the purpose!) within 

the prison compound, which are not significantly different from isolated 

wards in medical facilities outside prisons. Primarily at issue are 

the non-medical conditions and characteristics of total institutions 

within which prisoners consent to experimentation. The problems of 

consent and remuneration continue whether the prisoner's choice leads 

him to a restricted environment inside or outside the prison gates. 

Horatorium 

The COIlUnission might accept the thesis that prisoners, in principle, 

can give sufficiently free consent in ideal conditions and therefore 

judge that an outright ban on experimentation was inappropriate. The 

commission might also believe that in .fact prisons create-insurmountable 

pr,oblems for voluntary consent and justice which neither revised review 

procedures nor institutional accreditation proposals adequately deal 

with. The Commission still has an alternative. It could adopt the 

alternative policy of declaring a moratorium on experimentation with 

prisoners. A moratorium would admit that future d'evelopments might make 
\\ 

experimentation possible but would assert that the present situation 

makes experimentation with prison~rs impermissib,le. 

If the Commission believed that alteration of conditions within the 

present structure of prisons wOVld be a sufficient change, then the 
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· commission might accompany the moratorium with proposed g~idelines or 

accreditation pla~s. If the structure of prisons themselves were thought 

to be the. problem, then it might be more appropriate to accompany the 

declaration of a moratorium \Olith a statement of basic principles to 

guide the shaping of alternative institutions within which subjects 

for experimentation might volunteer. Given the complexity of penal 

theory the wisest course \Olould seem to be for the Commission to fulfill 

its mandate by declaring a moratoriumaccompanied by its reasons for doing so. 

The shock of a moratorium might itself be a considerable impetus for 

experts in correctional theory and practice to implement reforms in 

the American prison system. 

Whether the duration of the moratorium would be for a specified 

period of time or would be indefinite in length would depend on whether 

one wanted to place the burden of proof on those who support or those 

who oppose experimentation. Since the evidence indicates that prisoner 

experimentation fails to meet the requirements of both informed consent 

and justice, placing the burden on those who wish to experiment with 

prisoners is appropriate. An indefinite moratorium is the best policy. 

If evidence develops that c~nditions have decisivel~ chan.ged, it can be 

presented and the lifting of the moratori~~·considered. 

If it is important to p~otect p'risoners and to make clear to them 

and others that they are protected, the scope of the moratorium must 

observe distinctions that are as clear and understandable as possible. 

In recent literature several categories have been developed, five of which 

1-36 
1 

J 



appear to spread across a continuum, frQmexperimentation designed purely 

,to gain knowledge'to treatment prescribed solely to alleviate or cure, the 

illness of a particular patient,' The five categories are: non-therapeutic 

experimentation (or research), ,mixed experimentation, 'therapeutic e~peri

mentation, innovative therapy (or practice), and standard ther&py. 

Everyone writing on the topic is acutely aware that the analytic terms 

describe activities that often cannot be restricted to such categor±e's. 

It is also obvious that varying definitions of the categories lea,(l to 

overlapping among terms. For example, Robert J. Lavine's use of the 

term innovative therapy--"Innovative therapy is a term applied to a 

simple activity that is ordinarily conducted by the'physician with either 

pure practice intent or varying degrees of.mixed research and practice 

intent,"--would appear to allow more use of the patient'to gatn scien-

tific knowledge than Charles Fried's definition of therapeutic experi-

mentation:. "Experimentation is therapeutic when a therapy is tried with 

the sole view of determining the best way of treating that patie~t.,,68 

The various definitions do agree, however" that t,here is a significant 

difference between experimentation and therapy. 

Surely the Commission would not want a moratorium to be so strictly 

understood that it would preclude prisoners receiving the benefit of new 

procedures or agents that had exhibited some chance of success, but had 

not yet become a part of standard medical practice. If the term therapy'" 

could include innovative therapy understood in Levine's terms,as "con

ducted with pure practice intent," the moratorium could extend to all 
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experimentation, not simply "non-therapeutic experimentation," and still 

allow for prisoners to benefit from new medical techniques. 

t'li thin the context of a prison it appears :.nore practical to say 

that prisoners may be asked to consent to therapy (including innovative 

therapy barefully defined), but not ~xperimcntation, than to say that 

prisoners.may consent to one kind of experimentation--therapeutic--but 

not to another--non-therapeutic. The distinction between therapy and 

exp~ritnentation would be less likely to confuse researchers, prisoners 

and correctional authorities and thereby provide greater protection for 

the prisoner. 

There are other substantial reasons fOr drawing the line of the 

moratorium along the more familiar distinctions of experimentation and 

therapy. It, is generally expected that greater knowledge is available 

to the physician abollt therapy than experimentat~on and that therefore 

there is a greater chance that the physician will be able to communicate 

enough knowledge to the prisoner for him to give a sufficiently informed 

cons.ent. It is also assumed that since the entire purpose of the therapy 

is to benefit the patient by ameliorating or curing his illness, it can 

be assumed with greater assurance than with experimentation tha'c his 

consent is sufficiently volun~ary. Even'if doubt persisted about a 

prisoner's capacity to consent, it would be assumed that a reasonable 

person similarly afflicted would consent to therapy performed solely 

on his own behalf. 
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Furthermore, if the procedure; is ,therapy, there is greater assurance 

than with experimentation that it has been tried before on non-prisoners, 

even if it has not become standard practice. Finally, mor~ than for 

experimentation, there is a tradition of professional anei" legal'si'j.nctions 

against those,who engage in malpractice. Prisoners would have more 

precedent allowing them to bring s,lit againsl! harmful. therapy than against 

injurious experimentation. 

Behavioral Experimentation 

An indefinite moratorium on all experi~entation or resea:t:ch using 

prisoners should extend to behavio.ca~ experimentation. The fact that 

it may be more difficult to distinguish between experimentation and 

therapy among behavioral techniques does not weaken the necessity for 

declaring a moratorium on such experiments. Rather, it strengthens the 

need for caution in considering consent to procedures modifying behavior, 

even when they are called therapeutic. The Kaimowitz psychosurgery 

decision objects to the proposed surgery for a variety of reasons, in-

c1uding the fact that it had not been sufficiently tested and was "clear-

1y experimental. ,,69 

The arguments concerning biomedical experimentation apply also to 

behavioral experimentation. The question raised by the administra~ion , 

and struc'ture of prisons about the capacity of prisoners to give con's$J1.t 

persist, particularly for behavioral experiments that may be even more 

intrusive and irreversible than biomedical experimentation. Past practices 
• I 

using prisoners for surgical procedures profoundly alt~ring behavior, raise 
~':-~:'-' 

real if sometimes overly lurid fears, that other behavior-altering tech-
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niques will violate the requirements of justice. Furthermore, as with 

biomedical experiments, it is not necessary to use prisoners in behavioral 

research. Experimentation with free-living volunteers who consent to live 

in simulated prison environments, however difficult in practice, could in 

principle provide sufficient knowledge about t,he safety and efficacy 

of behavioral techniques that could later be used t-~erapeutically with 

prisoners. 

Clearly, a moratorium on behavioral experimentation would be less 

restrictive if there could be agreement about more precise definitions 

of the word behavioral. The moratorium would not"extend to certain 

a~tivities if they were found to be not behavioral but educational; 

I for example, progrcunrited insi;ruction, including, perhaps, its "constructional" 

form. 70 Experiments that did not manipulate, or even alter behavior, 

but only observed it might be called social' rather than behavioral research. 

Of course, ethical questions can be raised about observ~tional studies--

particularly concerning breaches of privacy or confidentiality--but they 

mig-itt not justify excluding such social research from prisons. In any 

case, careful definition of the wo~d behavior might lead to certain 

questions being settled apart form voting a moratorium on biomedical and 

behavioral experimentation. 

Gr~ater agreement of what is included within behav~~or techniques 

might mean that while a moratorium was declared on using prisoners in 

behavior experimentation behavioral therapy· on pris~ners could proceed. 

On the otller hand, a moratorium on experimentation thai;;. allowed innovative 
! 

biomedical or behavioral therapy might still be too permissive anl~ guide .. 

lines for the use of innovative therapies \>lith prisoners would need to be 

drawn up; but that would be anothor" separ.ate enterprise. 
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Conclusion 

It has been suggested by some that beyond the sick prisoner there 
\' 

are classes of non-prisoners who would remain untouched by any guidelines 

concerning prisoner experimentation, classes who are also vulnerable to 

coercion. Indeed, sometimes it is ar.gued that even though classes of 

non-prisoners are also coerced, economically and othenqise, there is no 

sense of the urgent need to exclude them from experimentation. Why 

should society isolate prisoners as a class from experimentation? But 

surely, if groups in Americrui society were placed on a scale of vulnerabi-

lity to coercion, prisoners would be placed at the higher end of the 

scale. In bioethical discussions it has become common for practices o~ 

policies to be disapproved because they might lead to worse practices. 

vJith pl.':'soner experimentation we are already at the thick edge of the 

wedge. If other populations are vulnerable, their cases may also need to 

be examined. Inaction in other areas is not a sufficient reason for avoid-

ing action now concerning research on prisoners. 

'''\, 1-41 
" ) 



1 

2 

3 

4 

5 

7 

8 

9 

10 

11 

FOOTNOTES 

I wish to thank my colleagues at the Kennedy Institute for their 
comments and criticisms. KeI')neth Casebeer and LeRoy Walters have 
been particularly generous with their time. 

Concerning definitions, see comments on teleology and deontology in 
William Frankena, Ethics, 2nd edition, Prentice-Hall, Inc., Englewood
Cliffs i N.J., 1973, pp. 14,15. 

Complaint before United States District Court for the District of 
Maryland, American Civil Liberties Union, National Prison Project, 
paragraphs 32,41; "Alvin Bronstein Discussion," in Experiments and 
Research with Humans: Values in Conflict, National Academy of Sciences, 
Washington, 1975, pp. 130-135. 

John D. Arnold, Daniel c. Martin and Sarah E. Boyer, "A Study of One 
Prison Population and its Response to Medical Research," 169 Annals 
of the New York Academy of Sciences, 1970, pp. 463-469. 

John C. McDonald, "Why Prisoners Volunteer to be Experimental Subjects," 
Journal of the American Medical Association, vol. 202, no. 6, Nov. 6, 1967, 
pp. 175,176-.-

Stephen H. Wells, et al, Pharmalogical Testing in ~ Correctional 
Institution, Charles C. Thomas, New York, 1974, pp. 35-37. 

C. J0seph Stetler, Statement on H.R. 3603, Before the Subcommittee on 
Courts, Civil Liberties and the Administration of Justice of the Committee 
on the Judiciary, U.S. House of Representatives, October 1, 1975; and 
Statement before the National Commission for the Protection of Human 
Subjects, January 9, 1976. 

Hans Jonas, "Philosophical Reflections on Experimenting with Human 
Subjects," Daedalus., vol. 98, no. 2, Spring, 1969, p. 246, n.7. 

Department of Health, Education and Welfare, "Protection of Human Subjects: 
Policies and Procedures," November 16, 1973; Department of the Army, "Use 
of Volunteers as Subjects of Research," Army Regulation No. 70-25 (1962) 
quoted in Jay Katz, Experimentation with Human Beings, Russell Sage 
Foundation, New York, 1972, p. 1031. 

LeRoy Walters, "Some Ethical Issues in Research Involving Human Subjects," 
paper for National Commission for the Protection of Human Subjects, p. 17. 

Faul Ramsey, Patient ~ Person, Yale University Press, New Haven. 1970, 
p. 69. 

Joel Feinberg, Social Philosophy, Prentice-Hall, Inc., Englewood-Cliffs, 
N.J., 1973, pp. 89,90; cf. Chn:rl(~s Fried, Nedical Experimentation: PersoIlal 
Integrity and Social Policy, N-:.rth-Holland Publishing Company, Amsterdam, 
1974, p. 65; cf. Frankena. p. ~l. 

1-42· 

Ii 
j} 



12 

13 

14 

]5 

16 

17 

18 

19 

20 

21 

22 

23 

24 

BenJamin Freedman, "A Moral Theory of Informed Consent, The Hastings 
Center Report, vo'!. 5, no. 4, August, 1975, p. 32. 

Stetler, op. cit.; cf. DHEW Guidelines, p. 50; Ramsey, p. 42. >, -----. 

Frederick S. Carney, "Moral Analysis of Human Experimentation," 
Proceedings of ~ Symposium ~ Human Experimentation, Southern 
Methodist University School of Law, March 6,7, 1975, forthcoming. 

Eugene Barkin, "The Emergence of Correctional Law and the Awereness of 
the Rights of the Convicted,". in The Tasks of Penology, ed. Harvey S. 
Perlman and Thomas B. Allington, U. of Nebraska Press, Lincoln, Nebraska,' 
1959. 

I 

In Ralph K. Schwitzgebel, Development and Legal Regulations of Coercive 
Behavior Modification Techniques ~ Offenders, NIMH, Rockville, Mary
land, 1971, p. 28. 

c:; I 

Ramsey, P. 3; cf. Robert M. Veatch, "Ethical Principles in Medical Exper:i(~~,~~~1 
mentation," in Ethical and Legal Issues of Social Experitnen,tation, ed. ('C--:~::'jl 
Alice H. RivJin & P. Miachael Timpane, The Brookings Institution, Washington, 
D.C., 1975, p. 31. I 

Fried, pp. 95,96. 
\ 

Ibid. , p. 19. 

Ibid. , p. 166. 

Ibid. , p. 167. 

"Body Parts for Sale: Where Does the Buck Stop?", HSlstings Center }{eport, 
vol. 6, no. 1, February, 1976, p. 2. 

Wells, op. cit. 

The possibility that prisoners have special problems giving an adequately 
informed consent should be more carefully explored. Almost all the ini/tial 
prescription drug tests are first performed on prisoners, at a point w1i1en 

1 
,I 

there is presumably less information that can be given anyone, inc udln';~ 

prisoners, than at any other stage of drug testing on humans. What infor
mation is available is communicated to a prisoner who may have spent::]much 
of his life, through long-term sentencing or recividism, within the prison 
culture. The experience may have strongly aHected his perceptions. What 
non-prisoners, or even some prisoners, regard as a possibility of becoming 
"a joint adventurer in an experiment for the sake of the knowledge and good 
to come," (Ramsey, p. 42) may be perceived- by otber prisoners as a money-
making proposition. It may be very difficult for some prisoners to see the 
experiment as a scientific enterprise and therefore to be genuinely informed. 
The discussions concerning capacity for sufficiently free consent do not de
pend on what the prisoner perceives an experiment to be, but future empiri
cnl studies should not i~Qo9cr'c llnta bearing on a prisoner's t:apfldty to he> 
ndequately lnfO'rmed. (Kenm·th CnsebccT's comments hnv(~ \w(>n useful on tlJi~ 
point.) 

1-43 



25 

26 

27 

28 

29 

30 

31 

32 

33 

34 

35 

36 

37 

38 

39 

40 

41 

42 

43 

44 

Gabe Kaimowitz v. Department of Mental Health for the State of 
Michigan, pp. 25-29. 

Complaint, paragraph 60. 

Da-;;id J. Rothman, The Discovery ~ the Asylum: 
Disorder in the ~ew Republic, Little, Brown llnd 
Gerald H. Groh, Hental ].nstHutiollS :in AE!~ri.ca: 

1875, The Free Press, New York, 1975. 

Social Order and 
Co., Boston, 1971; 

.S oe :La 1 R.o Hc Y .!:.9.. 

Erving Goffman, Asylums, Aldine Publishing Co., Chicago, 1962, p. xiii. 

Ibid., po" 6. 

Ibid., p. ·63. 

Gl:~.:ham Sykes, The Society ~ Captives, Princeton Univers:!.ty Press, 1958, 
P,· xiv. 

}bid., p. 50. 

Arnold, et aI, pp. 463-469. 

Hugo Adam Bedau. "Physical INterventions to Alter Behavior in a Punitive 
Environment: Some Moral Ref1ectiuns on New Technology," American 
Behavioral Scientist, vol. 18, no. 5, May/June, 1975, pp. 662-666~ cf. 
Staff Paper, "Prisoners as Research Subjects," National Commission for 
the Protection of Human Subjects of Biomedical and Behavioral Research, 
October 31, 1975, p. 14. . 

Bronstein, pp. 130-135. 

Arnold, et a1, pp. 463-469. 

Feinberg, p. 6. 

Gerald Dworkin, "Paternalism," The Monist, vol. 56, January, 1972, p. 65. 

~., p. 83. 

Feinberg, p. 45. 

.Ibid., p. 50. 

Tom L. Beauchamp, "Paternalism and Bio-behaviora1 Control," The Monist, 
forthcoming, 1976, pp. 11,12 in typescript. 

Ibid., p. 16. 

ACLU, National Prison Project Complaint, paragraphs 41 & 51; cf. 
Bronstein, pp. 130-135; cf. AUeen Adams and Geoffrey Cowan, "The 
Human Guinea Pigs: How He TE!~:t New Drugs," Hor~i., December 5, 1972, 
pp.' 20-24.· 

1-44 



45 

46 

47 

48 

49 

50 

51 

52 

53 

54 

. 55 

56 

57 

58 

59 

, 60 

Peter B. Meyer, Medical Experimentation on Prisoners: Some Economic 
Con'siderations, American Bar Association-;-Washington, D. C., June 1975; 
cf. Jessica HitfOl"d, "Experiments Behind Bars," Atlantic Monthly, 
January, lY73, pp. 64-73. 

Feinberg, p. 98; cf. p. 107, liThe term 'distributive justice' traditionally 
applied to burdens and benefits directly distributed by political author
ities ••• in most recent literature the term is reserved for economic 
distribution. II 

Ibid., p. 99; cf. p. 100, "Our formal principle (which derives from 
Aristotle) would have us: (1) treat alike (equally) those who are the 
same (equal) in relevant respects, and (2) treat unalike (unequally) 
those who are unalike (unequal) in relevant respects, in direct pro-

. portipn to the differences (inequalities) bet'(.leen them. II 

Walters, pp. l4,~5. 

Feinberg, p. 101. 

"Resolved that the House of Delegates of the American Medical Association 
express its,disapproval of the participation in scientific experiments of 
persons convicted of murder, rape, arson, kidnapping, treason, or other 
heinous'crimes, and also urges individuals who have lost tr;air citizenship 
by due process of law be considered ineligible for meritorious or commenda
tory cita.tion." House of Delegates of the American Medical Association, 
Resolution on Disapproval of Part:i.cipation in Scientific Experiments by . 
:tnma~es of a Penal Institution (1952), cited in Jay Katz, ExperimentatiOlV-.J-\ 
with Human Subjects, Braziller, New York, 1970, p. 1025. l.",,,/ 

Robert Burt, IIWhy We Should Keep Prisoners from the, Doctors," Hastin~ 
Center Report, vol. v.,no. 1, February, 1975, p. 33. 

~., p. 34. 

Ibid. 

Ibid • 

Ibid. , p. 32. 

Laurence H. Tribe, "Technology Assessment and .the Fourth Discontinuity: 
The Limits of Instrumental Rationaltiy," Southern California Law Review, 
vol. 46, n'o. 3, June" 197'3, p. 654. James Childress' commentson the ' 
topic of this section have been particularly helpful. 

~., p. 656. 

Fried, p. 111 •. 

Staff paper" pp. 20-22. 

Fried, p. 170. 

1-45 

JI 

I 



61 

62 

63 

64 

65 

66 

67 

68 

69 

70 

I c, 

I 

ACLU, National Prison Project Complaint, paragraphs 32,41. 

Roy Branson, "Prisoners," ! Preliminary Analysis .£!. the Draft DHEW 
Guidelines for the Protection of Special Subjects in Biomedical 
Research, Center for Bioethics, Kennedy Institute, Georgetown 
University, Washington, D.C., January 4" 1974, p. 49. 

Richard M. Titmuss, The Gift Relationship, Pantheon Books, a Division 
of Random House, New York, 1971. 

Walters, pp. 22-24; Fried, pp. 171,172; Norval Morris and Michael Mills, 
"Prisoners as Laboratory Subjects," Wall Street Journal, April 2, 1974. 

Albert R. Jonsen, Michael L. Parker, Rick J. Carlson, Carol B. Emmott, 
Biomedical Experimentation on Prisoners: REview of Practices and 
Problems and Proposal of ~ New Regulatory Approach, Health Policy 
Program Discussion Paper, September, 1975, p. 35. 

Transcript of National Commission for the Protection of Human Subjects 
of Biomedical and Behavioral Research, Meeting, January 10, 1976, 
pp. 377-401. 

Robert M. Veatch, personal communication. 

Robert J. Levine, "The Accepted and Routine Practice of Medicine," 
Paper for the National Commission for the Protection of Human Subjects 
of Biomedical and Behavioral Research,D~cember, 1975, p. 14; cf. 
Fried, p. 25. 

Kaimowitz v. Department of Mental Health for the State of Michigan, p. 16. 

Michael H. Shapiro, "Legislating the Control of Behavior Control: Autonomy 
and the Coercive Use, of Organic Tqerapies," Southern California Law Review, 
vol. 47, no. 2, pp. 300-301; Israel Goldiamond, "Toward a Constructional 
Approach to Social Problems," Behaviorism, vol. 2, no. 1, Spring, 1974, 
pp. 1-84. 

1-46 



· I 



, 

~ , 
I 

2 

PHILOSOPHICAL PERSPECTIVE ON THE PARTICIPATION 

OF PRISONERS IN EXPERIMENTAL RESEARCH 

Cornel West, M.A. 
W. E. B. DuBois Institute Fellow 

Harvard University 

This paper was retyped by Staff, NCPHS, October 1976. 





-~------------



~ 
I 
~ 

I , 

INTRODUCTION 

This essay will attempt to present some philosophical guidelines 

for public policy in regard to the involvement of prisoners in biomedical 

and behavioral experimentation. These guidelines consist of certain ~pec

ifiable conditions which must be satisfied if the participation of prisoners 

in experimentaion is to be legitimate. A clear formulation of these 

conditions is aided by an acute analysis of the notions of coercion, 

bribery and consent (informed and tacit); the conditions are rendered 

applicable by a close adherence to reliable empirical facts. 
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PHILOSOPHICAL INQUIRY: EXPERIMENTATIOrl IN GENERAL 

Prior to distinguishing the issues involved in the participation of 

prisoners in nontherapeutic biomedical research from those of therapeutic 

behavioral research, our inquiry will present the principlBg gf justice 

which govern the prescription of human rights to persons (including those 

in penal institutions). Thesp. principles embody a particular ideal of the 

person; they are addressed to the legitimate conditions under which the 

participation of prisoners in experimentation (in general) may occur. 

In America, the ideal of the person is manifest in the philosophical 

formulations (i.e. the Delcaration of Independence) of the Founding Fathers. 

This formulation exalts the values of freedom, equality and rationality. 

The fundamental principles of the American Republic conceive of persons as 

free, equal and rational beings. Human rights are assigned and ~overned 

by these philosophical principles; these rights playa crucial role in 

formulating the legitimate conditions for the participation of prisoners 

in experimentation. 

Following the highly sophisticated argument of John Rawls, in his 

celebrated work A Theory of Justice, I shall argue that the acceptance of 

the aforementioned ideal of the person entails the acceptance of the 

principles fr2e, rational persons would choose under conditions of equality 

and fairness. 1 These principles, which should regulate human participation 

in experimentation, constitute the legitimate conditions for such par

ticipation. They are: 

1) Persons must be fully informed of the consequences of ex
perimentation (i.e. persons posses~ the human right to know). 
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2) Persons must openly consent to participation by signing 
a contract with group conducting experimentation (;.e. 
the human right to choose). 

3) Persons must decide to participate ;n experimentation 
based on rational grounds under conditions of equality 
and fairness (i.@: th~ human tight to ratlona11y and 
fair1y decide), 

The first condition requires that the person be informed about the 

positive and negative consequences of their participation in experimen

tation; these consequences include the effects such experimentation will 

have on the person involved as well as those on society. This information 

is required for ethical reasons. As Hans Jonas cleverly writes, "if the 

prisoner is not informed he (or she) is definitely wronged even when not 

harmed ll2 • Hence, if persons are not informed fully as to the consequences 

of experimentation, their human right to know has been violated. 

The second condition fulfills the requirement of freedom; that is, it 

insures that the decision is the free choice of the prisoner. This choice 

is possible only under non-coercive conditions. The philosophical justi

fication of condition two is that our ideal of the person demands that our 

agent be a free agent i.e. one who acts on one's own will. Hence, if persons 

are coerced into participating in experimentation, then their human right 

to choose has been violated. 

The last condition insures that the decision is the rational choice 

of the prisoner under conditions of fairness and equality. This decision 

is possible only in non-manipulative relations. It cannot be made under 

bargaining conditions of domination and control. Hence, if persons are 

manipulated into participating in experimentation, then their human right 

to rationally and fairly decide has been violated. 
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The existence of penal institutions can be justified on libertarian 

grounds; that 'is, they are needed for the sake of liberty. Criminal laws 

and prisons serve as persons l security to one another. 3 They are justifiable 

only if they protect the liberties of persons in society~ng preserve the 

fundamental human rights of persons within the penal institutions. 

The human rights of persons are inviolable. They are violated only 

if the aforementioned ideal of the person is no long cherished. If this 

ideal of the person is no longer cherished, then the fundamental principles 

of the American Republic are no longer respected. 

II 

The most important task of our philosophical inquiry into the par

ticipation of prisoners in experimentation (for scientific research) is 

providing a clear analysis of the notion of coercion. This elusive con

cept holds primacy over the notion of consent, for legitimate consent 

presupposes non-coercive conditions. 

In light of our justification of the human rights of persons (and 

prisoners, of course), we ~hall claim th~t non-coercive conditions are 

necessary, though not sufficient, conditions for the legitimate partic

ipation of prisoners in any kind of experimentation. This claim follows 

logically from our ideal of the person because the consent of persons 

under coercive conditions clearly violates the human right to freely 

choose (condition two). 

The crucial question becomes "What are coercive conditions?" 

Following the highly rigorous argument of Robert Nozick4, I shall define 
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coercion as the performance of an action if one does that action because 

of a threat that has been made against one not doing that action. For 

example: 

P is Q1s usual supplier of drugs, and today when he comes to Q 
he says that he will not sell them to Q, as he normally does, 
for $20, but rather will give them to Q if and only if Q beats 
up a certain person. S 

In this example of coercion, P is threatening not to give Q the drugs. In 

the normal course of events, P does supply Q with drugs for money. P is 

threatening to withhold the supply, to deprive Q of his drugs if Q doesn't 

beat up a certain person. Hence, P coerced Q into beating up the person. 

Coercion always involves a threat, which is understood by the person 

coerced and is intended to alter that person's behavior. A threat makes 

the consequences of one's action worse than they would have been in the 

normal, expected course of events. 

So coercive conditions are those under which A does x owing to a threat 

made against A for not doing x and which worsens the consequences of not 

doing x relative to the normal, expected course of events. We should note 

also that coercive behavior is unwilling behavior; that is, a person who 

does something because of threats does not per'form a voluntary action. 6 

In juxtaposition to the notion of coerciCln, we shall examine the notion 

of bribery. This latter notion shall be defi~led as the manipulation of 

incentives to get persons to perform a certairl action. Bribery is not 

coercion; it does not involve a threat (as chclracter;zed' above). A person 

is not coerced into performing an action if he performs it because someone 
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has offered him something. For example: 

P is a stranger who has been observing Q, and knows that 
Q is a drug addict. Both know that Q1s usual supplier of 
drugs was arrested this morning and that P had nothing to 
do with his arrest. P approaches Q and says that he will 
give Q drugs if and only if Q beats up a certain person.? 

In this case~ where P is a stranger to Q, P is not threatening not to supply 

Q with drugs because P does not do so in the normal, expected course of events. 

If P does not give Q the drugs he is not withholding drugs or depriving Q of 

drugs, rather P is offering Q drugs as an incentive to beat up a certain 

person. Hence, P does not coerce Q into beating up the person, since P does 

not threaten Q. 

Where offers rather than threats are used to induce the alteration 

of conduct, we have the manipulation of incentives without coercion. The 

notion of bribery involves offers or incentives; they make the consequences 

of onels action better than they would have been in the normal, expected 

course of events. Bribed behavior is willing behavior; that is) when a 

person does something because of offers, it is one's own choice. 8 

The distinction between offers and threats is subtle, yet crucial. 

It demarcates the notions of coercion and bribery, unwilling and willing 

behavior. We intuitively can grasp the distinction by noting that we 

willingly accept offers, whereas we unwillingly go along with threats. The 

important observation is that the notion of coercion does not encompass all 

examples of "getting one to do something". Without an acute analysis of 

this vague phrase, almost all alterations of human behavior becomes 

coercive. 
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The participation of prisoners in experimentation (in general) falls 

under the rubric of bribery, not coercion. Participation;s not induced 

by threats, but rather by offers e.g. money, pardons, prestige, relief from 

loneliness. $0 this participation occurs under non-coercive conditions; 

the free choice of prisoners is at play. 

The central question now become$ "Does the promise of more comfortable 

quarters, better '~od, additional contact with outsiders, relief from fear 

and boredom all constitute coercion? 

In our analysis, we have defined coercion as involving a threat which 

makes the consequences of one's action worse than they would have been in 

the normal, expected course of events. The crucial question above asks 

whether the normal or expected course of events itself can be viewed as 

coercive. For example: 

Suppose that usually a slave owner beats his slave each 
morning, for no reason connected with the slave's behavior. 
Today he says to hi s slave, "Tommorrow I wi 11 not beat you 
if and only if you now do A".9 

One is tempted to view this as either a threat or an offer. Nozick suggests 

that it is to be viewed as a threat: in this case the standard for assessing 

an action (as to whether it is a threat or offer) is not the normal course of 

events, in which the slave is beaten daily, but rather the expected course 

of events (which the slave prefers) in which he is not beaten daily. Hence, 

the slave owner performs an action which makes the consequences of the slave's 

action worse than they would have heen in the expected, preferred course of 

events. 10 This example cannot be a situation of bribery because the best 

consequences of the offer cannot be better than the expected~ preferred course 
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of events. So the normal course of events (in which the slave is 

beaten) is itself coercive. 

We must now ask the question, "Are present prison conditions analogous 

to the slave example?1I In other words, 1100 present prison conditions 

constitute coercion in regard to the participation of prisoners in 

experimentation in general?1I 

I suggest that the slave example is not analogous to prisoners' 

participation in experimentation. The slave receives beatings from the 

slave owner for no reason connected with the behavior of the slave; the 

beatings are attributable to the capric'ious whims of the slave owner. This 

is the normal course of events. The expected and preferred course of events 

ir.volves the slave not being beaten11 ; yet, given his situation, he must 

go along with the threat i.e. do A. Prisoners indeed must put up with 

excruciating conditions (many unnecessary and unjustifiable on merely 

sanitary grounds) 12 but the bastc reas.on for' being tncarcera,ted ; s connected 

wi th some behavi or of the pri sonelft in soci ety. 

The alteration of the slave's conduct i.e. lido A" from the unwarranted 

beating of the slave is coercive because the standard of assessing whether 

the actiofl of the slave ;s attributable to a threat or offer is the course 

of events the slave prefers. The alteration of the prisoners' conduct 

(;.e. freely participate in experimentation) from the warranted incarceration 

of the prisoner is not coercive because the standard for assessing whether 

the participat10n in experimentation is attributable to a threat or offer is 

not the course of events the prisoner prefers but rather the normal course 

of events of the prison. 

2-8 

I 



I 
I 

I 
r 

This argument assumes that the legal system which feeds into the prison 

system approximates justice i.e. usually prosecutes the responsible person. 

If the legal system approximates injustice (or arbitrarily sends persons to 

prison) then the whole penal system is unjustifiable. 

My argument also assumes that persons (of normal mental capacity) are 

responsible for criminal actions they commit. This assumption may sound 

simplistic, but it runs counter to certain deterministic, environmentalist 

claims that most prisoners who commit crimes are not really guilty of their 

actions since he or she grew up in social conditions which faciiitated or 

forced them to commit a crime. According to this view, prisoners are symbols 

of oppression and mere objects of circumstance. 13 It is pathetic and 

undeniable that most prisoners are poverty-ridden minority males; it is 

important to 'note the oppressive conditions against which they combat.ted. 

But this observation is related to the issue of social reform; it cannot 

be the basis of an analysis of coercion in prisons. 

We have found that the promise of better food, more comfortable quarters, 

relief from fear and boredom, etc. does not constitute coercion. So such 

enticements, in addition to full information of the consequences, do not -- as 

of yet in our analysis -- violate the human rights of prisoners. The first 

and second conditions have been fulfilled. We must now see whether the 

last condition for the legitimate participation of prisoners in experi

mentation can be fulfilled. 

The participation of prisoners in experimentation falls under the rubric 

of bribery. As we noted earlier, the notion of bribery involves the alteration 
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of one's conduct by the manipulation of incentives. It does not involve 

threats (as does coercion) but rather offers: an offer makes the consequences 

of one's action better than they would have been in the normal, expected 

course of events. 

I now claim that offers and incentives used in the participation of 

prisoners in experimentation constitute bribery. These enticements occur 

in manipulative relations under bargaining conditions of domination and 

control. These relations indeed allow for the free choice or voluntary 

consent of the prisoner (required by condition two), yet it undermines the 

rational basis of such consent or choice. The evidence shows that over 

half of prison volunteers do so out of a desire for better living condi

tions. 14 These conditions can be obtained solely by volunteering, so 

prisoners volunteer to participate in experimentation. I claim that this 

kind of reasoning, given the circumstances, is irrational. The prisoners 

voluntarily consent but the alternatives are too narrow for their choices 

to be philosophicaliy justified. It is a cheap decision based solely 

(or primarily) on the manipulation of incentives by those who offer the 

once in a "term-time" opportunity.15 Following Bernard Williams, I would 

characterize such prisoners' participation in experimentation as an 

lIirrational situation ll
: 

What is meant is that it is a situation in which 
reasons are insufficiently operative; it is a 
situation insufficiently controlled by reasons 
-- and hence by reason itself.16 

The notion of bribery involves the free choice (or voluntary consent) of the 

prisoner but the choice itself is based on irrational grounds. It is similar 

to voluntarily consenting (i.e. freely accepting an offer) to live in a more 
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sanitary hotel room when it's the only room available other than your 

present nasty one. The choice itself is not irrational (but rather the 

best opportunistic action to take given the circumstances), though the 

choice has an irrational basis upon which it is made. 

A choice has a rational basis if and only if a variety of alternatives 

are available and relevant reasons of the agent are operative. In prisoners' 

participation in experimentation, there is a paucity of alternatives, thus 

certain pertinent reasons are suppressed i.e. are insufficiently operative. 

For example, if that half of the prisoners who volunteered to participate 

in experimentation for reasons of better living conditions already had 

decent living conditions, then undoubtedly certain reasons for volunteering 

would be operative which are not under the present circumstances. Likewise 

holds for other attractive enticements e.g. wages which far exceed the 

normal levels in prisons. 

So informed and voluntary consent in manipulative relations under 

conditions of domination and control leads to our rejection of our ideal 

of the person as a free, equal and rational being. This kind of ("cheap") 

consent violates the human right of persons (and prisoners included, of 

course) to rationally and fairly dec1pe whether to participate in exper-
\ 

imentation. 

A reasonable objection to my reasoning and conclusion may be that, 

even though prisoners do reside under conditions of domination and control, 

these conditions are warranted. Therefore they cannot serve as grounds 

for disallowing the participation of prisoners in experimentation. 
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I noted earlier in this paper that some form of incarceration (not 

necessarily the present. excruciating conditions of prisons) is warranted 

assuming the legal system on which it feeds approximates justice. This 

warrant indeed justifies a certain degree of domination and control in 

penal institutions, But penal institutions should not violate the basic 

human rights involved in the participation of prisoners in experimentation. 

So the conditions of domination and control in some form of incarceration 

may be justified; and it is precisely this reason penal institutions are 

undesirable for experimentation. The human rights of prisoners are more 

easily violated precisely because the prisoners are mJre easily manipulated. 

Basic human rights guarantee that prisoners are not manipulated in research 

requiring human experimentation; basic human rights do not guarantee that 

some.form of domination and control will be absent in warranted penal 

institutions. My arguments pertain solely to the former. 

Prisoners should have the right to participate in the sustenance and 

improvement of society and mankind17 , through the joint cooperation with 

the medical and social science professions, respectively. But this right 

is a prima facie right; that is, persons are entitled to it if it is not 

overridden by other more important moral considerations. I have claimed that 

prisoners are entitled to this right if and only if their more basic human 

rights are not violated. These basic human rights are respected only if 

the three conditions for legitimate participation are met. 
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PHILOSOPHICAL INQUIRY: THERAPEUTIC EXPERIMENTATION 

Although the previous section applies to tht. participation of prisoners 

in experimentation in general, participation of prisoners in therapeutic 

experimentation deserves additional attention. Since the turn of the century, 

the stated objective of the penal system in this country has been the 

rehabilitation of its inhabitants. Therapeutic research on prisoners can 

easily be construed consistent with the rehabilitative objective. 

The central questions in this inquiry are, III~hat is the demarcative 

line between research.9..!:@.. rehabilitation and research.9.!:@.. experimentation?" 

and IIWhat is the extent to which a prisoner retains the right to refuse 

rehabilitative therapy?" The former question is an empirical one; that 

is, we must see whether the present state of the scientific enterprise views 

current behavioral and biomedical therapy as rehabilitative or experimental. 

The latter question is a philosophical one; that is, we must define those 
." 

rights a prisoner retains or forfeits as a result of ~onvtction. 

In any stage in the evet,,.ongoing, self-correcting process of science, 

conflicting theories exist as to the explanation of certain phenomena. 

For example, the effectiveness or ineffectiveness of behavioral modification 

techniques in reducing recidivism in prisoners is hotly contested on both 

sides of the issue. 

In any scientific controversy which involves human experimentation, we 

must never lose sight of the fact that real, live human beings constitute the 

domain of data. Only a crude utilitarianism could justify continual human 

experimentation in the face of experimental failure. 
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Recent literature in the area of therapeutic research strongly avers 

that such research is primarily ineffective in rehabilitating prisoners; 

at this point in its development, it is highly experimental. 18 In fact, 

there is some laboratory evidence to support the claim that the rate of 

undesirable behavior is increased by aversive conditioning owing to a 

"paradoxical effect", among other things. 19 After viewing the evidence, 

it seems to me that the current state of therapeutic research on prisoners is 

experimental; it has not shown to contribute significantly to the 

rehabilitation of prisoners. 

Hence, the argument presented in the previous section answers our second 

question. This argument was presented in order to justify the legitimate 

conditions under which prisoners could participate in experimentation in 

general. It holds for IItherapeutic" experimentation in that such experimenta

tion does not rehabilitate. So IItherapeutic ll experimentation ;s literally 

nontherapeutic experimentation; it is not therapeutic i.e. it does not 

rehabilitate. 

A reasonable counter-argument can claim that experimentation will never 

become therapeutic i.e. rehabilitative, if it is not allowed to fJ'o"oceed and 

develop; I agree. But, as the previous section attempts to show, experi

mentation can proceed and develop with prisoners as their data only if the 

three conditions are met. I do not foster an anti-science view; I merely 

claim that certain ethical constraints be observed. Scientific progress 

is grand, but even it must bow before the altar of human rights; scieritific 

progress is progress only if it legitimately respects the value and dignity 

of persons. Such progress is guaranteed if the gusto for it is proportionate 
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to the willingness to satisfy the three conditions for justifiable human 

experimentation. 

I should add that if such conditions are met and the resumed research 

yields rehabilitative results, new problems would arise concerning the 

second questi on above. Thi s ne';; i nfl ux of compl e:i\'l ty is attri butab 1 e to 

the rehabilitative policy of penal inst'itutions and the rehabilitative 

results from legitimate human experimentation. Our three conditions would 

remain, but the notions of coercion and bribery would have to be redefined. 

For example, the very standard of assessing whether an action is a threat 

or offer (in our analysis this standard was the normal, expected course 

of events) would be altered. Prisoners would now expect to be involved with 

some form of therapy; given the rehabilitativ~ o~jective of prisons and 

effective rehabilitative therapy, some form of therapy would now be part 

of thr normal, expected course of events. Hence, effective rehabilitative 

therapy would not fall under the rubric of bribery, for it would no longer 

be experimental. The important point is that the human rights of prisoners 

would be observed, irregardless of the state of science. 
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ALTERNATIVES 

In light of my refusal to allow the participation of prisoners in 

experimentation unless the relevant conditions are satisfied, we may ask, 

IIAre there other possible populations available who could more easily 

meet the legitimate conditions for human experimentation?" The answer is 

emphatically affirmative. The claim that prisoners are the sole population 

available to demonstrate the effici.=ncy and safety of new drugs is inane. 

This claim, most likely, is but a facade or weak rationalization of research 

activity on behalf of profit-hungry firms and knowledge-thirsty psychologists 

who don't want their pleasant situation to be jisturbed. 

It is reasonable to expect human experimentation in scientific research 

to shift from prisons to Third World countries. I suggest that this shift 

would be unjustifiable, for it is highly unlikely that the conditions under 

which human experimentation occurs there, would violate the legitimate 

conditiOns which protect human rights. 

The legitimate conditions are met most easily (and possibly only) by 

normal volunteers. Full information would be available to the volunteer; 

overt consent would be freely displayed; and, most importantly, consent 

would be based on rational grounds under ":unditions of equality (\nd fa;rness. 20 

The manipulation of incentives under conditions of domination and control 

;s severely minimized. 

It is significant that this viewpoint is advocated by John Arnold, former 

director of the Truman Research Laboratory in Missouri~ who has conducted 
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malaria research for twenty-seven years, He even notes that there are 

certain positive benefits for the research itself (e.g. better systems for 

follow-up care, better research staff, etc.) over and above the humanistic 

cons1derations. 21 
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POLICY RECOMMENDATIONS 

The preceding philosophical inquiry has lead to the following reasoning 

for the basis of public policy concerning the participation of prisoners 

in experimentation for scientific research: 

1) The participation of prisoners in experimentation should 
be regulated by philosophically justifiable principles. 
Thes9 principles should embody the ideal of the person 
found in the fundamental philosophical formulations of 
the land. These principles govern the assignment of human 
rights to persons in general (and for our purposes to 
prisoners in particular). 

2) ~Jithin a sOl..iety whose legal system approximates justice, 
prisoners rightfully forfeit certain liberties in lieu of 
incarceration, yet they retain their basic human rights as 
defined by the aforementioned principles. 

3) Coercion is a sufficient, though not a necessary, condition 
for the termination (or disallowance) of, human participation 
in experimentation. Incarceration in addition to the offers 
of researching firms do not constitute coercion. 

4) Bribery is a sufficient, though not a necessary, condition for 
the termination (or disallowance) of human participation in 
experimentation. Incarceration in addition to the offers of 
researching firms do constitute bribery. So prisoners' par
ticipation in experimentation under briberous conditions is 
not philosophically justifiable i.e. it violates at least one 
human right of the prisoner. 

5) The reasoning in 1-4 applies to research ~ nontherapeutic 
experimentation; yet research ~ therapy has not proven to be 
therapeutic i.e. rehabilitative, so present research ~ therapy 
remains research ~ nontherapeutic experimentation. Hence, the 
reasoning in 1-4 applies to all prisoners' participation in 
experimentation at present. A significant scientific advance 
in research ~ therapy would present complexities, assuming 
the objective of the penal system remains that of rehabilitation. 

6) The reasoning in 1-4 applies to pertinent alternative populations 
e.g. Third \>!orld countries, domestic unemployed poor, et. al. 
The best alternative (or that which most easily meets the 
legitimate conditions) population is normal volunteers. 
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My policy recommendations are; 

1) The immediate termination of pr'isoners ~ participation 
in experimentation in nontherapeutic biomedical and 
"therapeutic" behavioral research. 

2) Participation can be resumed if and only if the legitimate 
conditions for participation of persons lD experimentation 
is fulfilled. This fulfillment within peh"ll institutions 
entails vast prison reform, an issue u~touthed in this 
essay, 

3) Human participation in experimentation should involve 
primarily (and at the present time only) normal volunteers, 
provided that legitimate conditions are fulfilled. 
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FOOTNOTES AND COMMENTS 

1The philosophical justification of this neo-Kantian methodology is forcefully 
argued by Rawls, A Theory of Justice (Cambridge, 1971) Chap. I, esp, Sect.9, 
Chap. III and Chap. IX, s~Et. 87. I do not offer an analytic argument for 
the derivation of the three principles that regulate human participation in 
experimentation; this paper is primarily an attempt to provide guidelines 
for policy, thus a purely deductive argument based on neo ... .Kantian (or Rawlsian) 
methodology would be a bit out of place. I do hope that one does intuitively 
grasp the relationship between the American ideal of the person and the three 
principles based thereon. 

2Hans Jonas, "Philosophical Reflections on Experimenting with Human Subjects", 
Experimentation with Human..iubjects, ed. Paul Freund (New York, 1970), p.23. 

3For an elaboration on the reasoning underlying this conception of penal 
institutions, see Rawls, A Theory of Justice, Chap. IV, Sect. 38, esp. 
pp. 240-241. 

4Robert Nozick, IICoercion ll
, Philosophy, Science, and Method: 

of Ernest Nagel, ed. S. Morgenbesser, P. Suppes and M. White 
Press, New York, 1969), pp. 440-472. 

5 I bid., p. 447. 
6 I • 

IDld., p. 459. 

7 I bid., p. 447. 

8Ibid ., p. 459. 

9Ibid ., p. 450. 

s in Honor 
Martin's 

10Nozick argues for his suggestion on pages 450-451 in his article. This 
example is analogous to the Y'esearcher threatening the prisoner by saying 
IIEither you participate or you get tortured by the Tucker Telephone or the 
teeter board". In this case, the preferred course of events (in which the 
prisoner is not tortlJ~~d) becomes the standard of assessment as to whether 
a particular action is a threat or offer. I should add that the 'Tucker . 
Telephone' and the'teeter board' were forms of torture ;n Arkansas prisons 
prior to court cases outlawing them. For further information, see 
Cri mi na 1 Law and Procedure; Cases and ~1ateri a 1 s, James Vorenberg 
(St. Paul, 1975); Part II. Sect .. 29B; ilprisoners' Rights". esp. p. 893. 

lIThe slave may prefer, of course, to be free; but if our point is to be 
cogent, we must stay within the perimeters of our example. 
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12It is important to make a distinction between incarceration and prison 
conditions; that is, between the warranted removal of one from society 
and the conditions inside the penal institutions. I address myself only 
to the former. I am not asserting that the present prison conditions are 
warranted. In fact, present prison conditions can be rightfully condemned 
on other moral grounds; but this is a subject for another paper. The 1 

present conditions of prison are important here only in so far as they serve 
as a background for coercion or bribery in the participation of prisoners 
in experimentation. For a recent legal condemnation of p~:~on conditions, 
see the description of U.S. District Judge Fra~,k Johnson's decision in 
Alabama in Newsweek, Jan. 26, 1976, p. 43. 

131 suggest that this deterministic view stultifies the self~ilnage of the 
poor as well as dehumanizes them. It's obvious that the poor need help, 
but it doesn't follow that the poor are helpless. Ironically, the Left 
have pushed this view, which views the poor as mere objects, only worthy 
of manipulation. I believe that if one views other$ as not responsible 
for their actions (while admitting that there a~~ some people who are 
responsible for their actions), one is presupposing the inferiority of 
the former. To hold a person or group of people responsible for their 
actions means to treat them as equal moral agents as oneself; if persons 
are not treated as equally responsible, there is not much left to their 
equality as moral agents. My view does not entail victimology or 
IIblaming the victimll, but rather recognizes the free will of the victim 
i.e. respecting him or her as a person. For further elaboration, see 
Bernard Wi 11 i ams, liThe Idea of Equal ityll , Moral Concepts, ed. (Oxford, 
1970), p. 159. 

14John D. Arnold, Daniel C. Martin and Sarah E. Boyer, IIA 5tudy of One 
Prison Population and its Response to ~1edical Research II , 169 
Annals of the New York Acad~of Science, Jan. 21, 1970 pp.463-470. 
There is further evidence in John C. McDonaldls article in the 
Journal of the American Medical Association, No.6, 202, Nov. 6, 1967 
IIWhy Prisoners Volunteer to be Experimental Subjects ll , p. 175. 

15In a T~enton newspaper article entitled, "tHLLING 'VICTIMS': Inmate,s 
oppose efforts to halt drug testing", one prisoner states in reference 
to participation in experimentation, lilt's like going to the Bahamas ll . 
This statement says as much about present prison conditions as it does 
about the motivations for prisoners' participation in experimentation. 
For the article, see The Star-Ledger, Nov. 19, 1975, p. 38 

16Bernard Williams, liThe Idea of Equality", Moral Conce..ets, ed. Feinberg 
(Oxford, 1970), p. 164. -~ -

171 think this right is crucial and should not be overlooked. AJthough it 
can be overriden by other moral considerations, it ;s often ignored~· 
overly eager libertarians. Paul Ramsey and Paul Freund as well as 
Hargaret Mead and Talcott Parsons have caught note of thi s important ri ght,. 
For further elaboration, see Paul Ramsey, The Patient as Person, (New Haven, 
1970), esp. p. 42f; Paul Freund, "Introductionll~ esp. p. xvi, Margaret Mead 
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"Research with Human Beings; A Model Derived from Anthroy,l:ogical Field 
Practice", esp. the beginn~ng of the essay pp. 152-157, Talcott Parsons, 
"Re'search with Human Subjects and the 'Professional Complex'lI pp. 116 ... 151. 
All of the last four articles mentioned can be found in the anthology 
edited by Paul Freund, Experimentationwif.h Human Subjects op. cit . 

. '" 4'.. 

18This conclusion is supported by many studies, but most importantly the 
crucial article by C. R. and Ina A .. Jeffery, IIPsychosurgery and Behavior 
Modification ll

, American Behavioral Scientist, Vol. 18, No. 5, ~~ay/June 1975, 
pp. 685-722. They explicitly state on pages 714-715, " ..• at this point 
in history we do not possess the necessary knowledge to alter criminal 
behavior". They also quote the conclusion of the President's Crime Commission 
on page 692, " ... there is probably no subject of comparable concern 
to which the nation is devoting so much effort with little knowledge of 
what it is doing". 

~9Ralph K. Schwitzgebel, Develo2..m~-'lt.,J3_nd Legal Regl{!j!1io.n..~C~rcive 
Behavior Modification Techni9..ues with Offenders_, NmH~ Center for Studies 
'of Crime and Delinquency, DHEWPUblication No. (ADM) 74·,102, 1974~ p. 15. 

20These rational grounds would be the most rational ones olAr economic system 
allows. There will still be pecuniary incentives, but also a variety 
of alternatives which will allow the person to negotiate under more 
egalitarian bargaining conditions. It seems to me that the chronically 
unemployed may stil1 be at a disadvantage, similar but not to the same 
degree as prisoners. For reasons I cannot fully de'iineate at the moment, 
I would oppose the participation of the chronicarIy unemployed in experi
mentation. I am not convinced that th~ir social conditions would satisfy 
the th~rd condition; they would be easy bait for the manipulation of incentives 
under conditions of domination and control. But I cannot adequately make 
my argU!l"3nt nOI{~s for it is not the issue at hand. It indeed deserves some 
k'ind of treatment in future papers on human experimentation in general. 

21John Arnold, Statement before the Subcommittee on Courts, Civil Liberties 
and the Administration of Justice, House Judiciary Committee, Sept. 29, 1975. 
In this testimony, he states succinctly, liThe predi ction that al tern ate 
populations were not available has been wrong ... We no longer need to 
propose that important programs be dismantled if we discontinue use of 
prison volunteers." 
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ON DOING IT FOR MONEY 

In this brief paper, I will consider the ethical contexts of selling the 

disposition over the use of one~s body for purposes of biomedical or behavioral 

experimentation. The aim of these considerations is to answer the question of 

whether there are any well~founded ethical objections to such participation in 

human experimentation for monetary reward. I will deal with the question in 

the following contexts: 

(1) What is it that is being sold (and bought)? In the context of an economic 

exchange, what rights does the selle~ have over what is being sold? What 

ri ghts does the buyer have to buy, and what ri ghts does he have over what 0 
is bought? What constraints, limits, and obligations are entailed by s~~ch 

an exchange, for the seller and "the buyer? Obviously, what is at issue 

here is whether participatiQn in human experimentation for monetary reward 

can be defined as a Job, and whether the model of wage labor is appropriate 

to this context. 

(2) Does the motivation of the research sUQject bear on the ethical questions 

raised in the exchange? Similarly, does the,motivation of the rese~rche~, 
J 

(3 ) 

"'-" 
or the purpose of the research project have b~ring here? Beyond this, do 

the anticipated consequences of the experiment (a) upon the research sub .. 

ject (b) with respect to potential benefits in the advancement of me~lc~l 

knowledge or therapeutic effectiveness hP;:;r~ uTI the ethical 

the exchange? 

Does the sale of the disposition over the use of one1s body forexperi-

mentation necessarily entail some degree of coercion or con\straint, or 

can it be a free and voluntary act?l 
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(4) What ethical considerations, if any, enter into making government policy 

in these matters? What does the government have the right to regulate? 

Would regulation or prohibition of the right to sell disposition over 

one's body for experimentation be in restraint of trade? 

In short, th~n, the considerations here concern a personsls rights and 

obligations, with respect to his or her body, or with respect to the body of 

another; motives and consequences; coercion; and the rights and limits on gov

ernmental regulation. I am not concerned here with the legal contexts, con

cerning property-right, nor with the legal contexts of motive, nor with the 

question of compliance with existing laws, nor with the regulatory contexts of 

business law. Rather, the discussion will focus on ethical questions, in

cluding those concerning the law. 

First then: what exactly is involved in participating in human experi

imentation for monetary reward? The frequently used description of "selling 

one's body for research" confuses the issue, and needs initial clarification. 

Only in the condition of slavery is one's body as such sold; and then, not by 

oneself but by another who has obtained control over it by force, or by custom 

(i.e., in slave societies). The moral force· of the abolition of slavery is 

precisely the principle that one's life and liberty are inalienable rights, 

that is, that they cannot be separated from one's person and sqld. The notion 

of a Ii enab 1 e '('1 ghts is a proper~ty noti on, i. c., 11 ascri be5 as ali enabl e thOSE 
''--' 

things, aspects or products of one's person which he or she can be said to 

possess and whi ch c'an be sol d as property, Thus, one doesn't have the ri ght 

(nor does any othey' person have the right) to sell (or buy) one's body, as such. 

What is at issue, rather, is the sale of the disposition over the use of one's 

1 
j 

j 
I 
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body for stated purposes~ and usually, for a stated time and under spe~ific 

conditions. Such a sale characterizes indentured servitude, for example. But, 

like slavery; this too is outlawed as morally and legally repugnant, since the 

sale involves onets liberty during the period of indenture, and the contract 

is not revocablE! except by payment, i.e., by compensatory redemption for the 

services contracted. What is at issue 1 then, is not the sale of one's body for 

research but rather the sale of the disposition over the use of one's body for 

specified purposes, for a specified time and under specified conditions. The 

ethical question concerns what is and what is not alienable under these con~ 

ditions, not simply as a question of defining property, but as a question of 

what the relation is between person and property, i.e., whether and under what 

conditions there are aspects of one's own person which are alienable. 

My own premise here is that person and p~d~ are coextensive, as a whole, 

though parts and products of one's body are not necessarily parts and products 

of one's person. 2 

Thus, the changes in one's body which may be said to affect and change 

the person one ds, are the ones which are relevant here. Where a change in a 

part of the body does affect such a change in the body as a whole, i.e q af

fects the whole organism, and thereby the state of health, well-being, or pro

spective longevity of the person, or effects a psychological change (in "per-

sonality ");, then it is difficult to SCpal"lltG part from-whole,functionally. 

However, taking of urine or blood specimens, or tissue, or even organs, under 

certain circumstante~, may have no such effect on the person, or only a minimal 

effect. 
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In general, then, the question of what is alienable, or what a person 

may permit to be separated from himself or herself, and sold, may initially 

b~ considered in terms of some criterion of whether the change affects the 

health, well ... being or prospective longevity of the whole organism, i.e" of 

the body insofar as it is coextensive with the person. 

Here, let me state what is, I believe, an accepted ethical principle, 

namely: that no one has the right (including the person himself or herself) 

to alienate one's own person as such; and by the definition of person as co

extensive with the (living) body, no one may aiienate onels body as such. Thus, 

one cannot sell onels life (or body) or buy anotherls; for this would be tan

tamount to slavery. For example, the taki ng of another I s 1 He, in the case of 

. murder~ is a case of taking what is not alienable property, on this view. Short 

of this, however, questions arise as to what, then, is alienable; and what ex

actly it is that is sold by paid research subjects, and bought by researchers. 

We need some viab~e models of alienable rights, or alienable possessions, where 

such sale or purchase is countenanced. 

The major context in which the alienability of onels person arises, in 

modern societies, is that of wage labor. The relevance of this context to the 

present issue is clear, since what is at stake is whether research subjects 

who do it for money may be categorized as engaging in a job, i.e., in selling 

one's capacities or services Tor a wage, or an equivalent: form IJT IfIt1tlettlt'y etJlil" 

pensation (.!h[., a fee). Here, the ethical question is, ~rj one sense, settled, 

and in another, not. On the one hand, since, in a capitalist economic 5ystem, 

;1 or a free-market system, the exchange of olle I s capacity to woy'k f.or wages is 

the, very basis of social and economic life; and is not cons'idered ~thically 
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objectionable or repugnant, then, insofar as research subjects and researchers 

may be said to engage in such an exchange~ they are in as ethjcally acceptable 
~ . 

a context as anyone who works at a job for money or empioys ano·ther to d() so. 

On the other hand, if there are ethical objections to wage labor, or to the ~ 

capitalist system of exchange, then these will bear equally on the exchange 

which takes place in experimental research with human beings. A socialist may 

adduce ethical objections to wage labor in any form, but that is not a question 

to be resolved here. Instead, it may be useful to reconstruct the model of 

wage labor to see how and to w~at extent it is analogous to the situation~f 

the paid research subject, and where the analogy breaks down. 

In wage labor, what is being sold is one's capacity or service for a cer-
" tain time j under certain conditions. The product of one's labor, or the benefit 

of one's services then belongs as property to the employer. Such a product or 

service is plainly alienable, then, and presumably, one has a right to sell it, 
Ii 

or rather, to sell the disposition over the labor or skill which produces it. 

Only in handicraft or in personal production or service industry, where the 

entrepreneur is also the craftsman, is the product nr serJ'ice as such sold. In 

wage labor, it is the capacity to produce the product or to render the service 

which is sold, usually at a time-rate, or hourly wage or fee. Thus, in wage 

labor, it is the dispo.:.ition over the use of one's body, atwork:o or Wji~h a 

certain skill, which is sold. 

In classical economic theory, the value of products was seen to derive 

from the human "labor embodied in these products. This "l abor theory of value,1I 

in all its historical variants (e .. g., William Petty, John Locket Adam Smith, 
\\ 

" ~ David Ricardo, G. W. F. Hegel, Karl Marx) presupposes that one's capacity to 
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work is al ieqable ...... i te., that there is "free labor ll ..... and that this capacity 
,/,.........-- , 

is the origin of economic value, and may be sold in the market as ,itself a com

modity, in exchange for monetary payment. Thus, John Locke proposes that the 

value of cUltivated land, (or of any product of labor) derives from the fact 

that a person has umixed ll some of his labor with the raw material, and has thus 

"miXed ll part of himself, or his person (his proprium) with it. Pl"operty right 

derives from this embodiment of part of one's person in the commodity, according 

to Locke. 

In effect, then, the wage worker does not sell the products of hi~ or her 

labor, but only the capacity to work~ i.e., disposition over his OY' her abil ity 

to produce goods or services. And since the practice of this capacity invo,lves 

the use of one's body, wage labor may be seen as the sale of. the disposition 

over the use of onels body for certain vurposes, and for a certain time, in 

exchange for money, at a specified time-rate. Presumably, also, since this is 

regarded as a free market exchange, it is voluntarily entered into by both 

seller and buyer, and may be terminated. One may always quit one's job; and 

one may always be fired, on this ideal model of free ~xchange. So too, one may 

always refuse an offer of employment; or refuse to hire an employee. This 

relation is therefore one of contract, in which both parties are regarded as 

free and voluntary agents in the agreement. 

Tn; virtue of ~uch a displacement of the ethic'll qUGstions cOi1cGrning 

rights over the uses of onels body,is that all of the ethical considerations 

and objections are resolved into legal considerations regarding relations of 

contract. The ethical question is presumably taken care of by the presupposi

tion that persons are essehtially free, rational agents~ and that a valid 

,) 
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contract is one in which the parties agree as free~ rational agents. What 

conditions or constraints there may be on the freepom or the rationality of 

such agents is not taken into account on this ideal model. But presumably, if 

there is deficiency in the rationality of the'agent (e.g., incomplete knowledge, 
......,....,.-

or deceit and fraud) or in the freedom of the agent (coercion of any sort), 

then the ideal conditions of contract are not met. 

This digression into the question of wage labor is for the sake of ex

amining how far the analogy holds to participation in experimentati,on for mon

etary reward. Let us examine the case, then. 

Is the sale of the disposition over the use of one's body for research 

purposes conformable to the model of wage labor? For example, does the sub

ject have the right to sell (and does the researcher have the right to buy) 

such disposition, in research contexts? Is the rel.ation simply one of contract? • 

i.e., are the ethical \~uestions di,~solved into the legal relations of contract? \ 
,\ 

The attempt to specify the rights of research subjects (monetary or otherwise) '1) 

in thPr recent moves for the protection of such subjects is just the attempt to 
I 

resolve the ethical question into a legal one, by defining the terms under 

whid) such a; research a:~"rangement will have the form of a viable contract, 

namely 'an agreement entered into by the free consent of both parties. The def

inition of lIiriformed consent," for example, is patt of such an attempt. It 

proposes, hi effect, ,that if the:,lterms of' "informed consent" are met, then th~ - ,.-, 

rel ation does ctr;';titlJte a contract entered into with Ilfree power of choi ce 

without undue induceml~nt or any element of ... constraint or coercion. II 

Thi's,.in fact, bears ~)n the ethical question of free choice based on adequat~1 

knowledge 6f~i~ks and,benefits. 
/' /1 

So too, .,the requ'rrements, on the Y<"esearcher Il--

(/ 
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e.g., to provide a project of potentially significant benefit, and of competent 

research design, and the requirement for prot~ction of the rights and welfare 

of the subject, and protection from unnecessary risk -~ all address the ques

tion of moral justification of putting the subject at risk. The law, in effect, 

attempts to specify what the ethically acceptable conditions are, so that com

pliance with such conditions will connote not only that legal requirements 

have been met but ethical ones as well. That is to say, the conditions of a 

free contract are stipulated to be the knowledgeable and free consent of the 

research subject, his or her right withdraw from the experiment at any time, 

etc. The connotation here is that without adequate information, the contract 

i~volves deceit and is therefore morally repugnant. This moral repugnance of 

decelt or fraud is translated into legal constraints upon such practices. Since 

the paid research subject is undertaking a r'isk, one may say that this risk

taking capacity is what is being so1d (and bought) and that proper information 

in effect defines this "commodity." If it is not truthfully defined, then the 

buyer is in fact deceitfully buying something which the seller isn't selling 

freely 0; knowingly, and therefore there is fraud involved, and no proper contract. 

Since the conditions of informed consent, quality of the research project, 

competence of the researcher, review by a board, etc. apply equally to voluntary 

unpaid research subjects as well as to paid research subjects (hereafter, PRS'·s), 

this doesn't yet touch on the specific contexts of monetary reward. Whatever 

ethical objections there may be to the specific case of PRS's must relate 

direct1y to the matter of payment. Further, as will be seen, it is this context 

of payment which opens up questions of motivation and coercion, and questions 

of regulations, in a specific way. 
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If paid research subjects are analogous to wage workers, in selling 

disposition over specified uses of their bodies, then only those ethical ob~ 

jections which bear on wage labor in general will bear on this special case. 

But now we have to determine further whether the situation of a market ex

change is in fact comparable. What is being sold by the PRS is his or her 

risk-taking capacity, though of course in the specific sense of risk to the 

(normal) subject's biological (or psychoiog;cal) functioning. The subject 

agrees to put his or her body at risk, to one degree or another. 3 But this 

is comparable to risk-taking in other occupations as well; and in this sense, 

the PRS may simply be regarded as engaged in one of the dangerous occupations, 

and whatever ethical objections there are would pertain to all of these, with

out differentiation. The distinction between PRS's and other paid workers in 

dangerous occupations must be made on other grounds than calculation of risk, 

therefore. In many occupations where there is risk of life, limb or health, 

the moral justification is that the social benefits or the needs of society 

override the risk~ (e.g., in coal mining, structural steel construction, chem

ical and petroleum industry occupations, technology involving radioactive 

materials, etc.). Appropriate concern for the regulation and minimizing of 

such occupational hazards is regarded as the obligation of society and usually 

imposed upon the employer). Thus, regulation of risk, adequate compensation, 

insurance, and regulatory inspection are characteristic ways in which society 

copes with such hazardous occupations, and r2cognizes the responsibility for 

avoiding "unnecessary risk.1I In general, no ethical objection is raised to 

such occupations on the grounds that the worker is seen as having free choice 

in undertaking or refusing such a job; and society is content, therefore, that 

no lIundue inducement or coercion" is being practised. There is, however, a 
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shady side to this claim; for in high~risk jobs~ especially those of a more 

exotic nature ~- e.g., test~pilot, stunt~man, bodyguard -- the monetary com

pensation is sometimes pegged at a rate which constitutes an extraordinary 

inducement, and may be conceived of as a kind of coercion. ("Making an offer 

they can't refuse," so to speak.) But I will reserve discussion of this con~ 

text to the subsequent sections on motivation and coercion. 

If the PRS is to be distinguished from the worker in hazardous occupations, 

it must be because the natllre of the risk is different, since the degree of 

risk is, in most cases, considerably smaller for the PRS. What is of ethical 

concern, is whether one can willfully and knowingly subject one's body to disease~ 

or to biological harm -~ i.e., whether one may put one's health at risk for 

money. The intimacy of the relation between one's person and one's health or 

biomedical or psychological well-being is what is disturbing here. One cannot 

IIsell ll one's health, but one may sell the ability or capacity to put one's 

health or well-being at risk. In effect, the experimental situation is pre-

cisely one where the effects are not known and are to be discovered; and so 

risk is necessarily involved, as a concomitant of this ignorance. Thus, what 

the PRS is selling is just this capacity to put the body at risk deliberately 

and knowingly. This seems to me an important distinction, because it makes 

clear that it is not the body which is sold and bought, nor any part or product 

of the body. Rather it is disposition over the use of one's body for the pur

poses of putting it at necessary risk in an experimental situations' which is 

sold by the PRS and purchased by the researcher. And nothing less. 

The question at issue then becomes: "Is the capacity to risk one's health 

or well-being an alienable property of the person?" Whatever ethical objections 
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there may be must relate to this question, if in fact the participation in 

experimental research for monetary reward ;s to be seen in the context of a paid 

job, or on the model of wage labor. 

It is true that one may raise the same question with regard to hazardous 

occupations; and therefore it is interesting to consider why it doesn't seem 

quite right to put the two in the same category. A hazardous occupation also 

puts one's health, and even one's life or longevity at risk, often more so than 

does biomedical experimentation with human subjects. But it does so as a 

by-product of the purposes of the work. The test-pilot is testing the plane, 

and not his own raactions. (To the extent, however, that his own reactions 

in the test are monitored, he is an experimental research subject as well.) 

The coal miner is paid to mine coal; the stNctural steel worker is paid to 

build bridges or skyscrapers. Neither is paid to put himself at risk in order 

to see what the effects will be on his body or his health. Thus, though the 

hazards may be the same or greater than those which the PRS undergoes, what 

is being paid for and what is being sold is distinctive in the case of experi

mental research. Ethical objections which may arise in this context concern 

whether this more intimate aspect of one's person -- one's health or well-being 

-- can deliberately be put at risk rationally, i.e., freely and knowingly. Or 

whether the conditions for such rational risk-taking can be met, in the case 

of paid experimental research subjects. There is, it seems to me, no ~eneral 

question as to whether human beings have a right to put themselves at risk in 

this way. Human beings have a right to do whatever is necessary to preserve 

and improve human life, The argument that social benefits to humankind at 

large may override individual risks is also no general argument here; for one 

of the social benefits to humankind at large which perhaps outweighs most others 
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is the social benefit which accrues from respect for the life and well-beinJ 

of each individual person. Thus, since r believe it may be argued that human 

experimentation is necessary if it preserves and improves human life; and 

further, that such experimentatio~ needs to be regulated so that it respects 

the life and well-being of each individual subject, what remains to ve de~ 
~ 

termined is what the Gonditions are under which both of these desiderata are 

satisfied, especially in the case of PRS's. 

The ethical queasiness at using the human body for experimental research 

in general, is increased when it is done for money. Why? Because the ethical 

motives we tend to think justify such putting of one's health arid well-being 

at risk seem to be compromised here. If wage labor seems too "economic" a 

model for participation in paid experimental research, it is because we balk 

at regarding health or well-being as a commodity. If anything, since working 

for a wage is undertaken in order to preserve and improve one's life, to pro-

vide the means necessary for life and for its amenities, then work which 

deliberately risks this very goal seems self-contradictory in motive. But this 

leads me to the seco~d consideration, concerning motives and how these bear on 

the ethical qJestions at hand. Before proceeding, let me summarize the analysis 

thus far: 

It/hat is being sold and bought is disposition over the use of one's body 

for the purpose of putting it at risk with regard to effects on the health, 

well-being and pY'ospective longevity of the person. The question of whether 

this capacity to put oneself at risk in this way for money is an alienable 

possession of the person ~~ whether the person has a right to do so, or 

whether another has a right to ask or induce him to do so -- becomes an ethic.al 

question in the following contexts: 
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(1) Is the person freely and rationally undertaking the risk? (Informed 

consent, no coercion, etc.) 

(2) Is the risk such that the calculable effects amount to an alienation 

of the person as a whole? In which case) since the person's life and 

liberty are unalienable~ this amounts to the sale of an unalienable 

right, and is ethically objectionable. (One may rephrase this in the 

more pious language of "sanctity of life," or of the pel~son, but the 

consequence is the same.) 

(3) Is the researcher competently judging (and is the review board com

petently evaluating) prospective risks and benefits? And;s the 

principle of protection of the individual subject against unecessary 

risk being adequately exercised? These are at best heuristic con

siderations, since the specification of such qualitative terms as 

"competently" and "adequately" depend on the competence and adequacy 

of the judges in the matter, and therefore, on the state of the art. 

(4) Since the relation of PRS to researcher is one of contract, are the 

conditions (1) - (3), as ethical considerations, explicitly formulated 

in terms of legal requirements on the contract, so that it presupposes 

and embodies them? 

Thus far', the cons i dera ti on has been sangui ne wi th respect to some cruci a ~ 

ethical questions, which bear directly on the monetary context. The model of 

wage labor was adduced in order to put the matter into a form analogous to an 

acceptable contractual situation. But now we need to consider what may be 

ethically nbjectionable in a different way. This concerns the matters of motive, 

consequence and coercion. 
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Let us return to the question of whether there is a self-contradictory 

aspect of earning one's living by risking one's life (or, less traumatically, 

one's well-being). The usual analysis here is to balance risk against benefit. 

In hazardous occupations, generally, the judgment justifying the risk of life, 

limb and health is that the benefit to one's own life, from the monetary re

ward, outweighs the risk. Thus it is not self-contradictory to risk well-being 

for the sake of well-being, if there is some rcttional expectation -- i.e., a 

"good bet" -- that benefit will ensue. Th2 "good bet" necessarily involves 

imperfect knowledge of consequences, or it would be a "sure thing. 1I Therefore, 

compensation is presumably commensurable with r'isk, and no contradiction is 

involved. 

By contrast, it is often argued that what distinguishes risk undertaken 

for monetary reward from voluntary risk is that the motives are different. 

The first is, presumably, undertaken for one's own benefit, and the second for 

the benefit of others, or from principle. Thus, in the second case, an indi-

vidual calculation of risk/benefit is inapplicable, and the benefit of the 

individual ;s subordinated either (a) to the benefit of society or humankind; 

or to the benefit of some other individual; or (b) to some principle which 

transcend5 any considerations of benefit. The contrast is usually made between 

egoistic and altruistic motives, therefore, on the view that monetary reward 

connotes egoistic motives of self-benefit, whereas voluntary participation 

connotes benefit to others or selfless principle as the motive. But this breaks 

down; for one may work for money in order to support and satisfy the needs of 

others (one's family, or parents, for example); and one may be self-sacrificing 

entirely in the service of onels own ego. Since an investigation of motives 

is hardly feasible, in the case of PRS's, it is not a practical question. 
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But does it remain an ethical ~ne in principle, that needs taking into account? 

Is there a general consideration of motives which distinguishes paid from vol~ 

untary participation, if it cannot be simply the difference between egoism 

and altruism? For if monetary reward does not distinguish on these grounds~ 

what else could be involved? 

One move may be to contrast even the most altruistic case of PRS working 

for the benefit of others, from that of the unpaid volunteer, in terms of the 

degree of altruism. For example, a PRS may be the sole support of a large and 

destitute family, while a self-sacrificing volunteer may be doing it for the 

benefit of the whole human family, so to speak. Could we then quantify our 

motives in this way, then, by calculating how many people are intended to ben

efit, on one motive as against the other? Or whether the quality of the bene

fit is greater on one motive than on the other? Is working for the more ab-

stract and universa~ "good of society" a IIhigher" motive than working for one's 

own family? True, there are considerations of univp.rsality~ nobility~ selfless-

ness of motive here. But ethical theory can hardly be said to be cl&ar ali this 

question, and both ethical and decision-theoretical approaches to quantification 

here are little short of absurd. In any case, imagine a motivational calculus 

used to measure comparative degrees of altruism, in order to determine whether 

a PRS gets a high enough score on the altruism scale to warrant ethical clear

ance for the job! Obviously, what ;s at issue is some deeper concern that 

putting one's health at risk requires either a highly noble, self-sacrificing 

motive, or it cannot be justified; and that dOing it for money, (altruistically 

or not with regard to the uses to which the money may be put) somehow lowers 

the value of the motive, so that it cannot support the value of what is risked. 

Thus, the question Qf motive has bearing on the issue; if at all, only with 
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respect to the quality or value of the act of putting oneself at risk in an 

experimental situation. It is the relative merit of motive, in terms of what 
( f' 

is required by the ~ct, that gives motive what force it has in this consider

ation. For example, it would be inappropriate, or comical, to abstain from 

buying a newspaper on alternate Mondays, with the motive of preserving the 

northern hemisphere1s weather patterns (by saving Canadian forests). Such a 

motive would require a more significant act. Conversely, it would be inap

propriate to commit suicide se1f-sacrific;ng1y in order to ease the traffic 

congestion in the Sumner Tunnel. Such an act would require a more signifant 

motive. Thus, it might be argued that the act of putting one's health at risk 

is of such an order of value~ that only those with motives commensurate to 

the act should appropriately undertake it, or be asked to do so. 

Thus, motives, if they enter at all in considering ethical objections to 

participation in experimentation for monetary reward, enter only in terms of 

appropriateness to the quality or value of the act. But this would mean 

determining that only some motives are valuable enough, and others not; and 

that however altruistic the ultimate motives of the PRS with regard to the 

uses of the money paid, the very fact of payment degrades the motive to a less 

than acceptable level. Such considerations seem to me to be egregious, beyond 

practical determination, and also perhaps, morally arrogant. What is valuable 

in this consideration is, I think, that it points to the moral weight we put 

on the qua1ity of the act of putting one's health at risk. And this speaks 

most directly to what is ethically central. 

How does one assess the quality of the act, then, in distinction from the 

quality of the motives? One standard way is to judge it by its consequences, 
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and this gets us into risk/benefit analysis once again. For here, the con

sequences to the subject of the experiment are weighed against the consequences 

in terms of benefit to society at large. But this remains an empty calculation 

if the value of the risk is not well conceived. If it is simply a quantified 

determination of comparative pain and suffering~ on the health of one as against 

the health of untold millions, then the risk/benefit ratios, for any decent 

research proposal with any small hope of success, come out overwhelmingly on 

the side of benefits. It is only because we hold the risk of even one indivi

dual IS health and well-being in particular regard, that it has enough weight 

to count at all. And again, the question is why? For having determined 

earlier that such a capacity for risk is alienable, short of risking the per

son as a whole, and that under these constraints, this capacity may be sold; 

and having determined that neither egoistic nor altruistic, nor even degrees 

of altruistic motives mark off PRSls from unpaid volunteers; and further, having 

determined that even a calculation of cons~quences, for the sake of risk/benefit 

analysis, depends on the quality of the act of risks, we are left with the 

question of why we take such a risk to have the moral weight it does; and 

whether or not this bears at all on the question of payment for the act of 

undertaking the risk. 

In order to consider this question, let me propose a model which has 

certain analogies to "doing it for money" in experimental contexts, just as 

earlier I used the model of wage labor. What is required is a model in which 

the quality of the act is such that IIdoing it for money" puts it in eth"ical 

question. The model is prostitution, It may be interesting to see how far 

prostitution is like wage labor, in that it is the sale of a disposition over 

the use of one's body for a certain purpose, at a certain rate and for a 
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certain time. Similarly, the question may be asked whether one's capacity to 

engage in sexual activity is alienable, and may be sold. But that exercise 

has obvious moves, and needn't be gone througfl here. Rather, what ;s at issue 

is whether the quality of the act of sexual intercourse is such that doing it 

for money, or paying money for it is ethically objectionable; and if so why? 

I want to suggest that this model is revealing for a particular reason: that 

here, just as in participation in experimentation for money, what is being 

bought and sold ;s something which is taken to be so intimate to one's person, 

that there is something disturbing in the notion that it is alienable, as a 

commodity. In the model of wage labor, we are at the very least culturally or 

socially inured to the notion of one's labor act'ivity as a saleable commodity. 

But even here, Karl Marx's critique of alienated labor, in a capitalist economy, 

argued that such labor, or productive or value-cY'eating activity is the 

"essence II of being human; and that insofar as wage laborers have no control 

over the products of their "life-activity," and lose the right of possession 

over them, in selling their labor-power, they are separated from, or alienated 

from their very essence. ~Jhatever ethical objection Marx has to capitalism 

derives from this humanist view of labor. Whether we accept or reject Marx's 

political economy, or his theory of alienation, the model he proposes has been 

adapted to modern social life in a variety of contexts, and the term "alienation" 

has achieved (or been reduced to) notoriety in sociology, psychology, politics, 

industrial relations, management-theory, and in popular culture. What it 

suggests is what Marx called "reification": treating human beings as if they 

were things, and thereby, dehumanizing them. 

What is characteristic of the ethical objections to prostitution is that 

the intimacy, dignity, or love which sexual relations are supposed to express, 
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in a relation between persons who recognize each other~s humanity in this 

way, has been translated into the terms of an economic exchange, of money 

for services. Now it may well be that sexual relations, without payment, 

may also fail to express the qualities of the act which make it distinctive'y 

human -- that is, sex may be provided as a service, or as an obligation, or 

as a recreation without payment, and yet in an impersonal way. But the 

monetary relation appears to underscore and make fully articulate the quality 

of the act as a degradation of human relations. But again, why? Because it 

is believed that payment Y.'obs the relation of the voluntary character which 

it presumably should have, if it is to be fully human. That is, the fully 

human aspect of the sexual relation is that it is entered into freely by both 

parties, without coercion or domination; and therefore, that what is given 

is freely given. Insofar as the seller alienates the disposition over the 

use of her body, and the buyer possesses this alienated use, prostitution 

becomes a paradigm of alienation. 

Now one may argue that, as in wage labor, the form of contract is 

preserved, since both parties may, in fact, freely agree to contract for an 

exchange of services for payment. But it is just this displacement to the 

arena of exchange, i.e., the transformation of a hlJman relation into a com

modity relation, which puts the freedom of the contract in Q'..Iestion. Just 

as Marx argued that the wage laborers are not free to abstain from working, 

because it is the wages they receive for this work which sustains their lives, 

and they have nothing else to sell, so too, one may argue that the prostitute 

is not free to abstain from the sale of her services whereas the II client tt or 

IIJohn" .i2. free so to abstain. And that therefore there is constraint or 

coercion in the contract, and it is in effect, not a free contract, but rather 
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a relation of exploitation. One may argue against tris, however, that the 

prostitute is free to seek other employment; or, in present enlightened soci

eties, to be unemployed rather than ply her trade. Only where there is no 

other recourse, can one make a case for coercion on economic grounds. Thus, 

on this model, given the rather sanguine and ideal account of what the quality 

of the sex act ~hould be, and given the interpretation of prostitution 'as the 

alienation of a personal relation into the form of a commodity-money exchange, 

the ethical objection is that prostitution dehumanizes both parties to the 

exchange, in degrading an essential human relationship. 

Now to pursue the analogy to PRSls: first, one would have to characterize 

the capacity to put onels health at ris~' as an essential aspect of onels 

humanity. A simpler approach would be to characterize onels health or well

being as inalienable; but then, any mode of self-sacrifice or risk would be 

ruled out, if we characterized as inalienable anything at all which a person 

had no right to surrender. We have more narrowly d~fined it as that which may 

not be put at the disposition of another, for money. The sense of this dis

tinction is that we do not ethically rule out ~ mode of self-sacrifice, but 

rather regard such self-sacrifice as an ultimate, and Nen sacred free act. 

Thus, by a s't-range dialectic, we ordinarily regard the capacity to put onels 

health or life at risk, i.e., the capacity for self-sacrifice, as itself an 

essential human characteristic, and as ethically commendable. Moreover, we 

characterize an act as self-sacrificing only where it is free. We may regard 

it as irrational, when it is useless or purposeless, as when the agent out of 

ignorance of the facts, or the consequences, nobly sacri fi ces himsel f or he'r

self in vain. So imperfect knowledge may flaw the act in its intended benefit, 

but we retain respect for the intention. The quality of the act therefore, 
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like that of the sex act, is seen to be (a) its intimacy to onets very person, 

as being an aspect of the essence of the person, and (b) its free or voluntary 

character. The act done under constraint, therefore, loses this essential 

character, and its ethicu1 status. 

It is clear where such an argument is heading: the researcher and the 

PRS, in reducing an essential human capacity (to put oneself at risk) to a 

commodity, are in effect dehumanizing each other! Th~s, insofar as the PRS 

participates out of economic need, his act is not free but coerced; and there

fore, there is no viable contract in the exchange, but rather a relation of 

exploitation. 

Now this is a grim consequence. One may say that it deprives the needy 

PRS of an option to sustain and improve his or her life, and that of dependents. 

Further, it deprives the researcher of the opportunity to achieve prospective 

benefits for all humankind. And it characterizes the contract between re-

searcher and PRS as invalid and the relation as exploitative, and mutually 

dehumanizing. 

This is compounded by the plain fact that the range of PRS's are the 

disadvantaged -- the poor, Blacks, prisoners -- for whom alternative options 

are comparatively few. In short, even with informed consent etc., as means 

of protecting the subject from constraint or coercion, there is built-in 

coercion in the neediness of the PRS, and the availability of payment. But 

it is a coercion like that of wage labor, and even socialists do not advocate 

that employment cease, and that workers refuse to sell their labor~power. 

Rather, they argue that the system which requires wage labor u~der the 

coercion of need be transformed into one in which labor is a collective 
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responsibility of all, as a free act. The more realistic socialist will 

therefore argw2 that only with the overcoming of economic scarei ty by ad

vanced industry and technology"):an such a society be realized; and that, as 

Marx held, capitalism itself is th~ system which developed the':;'I~ very tech

nological and industrial capacities. 

Thus, on the stronge!)t ethical objection to "doing it for money" \'1e face 

a dilemma: on the one hand experimental research with human subjects is 

necessar-y for the preservation and improvement of the well-being of the 

species; but on the other hand, the only present means of conducting it are in 

fact coercive and exploitative. This dilemma can be IIresolved" in only 

three ways: (1) giving up paid subjects, and somehow making up the difference 

with unpaid volunteers (2) failing that, giving up all research but that which 

can he carried out with unpaid vo'lunteers (3) eliminating the economic need 

which is the coercive element in paid participation. I put the term "resolvedll 

in quotes, because none of the three alternatives is a solution, in present 

circumstances. The like~ihood of getting enough unpaid volunteers is zero, 

unless there is a massive effort to educate the public to this need, and to 

~ffect an ongoing "cris·js" mentality, like that which appears sporadically 

when blood bank or donor appeals are made urgently. The second, failing 

the first, and without such a massive reeducation, still fails to meet the 

desideratum of the necessity of research, though it could lead to a judicious 

cutting of research projects to the most essential, and to more rigorous 

requirements for tough evaluation of potential benefits. The third is so 

long-range a prospect that, though it is an important social goal, it doesn't 

resolve the problem in this century; and without the w~ssive education and 

change in the public, won't resolve it in the next, even if need is eliminated. 
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The conclusion I arrive at is that the strong ethical objection can be 

met realistically only by the most assiduous responsibility to minimize the 

coercive and exploitative element in the situation. And at the very least, 

to recognize it, be sensitive to it, and refuse to hide it, or hide from it. 

One model here is suggested by Hans Jonas, in an ideal form, in his paper, 

"Philosophical Reflections on Experimentation with Human Subjects."4 It is 

that the elites .. - e.g., the researchers, biomedical and behavioral personnel 

and staff, be, so to speak, the first to volunteer; that in general, those 

whom society counts as IImost val uabl ell and 111 east expendabl ell rather than 

IIleast valuable ll put themselves at risk, in what Jonas calls a "reverse order 

of availability and expendibi1ityll I believe this is ethically correct, but 

fails to resolve the problem, practically, (as Jonas also recognizes) and so 

remains in the realm of abstract morality. I have no clear solutions, on 

ethical grounds, for I believe there remains a dilemma he}'e, and its resolution 

requires both social change and moral reeducation which go beyond the contexts 

of the particular issue of experimental research, (though this context helps 

to throw the problem into relief). 

Finally, as to what ethical considerations, if any, enter into making 

government policy on these matters: it seems clear to me that legislation for 

the Erotection of human subjects is not only ethically unproblematic, from the 

point of view of what the government has a right to regulate; it is also 

ethical"ly required. Insofar as the government ought to operate for the benefit 

of its citizens, and not merely mediate between conflicting interests, or 

serve the powerful against those weaker, government legislation and agency is 

required for the regulation of experimental research with humans. 
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It may be argued that the biomedical profession should be self-regulating 

in this regard, being closest to the situation, and that government inter

ference will get things wrong. But the unrepresented party, in such a case, 

would be the PRS, who is unorganized, disadvantaged to begin with, and inip 

tially at least> unaware of his or her rights. In this regard, it would be 

part of the task of minimizing coercion if PRS"s orMth PRS's and unpaid vol

unteers It/ere organized, educated to their rights and to the needs and problems 

of research, and represented not simply in the contracting for services, but 

also in the Review Boards, and in hospital, local, state and federal commissions 

dealing with these issues, To set up committees, like that for the protection 

of prisoners, without prisoners as members, is to compound coercion with 

paternalism. The social benefit to be derived from such representation is 

that organized, articulate and educated subjects in research come to understand 

the task of research in a participative way, and begin to form the nucleus of 

an unalieni;lted population of subjects. Moreover, this very participation, at 

policy, review and administrative levels, ameliorates to some extent the 

dehumanizing effects of the commodity relationship, both for PRS's and for 

researchers. 

As to prospective restraint of trade, as an ethical question in the 

political-economic sphere -- i.e., is the government infringing upon the rights 

of contract among individuals by protective legislation? The ethical aim of 

di sal ienating the rel ati on bebmen PRS and researcher woul d argue agai nst any 

approach (such as characterization of protective legislation as being in 

restraint of trade) which would simply reinforce the commodity character of 

the relationship. In short the relationship between PRS and researcher needs 

to be socialized, and not further commodified. But mine is not a lawyer's opinion. 
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I. INTRODUCTION 

TWO IMAGES OF THE PRISON INFLUENCE. STRUCTURE 
AND THEIR MEANING FOR PRISONER PARTICIPATION 

IN BIOMEDICAL AND BEHAVIORAL RESEARCH 

In the law establishing the National Commission for the Protection of 

Hunlan Subjects of Biomedical and Behavioral Research, Congress asked the 

Commission to identify the requirements fo~ informed consent to participation 

in biomedical and behavioral research by prisoners, among other types of 

persons. Congress spelled out certain elements which make up the requirements 

of informed consent, one of which is the subject of this paper. Congress 

charged the Commission to investigate and study, among other things, the 

competence and the freedom of prisoners "to make a choice for or against 

involvement in biomedical and behavioral research." The law crf.!ating the 

Commissi'Dn also defined prisoner to mean individuals "involuntarily confin~d 

in c.orrectional institutions or facilities. 11 

It should be noted at the outset that correctional institutions and 

facilities are extremely diverse in nature, commonly ranging from city or 

county jails, state and federal prisons, but also including halfway houses 

and pre-release centers. ~his diversity is compounded because separate and 

parallel institutions are maintained for males and females, juveniles and 

adults. Any actempt to !feneralize about the nature of informed consent in 

such institutibns runs the risk of oversimplifying a complex issue and 

ignoring significant differences. 

This report will review what is known or believed to be an accurate 

reflection of the generel n.ature of, and major influences upon, social life 

and individual behavior in prison. The report will conclude with an assessment 

of some of the implications of these ideas for understanding the competence and 

freedom of prisoners to give informed consent. 
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II. THE SOURCES AND NATURE OF INMATE BEHAVIOR IN PRISON 

The separation of prisoners from the outside world raises a basic question 

that bears on their participation in biomedical and behavioral research. Will 

prisoners endorse and act upon the conventional values of civil society or 

will prisoners identify with and orient their behavior toward values in 

opposition to that of civil society? EXplaining why prisoners conform to or 

deviate from conventional values will require us to examine the influence 

structure of the prison. 

The prison is in many ways similar to most other complex organizations. 

It has certain goals and objectives such as social defense, deterrence, 

rehabilitation, and punishment. It has official rules and other social norms 

by which these objectives are to be achieved. It has an organization, both 

formal and informal, which spells out the relevant social positions, the 

channels of communication, the lines of command~ and the means of access to 

various resources. This organization largely det.ermines how the prison's 

resources, staff, physical plant, equipment, supplies, treatment programs, 

and inmates, are utilized in the performance of its distinctive functions. 

Traditional patterns of authority are maintained in prison by social 

norms prescribing different roles for the occupants of different positions. 

Two distinct sets of norms can be identified. One is the set of norms endorsed 

by the staff and officials of the prison. These norms include the laws of 

civil society. In addition, there are the prison's official rules that routinize 

most inmate activities: the time for bed and waking, the food to eat, the work 

to do, the uniforms to wear, the visitors to see, the kind of haircut to have, 

etc. There is also a code of ethics, usually informal, requiring that inmates 

avoid alliances with each other, that they do their "own time," that they 
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refrain from speaking to officers unless spoken to, that they address officers 

as mister, and that in many other ways they manifest their subordinate and 

solitary position. The same laws, rules, and code of ethics also ensures 

the superior position of staff in their dealings with inmates. 

Seemingly running parallel to the official organization of the prison 

is an un~official society or social system regulating inmate conduct with 

respect to focal concerns such as length of sentence, relations among prisoners, 

contacts with staff and other officials, food, and sex, among others. The 

inmate society has its own norms that are endorsed primarily by the prisoners. 

The origins of the prisoner's code and its content are a matter of dispute~ 

as we shall see. Inmates have also developed an ethic which enjoins them 

not to help the staff, not to squeal on their fellow prisoners, to be loyal 

to all prisoners, and to resist staff interference in prisoner affairs. 

Unlike the official rules and regulations of the prison, the inmate 

code does not demand uniformity of behavior on the part of prisoners. The 

inmate code encourages symbiotic relationships between staff and prisoners 

that unites the inmates, increases their power, and aims at subverting the 
1 

official system. 
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III. A. THE SOURCES OF ,IRISON SOCIETY: THE PAINS GF IMPRISONMENT 
2 

It is generally agreed even among those who otherwise disagree that 
3 

in American prisons an inmate society and code of behavior and attitudes 

exists. One image of the society of prisoners is implied in the notion of 

the "total institution." Though prisons are only one of many k1..nds of total 

institutions in society, in the pop alar mind they have almost become 

equivalent. 
4 5 6 

Sykes and Sykes and Messinger have most clearly stated the 
7 

inspiration and implications of this view of prisons. 

Custody, in the view of Sykes and Messinger, produces lithe pain~ of 

imprisonment." A person's self is mortified (as Goffman terms it), his 

possessions removed, his usual appearance is stripped away, he undergoes 

social degredation, and a loss of autonomy. 

A loss of autonomy results from the fact that the inmate is subjected to 

a vast body of rules and demands that are designed to control his behavior 
8 

in minute detai.1. "Most prisoners", Sykes continues, "express an intense 

hostility against their far-reaching dependence on the decisions of their 
9 

captors and the restricted ability to make choices •.• " In brief, the rigors 

imposed on the inmate by the prison officials do not represent relatively 

minor irritants which he can somehow endure: instead, the conditions of 

custody involve profound attacks on the prisoner's self image or sense of 

personal worth by depriving the inmate of 1ib~rty, goods and services, 

heterosexual relationships, security, and autonomy. 
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B. THE NATURE OF PRISON SOCIETY: THE PRISONER SOLIDARITY IMAGE 

In 'terms of this imagery, prison society develops in response to the 

problem faced by all convicts of mitigating the pains of imprisonment. Prison 

saciety manifests all of the characteristics of a society; social structure, 

conduct nor.ms, and values. "As a population of prisoners moves in the direction 

of solidarity, as demanded by the inmate code, the pains of imprisonment 
10 

become less severe." 

Prisoners cJ.assify each other, and grant deference and respect, in terms 

of conformity to or deviation from the inmate code. In this sense the inmate 

code is thought to operate roughly as the le3al code ~ay function in free 

society as the basis for the distinction betw<!en them and us. Near the top 

of the social ladder is the E!ght,~J[ or the real con; the one who most 

nearly obeys the norms of the prisoners society. The inmate who allies 

himself with the guards and prison administration may be called a square 

John; he is presumably on the periphery of the inmate world. Nlear the 

bottom of the social ladder is the inmate known as a rat or a squealer who 
11 

violate the norm of loyalty to fellow prisoners by betrayal. 

The prime directive of the inmate code is group cohesion. Prisoners 

support one another against the offici~ls; prisoners reject their rejectors. 

An important way of manifesting thts attitude of rejection is by withholding 

their cooperation from the staff and administration, and by refusing to 

become committed to the conduct and values which the staff hold and which 

the staff prescribe. 

Ostensibly the norms of the code are in conflict with those of the official 

rules of the prison but in fact adherence to the norms serves official 

purposes, as many writers have observed. The system of accommodation not 
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only serves the administration's purposes and the aims of a few convi~t 
12 

leaders, but it is also re'l7arding to the average convict. Order is 

maintained and the convict is prot~cted from the depredations of other 

prisoners, Ilis dignity is strengthened and his self-respect restored. 

In return for private rewards, inmate leaders exercise a moderating 

influence over the inmate masses which in turn enable the custodia~ staff 

to maintain order more effectively. However, the accommodation between 

leaders and staff has some negative consequences. The mass of prisoners 

depend upon inmate leaders to gain adVId,llJ.tage-.s, priviledges, and to avoid 

violence but this only increases a sense of powerlessness for most inmates. 
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C. IMPLICATIONS OF THE PRISONER SOLIDARITY IMAGE OF PRISON FOR INMATE 
PARTICIPATION IN BIOMEDICAL AND BEHAVIORAL RESEARCH 

From the perl:>pacti,ve of the prisoner solidarity image of prison life, 

the principle influence over inmate behavior is the prison peer group. 

Typically, pressure to conform to the inmate code means pressure to conform 

to criminal values. These values generally stand in opposition to the values 

of all civil societies and are based upon a rejection of the notion of civil 
13 

society. 

Inmate leaders, though they do in fact deviate from the prisoner's code, 

are granted special prive1edges by the administration in exchange for 
14 

maintaining order. Leaders would seem then to have little incentive to 
14a 

participate in biomedical and behavioral research. 

Among the prisoner masses there are four general adaptat~~ns to prison 

life that inmates may take with generally different implications for participation 

in research. It is quite likely that the same inmate will employ different 

lines of adaptation at different stages in his career in prison and may even 
15 

fluctuate between different adaptations at the same time. 

One tack that inmates may take, as implied above, is to conform with 

varying degrees of intensity to the demands of the inmate code. Though they 

suffer privations and see all about them deviations from the code, these men 

would most likely forego participation in biomedical and behavioral research 

because of their commitment to a code that rejects conventional values and 

cooperation. 

Second, inmates may deviate from the norms of the prisoner's world. 

Most likely participation in res.aarch would constitute a form of deviation. 

But we have in mind those inmates who deviate from the more general and 

explicit code of prisoner ethics ("squealer" or "rat" for. example). By 
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virtue of their deviance they are excluded from the system of exchange and 

commerce that is the prisoner's world. The rather severe deprivation of goods 

and services that results may be so great that ·t.hey will volunteer as a subject 

in biomedical and behavioral research for materialistic reasons. An increase 

in nature and quality of rewards for participation could increase the 

likelihood of participation and help wean the inmate from the criminal value 

structure. 

While the adaptations that have been mentioned represent coherent 

courses of action it is likely that few inmates pursue them with any degree 

of rigor over the course of their imprisonment. Most prisoners most of the 
16 

time adapt by "playing it cool", as Goffman refers to it. This involves 

an Opportunistic combination of conformity and deviance so played as to 

maximize the inmate's chances of getting out of prison psychically and 

physically undamaged. Participation in research for these prisoners depends 

on the costs and benefits not of the research but to them in terms of their 

life in prison and their chances of getting out. The rate of pay for subjects, 

the perquisites of subjects, boredom, and a host of other real and imagined 

considerations weigh in their decision. An increase in the nature and quality 

of rewards for participation could increase the liklihood of their participation 

and also help wean them a~yay from the criminal value structure. The inmates 

also h~ve an incentive to participate in biomedical and behavioral research 

because participation serves a more subtle p~ychological purpose. Within 

the total institut:lon and the deprivations associated with it, the attainment 

of even minor gratifications granted to participants in research, taken for 

granted when the inmate was outside the prison but now prohibited by formal 

institutional rules, takes on an importance which transcends their specific 
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value to the inmate; the attainment reaffirms the inmate's sense of being 

an individual, a man capable of autonomous action, and able even to take 

risks to satisfy his needs. The absence of research for which they could 

volunteer and be rewarded would only increase their dependence on inmate 

leaders and increase their sense of powerlessness. 

The final adaptation is utilized by those inmates who, from the 

prisoner solidarity perspective appear never to endorse or act upon the 
17 

convict code or identify themselves as criminals. The "square Johns" 

as they are known in the prison argot take over completely the official 

staff view of prison life and try to act out the role of the perfect 

prisoner. This group of prisoners may volunteer to serve as research 
18 

subjects for altruistic as well as pragmetic reasons. 
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D. THE SOURCES OF PRISONER SOCIETY: SUBCULTURAL IDENTITIES 

A competing image of prisoner society lacks the compelling imagery of 

the total institution but nonetheless commands great support. This image 

sees less solidity in prisoner society and greater diversity of norms and 
20 

values. The sources of this diversity are the subcultural identities 

of the prisoners. This viewpoint draws its inspiration from the ~rinciple 

that people in a society (including those who spend time in prison) derive 

many of their understandings, their personal and shared expectations, and 
23 

their "social construction of reality," f~om groups and subcultures other 

than the one in which they are presently involved. The shared understandings 

may, at the least, offer potentially latent resistances to new groups and new 

ways of behaving. Even though they may be currently situated in a prison, 

inmates' reference groups may be family, friends, or associates who are 

outside the prison. The inmates may identify with these groups and not 

with the prison culture. 

This image of prison life acknowledges that prisoners comply with the 

rules of their fellow prisoners (that is, generally consistent with the 

inmate code and prisoner roles). But this kind of compliance need not have 

any deep personal significance for the prisoner; characteristics that have 

this deep personal significance are less sensitive to interpersonal influence 
21 

and man.ifest less variation from one situation to another. For many inmates 

(and other persons), characteristics that have deep personal significance, 

such as their self-conception and their value orientation, may be anchored 

in groups outside the prison and may survive (and help the inmates survive) 

even the pains of imprisonment. For many prisoners their self-conception and 

their value orientation may antedate their prison experiences. Characteristics 
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of deep personal significance are learned and develop in social groups; the 

family, occtlptations, schools, gangs, etc. "Inmates may bring a culture with 
22 

them into prison." 
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E. THE NATURE OF PRISONER SOCIETY: THE PRISONER DIVERSITY IMAGE 

Prison, rather than homogenizing inmates, allows for a certain amount 

of differentiation and conflict among the inmates in terms of values and 
23 

norms. If the influences that create and support this diversity and 

conflict are to be understood, Irwin and Cressey suggest that it may be 

both necessary and helpful to divide inmates, and the shared standards 

that influence them, into three rough categories: those offenders in 

prison who are oriented to an outside criminal subculture, those who are 

oriented to the prison subculture itself, and a third group that is 
24 

oriented to outside conventional or legitimate subcultures. 

The career criminals, sophisticated criminals, and professional thieves, 

owe their loyalty and commitment to criminal subcultures outside of the prison. 

This group, generally referred to as "thieves II , share values which extend 

rather broadly to offenders elsewhere. Members of the lIthiefll subculture may 

assume the lIright guy" role in prison. They subscribe to the notion that 

criminals should not betray each other to the police, should be reliable, 

wily but trustworthy, cool-headed, etc. In the thief subculture, offenders 

who are known as "right" or "solid ll are those who can be trusted. As a 

result they enjoy high status. 

Thieves must face the recurrent problem of imprisonment. They assume 

they will be arrested from time to time; this is an occupational hazard. 

The subculture which they share provides them with behavior patte'rns and 

attitudes to be used in order to minimize as much as possiLle the effects of 

arrest, trial, and imprisonment. They have information on the "proper ll way 

to und~rgo the prison experience, how to do their time successfully and 
25 

with the least possible suffering. 
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It should be borne in mind that the members of this group share a 

commitment not to prison life but to criminal lifestyles. The status they 

seek and the deference they pay is to the broader criminal world of which the 
I~ 

prison is only a part. Thus, while other convicts may assign thieves a 

high status because they admire th(Lil, thieves a.re not interested in becoming 

heavily involved in the criminal machinations and rackets of the prison. 

Instead, the priveledges they are after are those that will make prison 

life more pleasant; an easy job, extra food, maximum recreation, a little 

privacy. This is not to say that they will not violate prison rule,s -

they do. They will deal in contraband or food when it will serve their 

needs. But their objectives are to do their time and to get out, not to 

acquire prison - derived status by demonstrating their ability to manipulate 

the prison environment, to run rackets, or to dominate others. 

The second group of inmates is referred to as "convicts" and they are 

oriented primarily to the "convict" subculture. A convict subculture flourishes 

wherever men are confined. It can be found where men are confined; not only 

in city jails and federal and state prisons but also in P.O.W. camps, army 

stockades, concentration camps, and even mental hospitals. Organizations in 

which men are incarcerated are characterized by deprivations and limitations 

on freedom that leads to efforts on their part to manipulate the environment, 

win special priviledges, and assert influence over others. 

Members of the convict subculture are likely to be inmates who have 

long records of confinement in institutions; their confinement is likely 
26 

to have begun at an early age. They have become so conditioned to 

institutions that it has become a way of life for them. Consequently, they 
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seek positions of pcrwer and influence in the prison making use of knowledge 
27 

and skills they bave developed in other institutions. They participate 

in rackets, sell food, clothing and information. Their status derives from 

their ability to manipulate the staff and other prisoners. They are known 
28 

as "shots 1.1, "politicians", "merchants", "hoods", "toughs", or "gorillas". 

Members of the convict subculture, li.ke thieves, seek priveledges. 

The difference is, however, that the convict seeks priviledges which he 

believes will enhance his position in the convict subculture. He! also 

wants to do his time as easily as possible but compared to the thief the 

priviledges he seeks are not only for his own comfort but also to increase 

his power, his store of goods, or to increase his freedom within the 

prison. An easy job would be desirable because it is easy and also because 

the inmate demonstrates that he can get the job. 

Finally, there are prisoners who are oriented to a "legitimt.Cl" 

subculture outside the prison; their reference groups are family and friends 

outside. They have no loyalty or commitment to the values of thieves or 

convicts, or if they had, they rejected it. They are often unprepared for 

prison life and must take i': as it comes. They seek status through means provided 

by the prison administration, through active participation in "constructive" 

activities such as editing the prison newspaper or by running for election 

to the inmate council. 

This group of inmates generally conform to what they think admini.strators 

expect of good prisoners. They isolate themselves or are rejected by the 

convict and thief subcultures. They are oriented primarily to achieving goals 

in prison through means which are legitimate both within and outside the 

prison. 
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F. IMPLICATIONS OF THE PRISONER DIVERSITY IMAGE OF PRISON FOR INMATE 
PARTICIPATION IN BIOMEDICAL AND BEHAVIORAL RESEARCH 

The prisoner diversity image of the prison implies that there is no 

single dominant influence over virtually all inmates, as suggested by the 

other image. Adaptation to prison life is mediated by subcultural values 

and reference groups. One of the reference groups discussed is basically 

0riented to life within the prison. Those who maintain their basic 

orientation to life outside may be further divided: those who generally wish 

to maintain their life styles and their id.entities, and those who desire to 

make significant changes in their life styles and their identities. These 

group8 exercise great influence 011 prisoners behavior and bring pressure to 

bear to force conformity to their norms and values. Three groupings of 

inmates were discussed; two of which (the convict subculture and the thieves 

subculture) ,,70u1d seem to s.hare values that appear at first blush to be 

indifferent to participation in biomedical and behavioral research. O~ly the 

values of the legitimate subculture would seem to support participation as 

a subject in research. 

But as we have seen, it is necessary to disti~5uish individual adaptations 

to prison from group identities, especially in trying to assess the implications 

of the prisoner diversity image for participation in biomedical and behavioral 

research. 

For the inmate masses, there are three basic ad.aptations to life in 

prison; "doing time", "jailing", and "gleaning". Not all convicts can be 

classified in these terms. Some fail to cope and commit suicide or become 

psychot~c. Some vacillate from one to the other, and others appear to be 

following two or three of them simultaneously. 

"Time doers" try to maximize their comfort and luxuries and minimize their 
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discomfort and conflict and get out as soon as possible. Doing time is 

characteristic of the thief in prison but it appears to be the major 

adaptation of inmates generally. The emphasis on getting out as soon as 

possible has lead "time doers" in recent years to "program", that is they 

follow (at least nominally) a treatment plan that has been outline by 

the treatment staff, reconunended. by the classification board, or devised 

by the inmate himself. It is generally believed that to be released on 

parole as early as possible an inmate must "get a program." Similarly 

it is apparently believed by some inmates that participation asa volunteer 

in biomedical and behavioral research is considered favorably by parole 

boards in their deliberations. Whether these beliefs are "true" or not 

is somewhat beside the point. In many cases what people believe to be 

true is the basis of their behavior and the foregoing is no exception. 

Some inmates who are adapting to prison by doing time will participate 

in biomedical and behavioral research for this (possibly erroneous) reason. 

They may also participate in order to enjoy luxuries and perquisites that 

are difficult to obtain otherwise. While participation will not necessarily 

influence their criminalistic philosophy and behavior, it may make life 

in prison a little more bearable. 

Another adaptation that· may be utilized by inmates to cope with life 

in prison is "jailing". Inmates 'tt?ho do not retain or who never had any 
30 

conunitment to outside social worlds tend to make a world out of prison. 

This is the characteristic style of the state raised youth. For jailers, 

luxuries are not, as for most other prisc,ners, ends in themselves. Luxuries 

have an instrumental value as well. The rewards of consumption exist along 

with the additional reward of increased prestige in the prison society 

4-17 

I 

I 



31 
because of the display of affluence. This suggests that for those 

inmates who jail, how you get luxuries is about as important as the 

luxuries themselves. If, as seems likely, this is the case, then participation 

of jailers in biomedical and behavioral research is improbable for two 

reasons. One, participation implies cooperation with the staff and is a 

violation of the convict code. Second, participation in research does not 

require the use of manipulative skills so highly esteemed by jailers as a 

means of acquiring scarce goods and services. 

Gleaning is the tact taken by inmates who choose to radically change 

their life styles and their identities and follow a sometimes carefully 

devised plan to better themselves using whatever resources exist in the 

prison to do this. Gleaners read, pursue formal education, may learn a 

trade through vocational education programs or job training, take university 

correspondence courses or regular college courses when available. They try 

to improve themselves in other ways. They may develop their social skills 

and physical appearance. 

Gleaners tend to cut themselves off from their old friends or other 

persons with criminal identities. However, their new identity must be 

acceptable to their older view of reality; the future they are preparing 

for cannot be the humdrum life that they rejected when they became part 
32 

of the criminal world. Insofar as participation in biomedical and 

behavioral research has some direct benefit to the gleaner, either while 

in prison or in terms of their future, inmates who take this tack could 

be expected to volunteer. 
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IV. THE PRISON INFLUENCE STRUCTURE AND THE COMPETENCE AND FREEDOM OF 
PRISONERS TO GIVE INFORMED CONSENT TO PARTICIPATION IN BIOMEDICAL 
AND BEHAVIORAL RESEARCH 

We have briefly outlined two views of influences on prisoners and prison 

life, noting some differences and similarities between them. We also briefly 

examined the possible implications for prisoner p~rticipation in biomedical 

and behavioral research of these two views. In this concluding sectj,on we 

shall examine the major issue. Here we shall look briefly at what the two 

images of prison may suggest about the competenc.e and freedom of pr:lsoners 

to give informed consent. 

A. THE NATURE OF INFORMED CONSENT 

One of the leading cases on informed consent and institutionalized 
'33 

persons is John Doe v. Department of Mental Health for the State of Michigan. 

In this case, the Circuit Court for the County of Wayne~ Michigan examined 

the elements of informed consent from the perspective of a patient involuntarily 

committed to a mental hospital and held that he is incapable of giving such 

consent. In assessing the impact of the prison influence structure on prisoners 

ability to give informed consent, it may be useful to review the court'S 

arguments in the Doe case. 

In the Doe case the court looked at competency, knowledge and voluntariness, 

basic elements of informed consent, through the eyes of the involuntarily 

detained mental patient. Competency, the court said, requires the ability 

of the subject to understand rationally the nature of the experimental procedure, 

its risks, and other relevant information. In the court's opinion, mental 

patients lack the requisite competence to consent, although its arguments 

seem tautological and ill-informed. 

The court argued that the very nature of their incarceration diminishes 
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the patient's capacity to consent, the first element of informed consent. 

He is vulnerable as a result of his mental condition, the deprivation st;emming 

from involUi.\tary confinement, and the effects of "institutionalization". Even 

though the patient may be intellectually competent to make a decision, the 

routine of institutional life where most decisions are made for him b} the 

staff and administration may apparently reduce the capacity of the patient 

to make a decision. Furthermore, the court observes, institutionalization 

tends to strip the individual of the support which permits him to maintain his 

sense of self-worth and the value of his own physical and mental integrity. 

The second element of an informed consent is knowledge of the risk involved 

and the procedures to be undertaken. The court apparently feels this may 

be a serious problem with regard to consent particularly when experimental 

procedures are involved end the nature of the risks are unknown even to 

the experimenter. 

The third element is voluntariness. The court returns to its earlier 

argument that involuntarily confined patients live in an inherently coercive 
34 

atmosphere. By this the court seems to mean that (1) the patientrs freedom 

from the institution may depend upon his cooperation with the authorities; 

(2) the patient's freedom within the institution may depend upon his cooperation 

with the authorities; and (3) the patient's position in the institution is 

inherently inferior to that of the doctors and the administrators. For these 

reasons a patient could not voluntarily give informed con.~~nt, the court 

concludes. 

B. INFOR~ED CONSENT IN PRISON 

Examination of the elements of informed consent in the light of knowledge 

of the prison influence structure leads to a somewhat different conclusion than 
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the court in the Doe case reached with regard to involuntarily committed 
3-5-

mental patients. 

As regards the competence of prisoners to give informed. consent, the 

Doe court seems to see this as (1) a question of the prisoner's loss of 

autonomy to make day-to-day decisions and (2) the stripping away of the 

prisoner's identity. The thrust of both the prisoner solidar1ty image 

and the pri.soner diversity image of the prison is that the inmates are, 

despite the rigors of imprisonment, able to ma:!.ntain or develop an 

identity, though there is a difference of opinion as to the so'urce or 

origin of that identity. The prisoner solidarity view of the prison is 

more likely to see the inmate's pre-prison identity as left at the p~ison 

gates; similarly, this viewpoint sees inmates as more generally bddng 

in autonomy than does the prisoner diversity image. Both images are in 

agreement that both staff and p~isoners share power and influence within 

the prison, though they are by no means on an equal footing. The meaning 

of autonomy as used here in terms of the accommodation between s~aff and 

inmates is an empirical issue that cannot be resolved at a theoretical level 

with any degree of certitude. However, given the level of agreement between 

the prisoner diversity and the prisoner solidarity images on this matter, the 

burden of proof is on those who would deny that prisoners have sufficient 

antonomy to give informed consent. 

We would suggest, furthermore, that to see autonomy in prison in 

categorical terms (either inmates have autonomy or they do flot have autonomy) 

is too simplistic. We believe that concept of "elastic aut,onomy" fits the 
36 

prison better than the older notion of autonomy. Elastic autonomy means 
37 

that autonomy is neither fixed nor inherent in any given position. Rather, 
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38 
it depends upon the situatton and the inmate's behavior and can contract 

and expand. At the least the notion of elastic autonomy in prison reminds 

us that some prisoners have sufficient autonomy (while by definition some 
39 

prisoners may not ) to meet the criteria of capacity to make a decision 

regarding their participation in biomedical and behavioral research. 

The second element of an informed consent is knowledge of the risk 

involved and the procedures to be undertaken. Meyer claims this knowledge 

is absent and reviews a study of the know'ledge of volunteering and non-
40 

volunteering prisoners to support his conclusion. Like most of his 

other non-economic conclusions, this is hastily arrived at and without 

careful a.nalysis. He argues that the study's finding. that volunteers' 

comprehension of the risks of a malaria project in which they will 

participate is little different from that of nonvolunteers, is the result 

of doctors who cannot communicate with laymen plus the below average 

educational level of the inmates. Even granted that these problems exist 

and may interfere with regard to the details of experiments, they can be 
41 

corrected., and are not a serious barrier to prisoners giving informed 

consent. 

The third element in informed cons~nt is voluntariness. There is no 

doubt a prison is an inherently coercive atmosphere in the three senses that 

the term was used in the Doe decision and discussed above. But the real 

question is whether the inherently coercive atmosphere of the prison is so 

repressive as to negate the possibility of prisoner's voluntarily giving their 

consent. BQth the prisoner solidarity image and the prisoner diversity 

image of the prison are in agreement that the notion that the staff and 

officials have complete authority and power over all decisions in a myth. 
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The two images of the prison are also in agreement that the prisoners have 

a great deal of power and influence in how the prison is run. Here again, 

the relative influence of inmates and staff over decisions by inmates to 

volunteer or not to volunteer is an empirical question that cannot be 

otherwise answered with any degree of theoretical certainty. And if 

necessary, it seems likely that mechanisms could be developed in the prison 

for insulating experiments and the process of volunteering from pressures by 
42 

both staff and other prisoners. But again, the burden of proof is on those 

who would deny that prisoners can voluntarily give informed consent. 

In summary, the state of our knowledge of prison and prison life is 

fragmentary and sometimes contradictory. But in terms of the two major 

viewpoints we have reviewed there seems to be a rather strong implication 

that prisoners have the freedom and competence to give informed consent. 
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Animals" Society, Vol. 11 , No.5 (1974) pp. 60-66. 
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39. The concept of elastic autonomy should not be thought to exclude the 
approximately 10 percent of the prison population that may be mentally 
retarded (Bertram S. Brown and Thomas F. Court less , The Mentally 
Retarded Offender (Rockville, Md: National Institutes of Mental Health, 
1971)). Dealing with the mentally retarded as though they were all 
the same is as unproductive as dealing with prisoners as though '.::hey 
were all the same. 

40. Meyer, op. cit., pp.17-l8. 

41. See Mills and Morris, ~.cit., p.66 recommending a prisoner advisory group. 
There are other equally and perhaps even more satisfying explanations of 
the volunteer - non-volunteer study results. One is to be found in the 
generally high esteem in which we hold experts. Another is the view 
of the medical experiment as a "substitute parent". See Arnold, at al., 
.2,£. cit., p.l023. 

42. See footnote ~o. 41. 
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AN ACCEPTABLE CONTEXT 

FOR BIOMEDICAL RESEARCH 

by John Irwin 

Most of the arguments against biomedical research em prisoners which have 

been presented to or discussed by the commission may usefully be sorted into 

two main categories - which are actually a soft and a hard version of the same 

argument. The hard argument, briefly stated, is as follows: liThe prison milieu 

is so brutal, degrading, and coercive; and drug research itself is rife with insidious 

dangers and implications that the very idea of biomedical research in prison is 

repulsive and intolerable." This version is not difficult to counter. In the first 

place the conditions of imprisonment are variable and, therefore, changeable. 

Moreover, the level of brutality, degredation, and coercion to a great extent have 

been related to the particular prison's or prison system's autonomy and isolation. 

Not permitting research in prisons, categorically, contributes to this situation of 

autonomy and isolation, and the continuation of the most undesirable aspects 

of imprisonment. All penetration into the prison enterprise generally mitigates 

these undesirable conditions. 

In addition, biomedical research is itself variable. It has ranged from tests 

of highly toxic and dangerous drugs to the most benign cosmetics. As in the 

case of undesirable conditions of imprisonment, permitting drug companies to 

operate with autonomy and in isolation has encouraged irresponsible research 

on drugs. Accreditation and review of research procedures and protocols have, 

I suppose, generally reduced the potential dangers to a tolerable level. When 

this is so, and only when, we are willing to permit research on some human 

subjects. The question becomes then, why not prisoners? Because, the argument 

must be, that there are specifl conditions which obtain in the prison context that 

will not permit the degree of voluntary action upon which we insist in order to 
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permit drug research, And this is the isoft version of the argument against bio

medical research in prison. Expanding it slightly; lithe prison context has a 

variety of obvious and very subtle coercions which are deeply inbedded in the 

prison processes. Since there are some dangers in biomedical research, though 

they may be minimized greatly by accreditation and review processes, we must 

insist on experimentation onl~ on persons who are free or nearly free from 

coercion, and this is nut true of prisoners." 

The response to this argument begins by proceeding in the same direction 

as that to the first. The prison condition ~: variable and cnangeable. To this 

must be added that all human subjects are never totally free or coercions. There 

are always obvious and subtle pressures operating in all social contexts. In 

addition, denying the opportunity to prisoners to volunteer for biomedical 

research when this opportunity is afforded to other persons is in fact directly 

reducing the amount of voluntarism which prisoners may excercise. 

Furthermore, repeating another aspect of the response to the hard argument, 

taking away drug programs eliminates from the prison context one of the few 

outside, somewhat autonomous, components which can and should have an 

amelorative impact on the prison process. It must be admitted that it does not 

necessarily have this impact. We could imagine, and probably find many ex

amples of, instances in which drug companies and prison administrators cooperate 

fully in pursuing their own separate and unacceptable courses of action r each 

agreeing covertly or overtly not to interfer with the others operations. In fact, 

this seems to be partially true of Jackson prison. The drug programs were to a 

great extent islands within the prison context. Each separate enterprise - the 

prison and the drug research - had carved out sflparate spheres in which ~:hey 
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operated relatively autonomously. For instance the drug companies left to the 

prison administrators the final say on eligibility and the prison administrators 

took no interest in approving the drug protocols. 

Even in this situation, which is definitely improvable, there was some degree 

of beneficial impact on the prison operation and the life of the prisoners. At 

least there were outside observers who had different invt1stments, perspectives, 

and purposes, and who, therefore, exercised (]nformally a.nd weakly perhaps) 

some degree of restraint on possible excessive abuses towards prisoners, and some 

influence in humane directions. Moreover there are structural arrangements in 

which the beneficial impact of outside interests on the prison operation is max

imized. These will be discussed below. 

Consequently biomedical research on prisoners should not be denied ca\te

gorically, but permitted under speci~ic conditions. In this way, it is my opinion, 

the abuses can be reduced to an acceptable level and other benefits can be gained. 

What is required is to adopt, not the contract model as opposed to the fidiciary 

model, which was suggested by one of the commission members, but ~ rights 

model instead of one of paternalism. Denying prisoners the right to volunteer 

when they have requested that they be given this right, because the government 

or some representative body of the government believes that they are not capable 

of making the choice is more a paternalistic decision than a fidiciary one. A 

contract model suggests that the contractors be <!,llowed to strike their own 

bargain. This may be acceptable in a free market place where agents of relatively 

equal power operate. However, in the case of prisoners bargaining with prison 

authorities or drug companies, because of the extreme disparity of power, some 

protections for the weaker partit~s must be built into the arrangement and this 
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requires a human or civil right~ approach in which minimal rights are established 

and guaranteed through the exercise of government power. 

This, in my understanding, has been the historical approach to defining and 

then implementing rights and freedom. These concepts are relative and elusive, 

and more often have been approached indirectly by locating those conditions -

such as the tyrannical power of the church or state, or the exercise by private and 

public institutions of systematic discrimination against races of people - which 

reduce or restrict them than by specifying directly what constitutes a state of 

freedom. 

In the prison setting there are several obvious and less obvious restraints to 

voluntary action which impinge upon biomedical rssearch and which are not 

present, at least to the degree to which they are in prison, in the outsiQ\~ social, 

political context. I would argue further that these special prison coercions or 

restraints on freedom which obtrude into the biomedical research issue are not 

essential in the operation of a system of incarceration or essential to the accom

plishment of the legitimate goals of incarceration. Therefore removal of these 

restraints is possible, consistent with the operation of an effective system of 

incarceration, and generally ameliorative in regards to the undeEirable conditions 

of imprisonment. Moreover, I belie're, the removal would make dr,ug research 

consistent with the values and concerns of the commission. 

To fully implement the (..:ivil or human rights model it will be necessary to 

not only formulate guidelines and institute an accreditation process, but also 

to establish an on going review mechanism. The initial guidelines are needed of 

course, but a permanent system of discovery, policy adjustment, and grievance 
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review is necessary to ensure implementation of the guidelines and to make 

adjustments when presently unrecognized and unacceptable coercive forces 

emerge or are discovered. 

In establishing this procedure one essential feature should be included. This 

is some method of systematic input from all segments involvsd, particularly the 

prisoner3. This is absolutely necessary to avoid the pitfalls of paternalism, elit

ism, and authoritarianism which inevitably lie in the path of all hierarchical 

social organizationr; and which must be carefully and continually avoided leas.t. 
( 

emy particular organization tumble in as most have before it. 

Having offered a general approach to the issue, specific coercive relationships 

and processes which obtain in the prison milieu must be discussed. Tne most ob

vious and conceptually the least problematic is the monetary incentive of drug 

research. Two separate issnes are involved here. The first is that other opportun

ities to earn wages in the prison either are non-existent or too limited and indigent 

prisoners, who are the vast majority, are unduely coerced into volunteering for 

biomedical research. This problem has an easy theoretical solution, but a more 

difficult practical one. Alternative pay sources for all prisoners, or the vast mao 

jority at least, is the answer. However, in a period of tight goven'lment budgets, 

fiscal conservatism, and general ill will towards prison populations, this would be . 

difficult to actually accomplish. For instance the small sum of thirty d~~~ars a 

month for all the prisoners in Jackson would cost in excess of a million dollars 

annually. The solution to this pratical problem lies on the other side of'th.0 

monetary issue. The drug companies do not pay prisoners nearly as much as they 

pay subjects in the free society. They argue that their primary reason for nqt pay

ing the same amount isD.Q1 tQ save themselves money, which is a relatively small 
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s'am compared to the total cost of drug research, but to reduce the extreme coer

cive potential of relatively large monetary incentives to prisoners. These argu

ment.s hnve merit, but they should make us nervous because drug companies, 
\ 

irrespective of their true reasons, are saving money by using prisoner populations. 

This offers us a solution to the other problem, that is, the absence of funds to 

supply wages to large numers of prisoners. The drug companies should be required 

to expend the same fee on prisoners that they do on free subjects. The majority 

of this fee would go into a general fund from which wages for the general prison 

population could be paid. 

The other coercive force which was identified by the commission - that of 

the relatively higher level of comfort and privilege which prisoners experience 

while at the drug centers - should be ignored. In my opinion it is balanced by 

the perceived dangers of the drug and the actual discomfort from the drugs which 

the prisoner subjects often experience. Moreover, it is a minor incentive, one 

which would be unnecessary and very difficult to eliminate. 

There is a cluster of incentives and restraints, which influence the drug re

search enterprise and which the commission has not discussed, that surround the 

issue of arbitrary, discriminatory, and partial decision making which is virtually 

endemic in prisons. Prison officials have been granted wide discretionary powers 

in order to "rehabilitate" prisoners, maintain control and incapacitate "dangerous" 

individuals. Too often they use this discretionary power to make arbitrary decisions 

in order to punish persons for acts which have not been proven against them, to 

revv\~rd persons who fall into their favor, and to isolate persons who they find 

troublesome or repulsive. This in fact is a mode of operation that all decision 

makers tend to adopt if they are not prevented from doing so by checks from 
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below or outside their organization. The prison has developed this arbitrary 

decision making mode to the ex;treme because they have been granted con~ider

able autonomy and wider discretionary powers as a result of their special task -

handling convicted felons - a task which is seen as particularly difficult and 

potentially explosive. Society in effect has thrust this task upon the prison 

administrators and asked only that they keep it out of their sight. 

In spite of the intense arguments to the contrary, it is my opinion that 

discretionary, and thereby, arbitrary decision making is not necessary to the 

prison operation and, in fact, it contributes to most of the escalating problems 

in prison. This is not a universally accepted viewpoint, however. Many persons, 

correctional reformers among them, contend that wide margins of discretion are 

necessary to oper<tte a system of rehabilitation which is built upon the concept 

of individualized treatment. In recent years the failures and the excessive punish

ment which have resulted from the operadon of rehabilitation systems have beezi\ 

thoroughly described. There is a swing away from rehabilitation as a goal whic 

can be accomplished or is legitimate for the criminal justice system. For instance, 

there have been a growing number of statements by eminent exp~'rts on the crim

inal justice system arguing against rehabilitation. See American Friends Service 

Committee, Struggle for Jv-"'tice; Norval Morris, The Future of Imprisonment; 

Andrew Von Hirsche, Doing Justice. In addition, many persons continue to argue 

that the system must have discretionary powers to incapacitate "dangerous" indivi

duals. Again it has been the discovery of more rational observers of the system 

that attempts to do this, because or no effective means of predicting who will be 

dangerous, are unjust and counterproductive. If we take away rehabilitative and 

incapacitating functions from the pr~on it is left with two legitimate goals - pun

ishment and general deterrence. Both of these are maximized by operating with 
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the least arbitrary decision making procedures. 

There is one last function of discretionary decision making power which, 

though the prison officials feel make it essential, is illegitimate and also counter

productive. This is the use of discretionary power to maximize internal com

pliance and control. In the past, prison officials selected out convict 1l1eaders" 

and granted them special privileges in return for help in maintaining an informal 

system of control. In the current more highly heterogeneous and conflictive 

prison setting this style of operation is no longer effective, but prison officials 

continue to exercise arbitrary power to punish and isolate persons they define 

as trouble makers. This is also ineffective. In the contemporary prison the 

prisoners have become much more sensitive to arbitrariness and often respond 

to its exercise in a very disruptive, sometimes violent, manner. Consequently, 

we must conclude that there are no legitimate or productive reasons for exer

cising wide margins of discretionary power in the operation of the prison. 

There are several points at which discretionary power directly touches upon 

biomedical research. The most obvious is in the establishment of the criteria of 

eligibility for the research program which at present is probably done more for 

the purpose of increasing compliance and control than any other reason. The 

procedure of determining the eligibility of potential volunteers, if done discre

tionarily and sometimes arbitrarily, is susceptible to abuse and produces resent

ment. Rejection from the drug programs is another area of potential abuse and 

resentment, and should be protected from arbitrariness. There is a strong 

possibility that some prisons allow information from drug research participation 

to seep into the parole decision making procedures, which themselves are very 

arbitrary decisions. This should be eliminated or minimized by a review 
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mechanism. 

Th;;ge [itt a f<JW' vI' tll" ii1CiilY kli0Wii. arlit unknown potential misuses of 

discretionary power which encroach on the limited freedoms of the prisoner and 

can, and often do, obviate the biomedical research programs. To uncover and 

reduce the impact of arbitrary decision making a review and grievance mechanism 

is absolutely necessary. The planning of an effective procedure will require more 

thought and discussion than has been allowed here. However, allow me to spell 

out two basic principals which should guide this planning. The first is indepen

dence from the prison system and the second is representation of all the relevant 

group and social categories - such as, prisoners, families, civil rights organizations, 

the legislature, but particularly, the prisoners. 

In closing, I should comment that in addition to the procedures for review 

and grievance in regards to these areas of decision making, an adequate system 

of accreditation and review of pharmacological and health concerns is a basic 

necessity and perhaps these two functions could be performed by one mechanism. 

However, the problems and needs in this area are outside my areas of knowledge 

and I refrain from any extended recommendations on them. 
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INTRODU9TION 

,TUAr Q~ h:l.!!tcrie3111 the gtJvermental power to tax has been the 

power to destroy so too in recent years the govermental power to regu

late has become the power to destroy. Of the four types of research 

outlined in the Commission's staff paper on "Prisoners as Research Sub

jects (Biomedical therapeutic, Biomedical non-therapeutic, Non

therapeutic behavioral and Therapeutic behavioral) only therapeutic 

psy~hosocial research intrinsically addresses itself to the issue of 

delivering on the "promise of rehabilitation". 

Therefore I will take an unequivocal stand that if Congress wish

es to officially abolish treatment, rehabilitation and education and 

training beyond the routine academic-vocational fare as appropriate 

goals in the Criminal Justice System then such abolition ought to be 

the legislative mandate. However, if the intent of Congress :i.s to pro

vide treattment services in a safe effective and humane manner to wards 

of th~ $tate including prisoners a commitment to research is essential 

and t.he regulatory process must be so designed as to facilitate all 

the ai~ af regulation including evaluution of increasingly scientific

ally bzsed effective methods, 

Further the issue of a prisoner's ''Right to Treatment" was not at 

all approached thus ignoring the potential infringement of this right 

for all time and for all future prisoners by either abo~i&hing research 

for effective methods or by stifling correctional research through 

over-regulation. 
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The question is then in four parts: (1) Shall there be regula

tion of correctional research, (2) If there is to be regulation what 

are the purposes of such regulations, (3) How shall the purposes of 

regulation be implemented and (4) How shsll such regulation be moni

tored as to its effectiveness relative to the purposes. I propose to 

address each Question serially as follows. 
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I. SHALL ~ BE REG~TI0l!.? There are basically three types 

of answers to the question of whether or not to regulate. The first 

possible answer is that no additional federal regulation is needed 

above and beyond the existing laws, professional ethics and the scru

tiny of interested parties. This is the actual mechanism now in place 

and it has proven rather effective over time. By effective is meant 

that research efforts were not stifled and that such abuses as did 

arise were corrected or abolished through varying combinations of ad

verse publicity, administrative and judicial action. 

However, historically a typical political response to regulation 

by adverse publicity is to desire to placate interested parties 

through institutionalization of concern through a regulatory mechanism. 

Although this process has most often proven costly, ineffective for 

positive ends and thus contraproductive the temptation is obviously 

overwhelming. I shall therefore a priori presume that the congres~ion

al mandate to the Commission shall be interpreted and implemented as a 

call to further regulation of research. 

II. Therefore I will now address the second question, that is the 

issue of ~ AND PURPOSES OF POSSIBLE REGULA~ of social, psycho

logical and behavioral correctional research. 

~ #1: To regulate correctional research in sQch a 

manner as to facilitate the development of 

effective correctional methods for two pur-

poses: 
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(a) to replace currently available methods 
which are well known to be ineffective 
at best and more often desocializing, 
destructive of productive skills, en
hancing of commitment to negative 
criminal identity and therefore a det
riment to the incarcetated individual 
and the nat1.on 

(b) to allow the criminal justice system 
at some future time to be able to 
offer to volunteer ''wards of the state" 
effective tested and researched programs 
that could believably be used by inter
ested individual prisoners to prevent 
future incarcerations and thus self 
limit his punishment and integrate him
self in the social mainstream. As more 
effective methods of such self enhance
ment and self regulation become avail
able through research to the ordinary 
citizen and conversely not available to 
pris~ners if proper research is not done 
then a condition of ineffective correct
ional methods now. condoned by historical 
precedent will step into "cruel and un
usual punishment ll by the standards of 
the future. 

GOAL #2: All correctional research into methods which do not 

infringe on ordinary, constitutional and/or such 

additional "basic rights of prisoners" as may be de-

fined by the commission should be allowed to employ 

prisoners lo7h() volunteer via informed consent. The 

regulatory mechanism should be designed to audit the 

quality of informed consent and protection of basic 

rights. The actual review of research design and pur-

poses should be left to the innovater, his adminis-

trative sponsors and the after review to the scien-

tific, professional and interested public 'ir:pon 
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publishing so as to not stifle or stereotype re-

search into lines of action which are currently 

known and which are also known to be generally in-

effective. 

GOAL #3: In cases possibly involving irreversible outcomes 

such as biological changes or change in the struc-

ture or nature of the sentence a regional set of 

review boards should be created by Congress to re-

view all such proposals prior to implementation 

using the following tests: 

(1) Is there any reason to believe there 
might be an advancement of correctional 
practice. 

(2) Has the potential irreversible effect 
such a minimal magnitude as to be over
shadowed by the possible benefit. 

(3) What adequate provision is there for 
care, compensation and reversal of 
"bad" effect if such occurs. 

If the above three criteria hold in a context of in-

formed consent then the only additional necessary 

action is enforced periodic monitoring to determine 

continued compliance. 

GOAL #4: That all research reviewed by federal regulation 

shall be published so as to prevent the loss of in p 

formation that currently occurs when correctional 

agencies hide their bad or ineffective results from 

others likewise good or unexpected results must be 
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published even if and especially if they contravene 

current practice. 

III. HOW ~1: !!:!! PURPOSES OF REGUlATION BE IMPLEMENTED? 

(1) I recommend regional boards whose territories of respon

sibility are contiguous with the Federal Circuit Courts. 

This will provide protection from co-option by state 

government or by the federal bureaucracy. 

(2) Each board shall be semiautonomous and its actions review

able by a specified Federal Circuit Court Judge in its 

circuit. 

(3) The members of each regional board should be selected by 

a joint congressional over-sight committee and approved 

by Congress as otherwise the executive branch would be 

merely talking to itself. 

(4) The charge of each regional board would be as listed in 

the goals to insure continuation of promising correct

ional research while ensuring proper regard and safeguao,rds 

for prisoner rights. 

(5) The regional boards would b~ empowered to approve or dis

approve research in progress or ~roposerl. Appeals by 

any concerned parties would be directed to the specified 

Federal Circuit Court Judge, 'whose deci,'1ion, except under 

extraordinary circumstances, 1110uld be final. 
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(6) If on regular monitoring, the regional board found 

serious enough error in procedure which appeared to be 

intentional and non-rectifiable it would have the power, 

subject to appeal, to close any correctional research 

program in its circuit after due pr.ocessing of the fects 

and coming to a determination. 

(7) A minimal central office could serve to provide coordina-

tion f0r national (interdistrict research) and monitor-

ing of the semiautonomous boards. 

(8) The regional boards would preferably be small (3 or 5 

persons), full time, salaried and from a~ least three 

of the following types of people; correctional research, 

the general law, civil rights and advocacy law, science, 

medicine and/or psychiat,;y and/or psychology, and/or the 

general public. 

IV. Some budget should be provided to do studies of the correct-

ional research process. the nature of the results and the impact of 

research findings RO as to provide information not only to resea.rchers 

but also to Congress to update the law in thiil area. Without stich a 

built-in ~valuation mechanism the regulatory )rocess in the above form 

or any other form will proceed to stagnate and expensively impede prog-

ress in correctional research and the continuad protection of prisoners 

rights. 
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SUMMARY 

In summary, I am proposing the simultaneous fostering of both 

effective correctional research and the protection of the rights of 

prisoner volunteers through a set of protective guidelines and po-

tentially productive goals with executive branch, state and local 

implementation monitored and controlled by semiautonomous regional 

boards selected by Congress and having its appellate level in the 

10 circuit courts while maintairi.ng effectiveness through ongoing 

centrally controlled and self-monitoring and evaluation. 

I 
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POST SCRIPT 

The above document nowhere supposes that effective correctional 

methods yet exist nor that any believable correctional research has 

ever been done. My effort was to keep the argument pure and clear 

without descending into the murkiness of claim and counterclaim re 

the validity of recidivism statistics, correctional research and the 

currently fashionable negative evaluation of the possibility of 

effective correctional practice. 

r am reasonably convinced from my own experience in founding, 

supervising and monitoring Asklepieion programs over the last seven 

years that this combination of a Synanon type therapeutic community in 

conjunction with Transactional Analysis and other "therapies" plus 

effective social, vocational and academic training and with adequate 

community based followup post incarceration al1ow~ prisoner volunteers 

who complete the 2-3 year program to reliably reenter and remain in the 

social mainstream and live productive lives. Further my continuing re

search into the p~inciples of effective correctional practice begun 

while Program Development Coordinator and Warden-Designate of the form

er Federal Center for Correctional Resea~ch at Butner, North Carolina 

indicates ths.t other mixes of methodology also hAve a similar potential. 

All these methods however were first developed outside of correct

ions and were brought into corrections experimentally. Thus any ban or 

regulatory procedure that functions overzealous1y producing a function

al ban on research into effective corrections will inevitably ensure 
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that no new innovation produced by corrections will be used or if used, 

tested, so as to properly evolve or, as is more likely, new methods 

that become available in the greater society to alleviate human psycho-

social suffering and disadvantage will not be quickly or perhaps ever 

be available to prisoners. Such an outcome would pervert the intent of 

Congress to protect all of a prisoners rights including the right to 

learn how to become a productive citizen and would also pervert socie-

ties need and desire for such reintegration of our incarcerated members. 
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I 

INTRODUCTION 

Before an investigator can use any person as a subject in biomedical 

or behavioral research, he must obtain that person's informed consent. 
1 

This consent must be voluntary, competent and understanding. Unlike 

a minor or a severE!ly mentally ill person, prisoners are not incompetent 

to give informed consent. It is not usually alleged that prisoners 

are less able to understand the risks, discomforts and benefits that 

may be the result of experimentation than free-living individuals. 

The problem in obtaining informed consent from prisoners is that the 

very fact of their incarceration may prevent them from giving their 

consent voluntarily. 

The issue of experimentation on prisoners is not a new one. It 

is reported that Persian kings allowed their physicians to use prisoners 

as experimental subjects. In the sixteenth century the Duke of Tuscany 

permitted Fallopius to use prisoners for his experiments. Queen 

Caroline, the wife of King George IV, let her physician use six 

condemned criminals for experimental smallpox vaccinations before 
2 

submitting her own children to the procedure. 

For many reasons prisons are almost ideal places to condulct 

research. Life is routine and subject to few variations. The population 

is relatively stable, \'lhich makes long-range studies feasible. The 

imposi tion of experimental procedures that might inconvenience fl'ee-

living subjects is not a burden on prisoners. It is also less expensive 
3 

to use prison subjects than it would be to use free-living subjects. 
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BIOMEDICAL RESEARCH 

Regardless of these I~onsiderations, there has been a g-reat deal 

of controversy concerning whether or not prisoners are ~apab1e of giving 

an informed consent to such research. Because of the very nature of 

incarceration it can be argued that prisoners do not have a real choice 

concerning their participation in these activities. This concern is 

articulated in the Nuremberg Code where it is stated: 

1. The voluntary consent of the human subject is 
absolutely essential. This means that the person involved 
should have legal capacity to given consent; should be 
so situated as to be able to exercise free power of choice, 
without the intervention ~f any element of force, fraud, 
deceit, duress, over-reaching, or other ulterior form of 
constraint or coercion; and should have sufficient know
ledge and comprehension of the elements of the subject 
matter involved as to enable him to make an understanding 
and enlightened decision. 4 (emphasis supplied) 

The issue in regard to prisoners is whether they are so situated as to 

prevent them from exercising free choice. 

Some argue that not only are prisoners without free choice, but 

that they are used as research subjects because they are not able to 
5 

choose otherwise. Indeed, one defense tactic at the Nuremberg Trial 

was to try to demonstrate that prisoners are exploited by resear~hers 

in the United States. Dr. Andrew Ivy was called by the prosecution 

as an expert witness in high altitude experiments and medical ethics. 

During the cross-examination Dr. Ivy was questioned conc~rning malaria 

experiments that were done in the United States penitentiaries. The 

prisoners who participated were paid $50 at the commencement of the 

experiment, and $50 when it was terminate~. Some of Dr. ,Ivy's testimony 
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follm .... s: 

Q. Witness, you said yesterday that the prisoner who 
ordinarily had to sign a waiver according to which, if I 
understand you correctly, that they gave up any claim if 
it proved a fat ali ty, did I understand you correl~t1y? 

A. Yes. They signed an agreement, if I recall it correctly 
they would make plans for themselves in case of accident. 

Q. Not onl? if they were injured, but if the pat.ient 
should be a fatality? 

A. I believe the expression, "heirs and a.ssigns" was 
included, yes. 

Q. Then the people gave up all claims for their heirs 
too. Now, witness, in your experiments did you have such 
waivers signed by the subjects? 

A. No. Our subjects, conscientious objectors, were given 
insurance against possible damage or injury. 

Q. Insurance. Why did your subjects get insurance, and 
why did the prisoners have to give up all claims? Why this 
distinction? 

A. I do not know. 

Q. Witness, on the basis of your great experience, don't 
you have any idea why there 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 soldiers in 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 them. 

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

A. I had nothing to do with that or determining the con
ditions. Thus I cannot answer: "yes" 01: "no.,,6 

* * * 

[Dr. Ivy was asked if it was ethical to carry out experi-
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mcnts on prisoncrs who were asked to waivc all their rights.] 

A. Yes, I believe it can be reconciled with the basic 
medical ethics. 7 

* * * 

[Dr. Ivy went on to state that he thought prisoners 
participated in experiments for idealistic reasons. He 
said that prisoners had stated that they participated in 
the malaria tests because they were patriotic, wanted to 
help our soldiers, or had a friend or relative who might 
contract malaria.] 

Q. If all the persons apply for idealistic reasons, why 
are they offered pecuniary recompense? 

A. I suppose it is to serve as a small reward for the 
unpleasantness of the experience. 

Q. Don't you believe that money was the motive for 
many of them - a hundred dollars? 

A. That is rather small. From the point of view of 
prisoners in tne penitentiary in the United States. A 
h~~dred dollars isn't much monay_ 

Q. For a prisoner that would be quite a lot of ~oney 
it would seem to me, for someone at liberty it is not 
so much. 

A. Our prisoners in the penitentiary in the United 
States, when they work in factories in the prisons 
receive pecuniary compensation for that work. 8 

* * * 

Q. If one declares one's self to be a volunteer, must 
one not weigh the advantages against the disadvantages? 

A. I believe so. 

Q. The disadvantages being the risk of serious disease, 
the advantage is fifty or a hundred dollars. 

A. I should say the advantage is being able to serve for 
the good of humanity. 

Q. For what reason was the money not paid in~ediately -
but in two payments? 
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A. I presume that that is just the common way of doing 
business in the United States when an agreement is involved. 
I presume the lawyers had something to do with that. 

Q. Was the t'eason not this: that the prisoner would 
lose his entnusiasm for the experiment and would cease to 
cooperate? Could that have been the reason for being a 
little circumspect in the payment? 

9 
A. I doubt it. 

[In addition to defending the malaria experiments, Dr. Ivy 
defended the work of Colonel R.P. Strong who injected 
attenuated plague organisms into 900 condemned prisoners 
in Manila in the early 1900' s . After demonstrating dis
belief in the fact that there were 900 condeooled convicts 
in a city the size of Manila the defense asked Dr. Ivy 
about the safeity of the procedu"J;'e. Dr. Ivy responded that 
Dr. Strong did work on guinea pigs first and knew the 
procedure was safe.] 

Q. Regard.ing Strong's experiments . . . you said the 
experimental subjects had a temperature of one degree Faren
heit [above normal], and that the harmlessness of the 
experiment was absol.utely no surprise to the author because 
he could foretell the successful results. Did I understand 
you correctly? 

A. On the basis of animal experiments. 

Q. For what reasons were criminals who had been con
demned to death used for these experiments, in view of 
those facts? 

10 
A. I do not know. 

Thus the defense tried to demonstrate that in the United States 

prisoners are coerced into being experimental subjects by the offer 

of rewards inc! uding payment of money, that they are not as well pro-

tected as are other subjects, and that they are subjected to dangerous 

experiments for which other groups would not volunteer. 
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rvDTIVATION 

In determining the voluntary or involuntary nature of a prisoner's 

consent, his motivation becomes an important factor. If he is motivated 

to participate in an experiment for improper reasons, or by forces 

that are coercive or that unduly influence him, his consent may be 

involuntary and therefore invalid. 

The issue of what motivates prisoners to participate in research 

has been discussed in the medical literature. Two individuals who 

have worked with prisoners since 1949 have stated that they believe 

participation in research relieves some of the monotony and oppressive-

ness of the prison routine, and that for some, money may act as a motive, 

although prisoners can earn almost as much in other prison activities 

as they can as experimental subjects. Some prisoners are less reluctant 

to be visited by their children in the hospital environment, and some 

are motivated by altruism. There is also the hope held by some prisoners 
11 

of more favorable treatment in the future by prison authorities. 

Dr. Frank Ayd lists eleven motivating resons, the first being 

financial reward. He L6rees with Freund I s statement that the Iiamount 

paid s~~~ld not be so large as to constitute undue influence - that is, 

so large as to obscure an appreciation of th~ risk and weaken the will 

to self-preservation. We ought not be put in the business of buying 
12 

lives ." The other moti.ves Ayd lists are hope for reduction of sentence, 

direct or indirect seeking of medical or psychiatric help, escape from 
13 

a lonely and tedious existence, curiosity, and a few other factors. 
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Although much of this work is speculative in nature, some more 

objective studies have been tione. Arnold, et al., fOtL'1d that whether 

or not a prisoner volunteers as a research subjects depends to a great 

extent on the type of penal institution in whi~h the prisoner is incar-
14 

cerated, and the prisoner's valut; scale. Dr. Arnold did his research 

in a county prison in which two types of studies were being conducted -

one dealing with the treatment of malaria and the other with'the effects 

of drugs on certain body functions. In this prison thc)re was very 1i ttle 

constructive activity provided for ~he prisoners and therefore little 

competition for their time and interest. 

The prisoners who volunteered for such studies were moved to a 

special part of the prison where they were treated more like members of 

a free society. Clean linens were provided, there were beds instead 

of bunks, the quality of the food was better, and food was available 

twenty-four hours a day. When asked, most of the prisoners described 

the general living conditions in the prison as "impossible situations." 

More than fifty percent indicated that their d.ecision to volunteer 

was based in part on their desire for better Ii ving cQndi tions. Most 

of the volunteers \V'ere "loners" who were not member!) of any of the 

15 

cliques that were found in the prison. The third factor was the general 

level of fear within the prison, which exists in many state ana I:~ounty 

prisons. lvtany prisoners stated that it was safe!. in the research 

project than in the prison itself. One prisonar stated that you 

could go to sleep without being afraid that someon.e would "bust you 
16 

in the head," or "set fire" to your bunk while you were asleep. 
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In giving an informed consent, one must evaluate the Tisks involved 

in the research project. Arnold found that risk taking is an integral 

part of the life of many of the prisoners. Many of these men are dedi-

cated professional criminals whose "professional lives are often devoted 

to activities that expose them to personal risk.1I The very fact that 
17 

risk is involved may given an activity status in certain inmate groups. 

The fact of incarceration affected the prisoners' willingness to take 

risks. In one group of thirteen volunteers, twelve indicated that the 

risk of adverse physical effects had little influence on. their decision 

to volunteer as long as they ~~'ere in jail. In some cases they were 

attracted by the risk. However, only eight would volunteer for a 

similar experiment if they were free-living. 

In another group of fourteen i:<tmates, three expressed no concern 

about long-range effects because they rarely planned ahead for anything. 

One prisoner s~ated he would volunteer for anything regardless of risk. 

"As a professional thi,ef ~ he regarded life as just one long chance 
18 

[and] viewed his long-range survival with much doubt." 

Prisoners also felt that they needed money to ease their way 

back into society when they were released. Without money they knew they 

would have to return to crime, at least immediately following their 

release. One 1.olay to obtain some money while in prison is to hecome 

an experimental subject. However. most of the money earned is spent 
19 

while in prison. 

Finally, a number of prisoners stated that by becoming research 

subjects they could make a positive contribution to society, about 
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half of those interviewed felt that it would improve their chances of 

getting a job once released, and a very few felt it would increase 
20 

their chances of getting paroled. 

Martin, et al., conducted several studies to determine why irtdi-
21 

viduals volunteer as research subjects. One study involved two groups 

of prisoners, volunteers and non-volunteers, for the Malaria Project 

at Jackson County Jail.. in Missouri. Inmates with sentences of less 

than one year were asked to participate. The project and risks involved 

were carefully detailed and each inmate was told he would be paid but 

that there would be no reduction in sentence. Inmates who volunteered 

received additional information, whereas non-volunteers did not. 

Tnirty-six inmates who volunteered and twenty-four who did not comprised 

the sample. It was found that those who volunteered under5tood the 

nature of the disease and its threat to human life no better than non-

volunteers although the volunteers were given much more information. 

Sixty percent of the volunteers described the project in terms of high-

risk although it had been explained that it was a low-risk experiment. 

About half of the volunteers gave altruism and half gave money as the 

reason for volunteering. Almost all the non-volunteers stated respect 

for the volunteers. The authors express the belief that this respect 

may be the most important consideration in deciding to volunteer. 

The second study involved four g:t'0 1JpS of people - low income 

indi viduals, policemen and firemen~ professionals (scientists, lawyers 

and educators) and prisoners - who \~ere asked whether or not they would 

volunteer for four hypothetical experiments. The experiments invol'..'ed 
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investigating malaria, new-drug toxicity, the common cold, and the 

effects of air pollution. These experiments presented different degrees 

of risk, differen~ time demands, varying requirements for interrupting 

family life and employment, and different degrees of social importance. 

Li ttle information ,.,ras given, but all questions were answered. 
22 

The following table shows the results. 

Volunteer Group 

Malaria Test Cold Air Pollution 
Drugs 

Yes No Yes No Yes No Yes 

Prisoners 40 20 44 16 49 11 50 
Low Income 7 19 9 17 10 16 17 
Fire & Police 3 37 5 35 11 29 28 
Professional 0 28 I 27 2 26 26 

Clearly prisoners and low-income individuals were more likely to 

volunteer for risky experiments. However, all group.s were more willing 

to volunteer for the less risky experiments than for those that had 

higher risks. Thus, the element of risk certainly entered into the 

decision-making process for all the people involved. 

This study also fo~nd that there was a greater willingness to 

volunteer when the vohmteer was not obligated to others. Half of the 

persons living alone would have volunteered for the malaria experiment 

whereas only a fifth of those who had family responsibilities would 
23 

h[i\"O \fcluntcorod fo:::" this experiment" 

From these studies one sees that prisoners are motivated by a 

variety of factors to volunteer for research. The need for money 

certainly enters into it. Thj!,; is demonstrated not only by these 
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studies but by the statements of prisoners. One prisoner has stated 

that the only way he coul.d raise bail money was to participate in 
24 

experiments in a county jail. He also testified he needed money for 
25 

books and writing materials. Another prisoner commented, rtYeah, I 

was. on research, but I couldn't keep my chow down. Like I lost about 

thirty-five pounds my first year in the joint, so I started getting 

scared. I hated to give it up because it was a. good pay test.,,26 

One pr.isoner who made $30 a month participating in a study of the topical 

application of dimethylsulfoxide (DMSO) said that he knew a couple of 

inmates who were burned so badly by it that they were hospitalized. 

But, he said, "Thirty is a full canteen draw [all one can buy in the 

pri=,";1 store] and I wish the thing would go on for years - I'd be lost 
27 

without it." 

There are mOTe subtle reasons stated such as altruism, the need 

for respect, lack of concern rf.:garding risks or a desire to encounter 

such risks, relief from boredom, and curiosity. The true impact of 

these subtle mo:ivations is for social scientists, not lawyers, to 

decide. Assuming, however, that these motivations do exist, do they 

work to invalidate the ability of a prisoner to give his informed 
\ 

consent? Or, to put it another way, do these motivations unduly influence 

the prisoner, coerce him to participate, or cause such duress, as these 

terms are defined by law, as to deprive him of his consensual capacity? 

7-11 



I 

DURESS AND COERCION, AND UNDUE INFLUENCE 

A. Duress 

In order to review the law that relates to duress (or coercion) 

and undue influence, one must look to areas of the law that have little 

to do with experimentation - the law of contracts, wills and criminal 

procedure. It is very difficult to simply state the law of duress or 

undue influen.ce. One authority on contract law has stated that the 

cases on this subject are far from uniform and are inconsistent due 
28 

to the very different fact patterns involved. 

Duress is generally evidenced by the following: 

1) Personal violence or threats thereof; 

2) Imprisonment or threats of imprisonment; 

3) Threats of physical injury or of wrongful imprisO!lIDent or prose-

cution of a husband, wife or child, or some other close relative; 

4) Threats of wrongfully destroying, injuring, seizing or withholding 

land or other things; or 

5) Any other wrongful acts that compel a person to manifest apparent 

assent to a transactions without his volition, or cause such fear 

as to preclude him from exercising free will and jUdglw,.lt in 
29 

entering into a transaction. 

To p.<itahl i 'ih cOercion the facts must indicate that he was actually 

induced by the duress to give his consent and would not have done so 

otherwise. This must be to such an extent that "the action is not 
30 

} ased on a voluntary personal judgment previously made." The 
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pressure that is brought to bear on the person must be wrongful. It 

can be wrongful even if it is lawful and non-tortious. Contracts that 

- are made under duress or coercion are voidable, but they are not void 

at'1d can be ratified by later acts·. 

Thus, to establish duress or coercion one must demonstrate a 

threat, or threatening situation, of such intensity that the person 

threatened loses the ability to choose or to act freely. A review of 

one case may further explain how courts view this problem. In Fox v. 
31 

Piercey, the plaintiff, a fireman, became drunk and disorderly at a 

party and was arr~sted for drunkenness. The chief of the department 

asked for his resignation, but Fox refused. Fox claimed the chief 

said, "If you do not resign, I will blast you and smear you in every 

newspaper in Salt Lake City. I will make it so miserable you can't· 

get a job in the city. 11 According to Fox he res igned as a resul t of 

this threat. He 'Nent to the civil service commission ana then to court 

in an attempt to rescind his resignation. Fox claimed it was void 

because it was made under duress. 

The trial court found that the chief did not make the alleged 

threat. It did find, however, that the chief said that unless he 

resigned he would be discharged, and that the discharge would attract 

publi,ci ty that would adversely affect future employment o.pportunities. 

It decidcded th~t Fox rC:,:jigncd ;,,'hcn "friglitci1oJ ailJ ala.IJ,lctl anti wltie~' 
32 

the influence of duress" and the resignation was therefore void. 

The appeals court reversed the decision of the trial court. 

It said, "Duress is unlawful constraint wher~by one is forced to do 
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some act agains tone's will." The threats must be such as to over-

come the will of an ordinarily reasonable man. It stated that the modern 

rule is "that any wrongful act or threat which actually puts the victim 

in such fear as to compel him to act against his will constitutes duress." 

Since the chief could discharge Fox for his offense, his statement was 

not wrongful. In addition, he did not state or imply he would publicize 

the discharge, but merely advised Fox what the consequences of discharge 

would be. 

Even though this situation "created great fear for the economic 
35 

welfare of himself and his family," duress was not established. Thus 

duress is not inherent in a particular situation. One cannot merely 

look objectively at the threatening situs.tion but most look to "the 
36 

state of mind induced [by threats] in the victim." in that particular 

situation in order to establish duress. 

Ascertaining the state of mind of an individual is a difficult 

task. One must look to the external factors that make up the particular 

situation and determine if the situation is so threatening as to prevent 

a person from acting freely. Surely if one acts at the point of a gun 

we can safely assume that he is acting under duress. Threats to ruin 
37 

one's business have been found to cause duress. However, prison 

conditions pose much subtler problems in determining the existence of 

duress. After a short discussion of undue influence we will analyze 

a specific prison situation in an attempt to detendne whether coercive 

condi tions exist. 

34 
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B. Undue Influence 

Undue influence is similar to duress but is different in one 

important factor. For l.mdue influence to exist, there must be evidence 

of a confidential relationship of some sort. If a party in whom 

another reposes confidence misuses that confidence to gain his own 

advantage while the other has been made to feel that the party in question 

will not act against his welfare, the transaction is the result of 

undue influence. TIle victim must act in a way contrary to his own 
38 

wishes. 

Under the law of wills, "anyone in a position to influence the 
3S 

testator" is in a confidential relationship with him. In certain 

circumstances confidential relationships have occurred between patient 

and nurse, father and son, and neighbors who did housework for an 

inn rm individual. There is nothing wrong with influencing a person. 

One may cO)Jl'~<:;rt an elderly or dying person in the hope that he will 
40 

leave you a large bequest, or reward you in some way. The influence 

llust be "undue," that is, it must lead to the destruction of a person's 
41 

ability to weigh various influences. 

In most cases dealing with undue influence, the testator's state 

of mind is usually weakened by illness or some other incapacity, the 

suspected beneficiary activelY narticinatp.r1 i)l 
<, fI. .. .... - - --

will, and the will is "unnatural," that is to say that the natural 

objects of the testator I s bount.y have be'en ignored. 

Thus, where a.n eighty-three-year-old woman suffering from Parkinson's 
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disease, hypertension, nephritis and arteriosclerosis made a gift of 

$6,000 worth of stock to a doctor who treated her daily for a period 

of years, the gift was overturned as being the result of undue influence. 

The court found that a confidential relationship of the "highest sort" 

existed and that the transaction was therefore subject to "close 
43 

scrutiny.lI If it 'was shown that she had received independent 
44 

advice in making the gift, the outcome may have been different. 

It is interesting to note that Rhode Island has a statute denying 

convicts the right to make wills while in prison, without judicial 

permission. The apparent reason for this is to prevent undue influence 

upon a prisoner to name a prison authority as a beneficiary or to aid 
45 

the convict in making a will. 
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I 
DURESS AND UNDUE INFLUENCE IN THE PRISON SEllING 

To demonstrate tp~t coerC10n exists in prisons in regard to experi

mentation, the poor state of prison conditions is often mentioned. If 

the conditions are sufficiently poor, and the enticements to partici-

pate are sufficiently great, there is little question that coercion 

:::an exist. 

Because a finding of duress or undue influence must be based 

on the facts of a specific situation, it is necessary to present the 

circumstances of the following case in a lengthy and detailed manner. 

This case was settled prior to trial and therefore there is no opinion 

by the court. 
46 

This case involved non-therapeutic experimentation at the Maryland 

House of Corrections. It consisted of exposing prisoners to a number 

of diseases, including typhoid, dysentery, shigella, malaria, Rocky 

Mountain spotted fever, cholera and influenza, and then treating them 

wi th drugs to determine the dx'ugs I efficacy. 

According to the complaint, the prison housed 1640 inmates, 700 

beyond its capacity. There was unremitting noise, violence ane. homo

sexual attacks. Two men occupied a cell measuring 5 x 8 x 7 feet 

equipped with two bunks and an open toilet. Prisoners were not 

pruvid~d with sufficient l1eues:sitles to rnaintalfi health and personal 

hygiene. It was necessary to purchase food from the commissary to 

supplement the prison diet. Clothing, toothpaste, soap,razor blades, 

deodorant, paper, envelopes, stamps, cigarettes, 'etc., had to be bought 
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at tho prison commissary at a cost equal to or greater than the cost 

of these items at a private supermarket. It was estimated that necessary 

supplies cost a minimum of $11.00 every two weeks. Money could be 

obtained from outside sources, the prison welfare fund} prison wages, 

or by participating in experiments. 500 of the 1640 prisoners did not 

have jobs. Except for brief recreation periods, these prisoners were 

not allowed to leave their cells. The average pay for prisop jobs 

was $ .65 per day. The prisoners I welfare fund was available only to 

indigent prisoners who had less than $2.00 in their conunissary account 

and had no prison job. The fund did nO'L provide enough money to maintain 

even minimum peTsona1 hygiene. 

The Infectious Disease Area (IDA) where the studies were conducted 

contained thirty-three beds divided into three wards. It was spacious, 

well-lighted, air-conditioned, quiet, equipped with a color television, 

radios, and a kitchen for snacks and sandwiches. Frequent private 

showers were permitted. The IDA paid $10.00 per prisoner per day. 

The prisoner received $2.00 plus $1.00 for each stool or blood sample 

taken. Tne remaining $ 8.00 went to a special fund for use by the 

hospital. At the time of the suit the fund contained approximately 

$28,000. Among other things, the complaint stated that because of the 

disparity in conditions between the IDA. and the general prison facili-

studies. 

The allegations of duress can be examined on an issue by issue 

basis. Averring that money motivates and influences prisoners to 
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participate is not a radical stand to take. When C. Joseph Stetler, 

President of the Pharmaceutical Manufacturers Association, testified 

on this issue before a Congressional subcommittee, he readily acknow-

ledged that financial reward is "the most important factor behind 
47 

prisoner participation" in experimentation. It is b~yond question 

that money influences free-living individuals as well as prison 

inmates. It can be safely assumed that most of the work force would 

not report to work but for the promise of a paycheck. But in the 

case under discussion the promise of financial reward probably results 

in coercion or undue influence. Pay for participation in the prison 

research is more than three times as great as that paid for other employ-

ment found wi thin the prison. But more important than this, participation 

in experimentation is the only way prisoners can earn enough money to 

maintain a minimum standard of Ii ving. If the charges are accurate, 

one must participate in the experiments to acquire the minimally 

required diet, and to be able to obtain those items needed to maintain 

personal hygiene. As a result, one's phy~ical well-being is threatened 

by refusing to participate in the experiments and trying to live on 

the prison wages. For those who do not have a job and must rely on 

the prison welfare fund, the coercive factors are even more egregious. 

The disparity in Ii ving conditions pl'ovides a further coercive 

force. If an investigator said to a prisoner" "Unless you participate 

in our experiment, you will be sent to live in crowded, unsanitary 

and dangerous living conditions," a "wrongful" threat of the type 

discussed above would be established. For all intents and purposes, 

this is what is alleged in the case under discussion. Indeed, the 
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disparity in livLLg conditions is so great that one who lives in the 

IDA is virtually "released" from the prison, the most coercive promise 

that can be made. 

One professor of ethics and law has analyzed this p70blem as 
48 

follows: 

[T]here are ~artain basic freedoms and rights which we 
possess that entitle us (morally) to certain things (or 
states of affairs). We wuuld all, no doubt, draw up 
different lists of these rights and freedoms: but included 
in them would be safety of person, freedom of conscience 
and religion, a right to a certain level of education, 
and, for some of us, a right to some level of health 
care. When the "reward" is such as only to give us 
the necessary conditions of these rights and freedoms - when 
all that the reward does is to bring us up to a level of 
living to yhich we are entitled, and of which we have 
been deprived by man - then the "reward," I think, con
stitutes duress. A reward which accrues to one who has 
achieved this level., or who can easily achieve it (other 
than by taking the reward-option), and which hence serves 
only to grant us "luxury" items, does not constitu'::e 
duress, and hence does not render choice unfree, no 
matter how great thir- reward may be. 

The final evidence of duress or undue influence in this case is 

the "unnatul'al" result, a standard similar to "unnatural" wills discussed 

above. For $2.00 per day, the prisoners were willing to risk contracUng 

a number of serious diseases which could have serious and debilitating 

effects. 3u.t this fact, without more, would not establish duress. 

If the prisoners in this case lived in a prison that provided 

them with the minimal requisites for a decent standard of living so 

that the prisoner would not have to participate in experiments to acquire 

this standard of living, the offer of $2.00 per day and better living 

conditions would not be coercive. It might be fairer to say that this 

prison environment, not the offer by the IDA, is what is coercive. 
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The IDA merely provided the prisoners with what they should have been 

given in the first place. But the prisoners should not have had to 

risk their lives or health to get those things which they deserve. 

The Maryland House of Corrections is not particularly unique in 

its conditions. In Statesville Prison in Illinois, where a project 

to test anti-malarial drugs was carried out, the element of fear of 

attack was so pervasive that in 1974 nearly forty men uere placed 
49 

in solitary confinement at their request for their own safety. 

In Texas State Penitentiary at Huntsville where studies of 

respiratory diseases and cholera vaccines were conducted, inmates were 

paid $S .00 per day for participation in research, and nothing for 
50 

prison work. 

Promise of release or reduction of the sentece as a reward for 

participation in a study must always be considered inherently coercive. 

As discussed above, threat of imprisonment produces duress undElr the 

1 a'., , By offering to release a prison 9r or to reduce his sentence for 

his participation in an experiment, one is also saying that failure 

to participate will keep him imprisoned. It is safe to assume that more 

than anything else, a prisoner desires his freedom. He should not be 

goaded into bartering his body to obtain this strongly desired goal. 

This point of view has not always been adopted, however. When 

Goldberger, in 1915, conducted pellag~a experim~nts on convict volun

teers, formal agreements were drawn up prior to the experiment with the 
51 

prisoners I lawyers for their subsequent pardon and release. 

In 1948, Governor Dwight Green of Illinois formed a committee to 
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examine the practice of paroling prisoners for participation in the 

malaria studies that were the focus of the cross-examination of Dr. 
52 

Ivy discussed above. The Green Committee readily acknowledged 

that the possibility of reduction in sentence may influence the prisoner's 

decision to volunteer. The report states that the parole system exists 

to reward "good conduct and industry" and "exceptional bravery or fidelity 
:;3 

in a good cause." As participation in an experiment is a :form of 

good conduct, parole for such participation is permissible. The committee 

report does recognize that, "A reduction of sentence in prison, if 
54 

excessive or drastic, can amount to undue influence." 

An indication that any reduction in sentence unduly influences 

prisoners to participate in experimentation is a widely accepted 

concept today Cfu~ be seen from surveys conducted by Jessica Mitford, 

Urban Information Interpreters and the Health Policy Program of the 

School of Medicine, University of California, San Francisco, in 1973, 

1974 and 1975. All the states that responded stated that no special 

pa.role considerations are given to inmates who participa.te in medical 
55 

experimentation. However, policy and practice are not always the 

same. Connecticut was one of the states that replied that parole 

considerations are not influenced by such prisoner participation in 
56 

experiments. In 1975 a suit was filed in the United States District 
57 

Court in Connecticut alleging that such was the practice. Although 

this case involves behavior modification, it is included in this 

section because it is an excellent example of coercive forces and undue 

influence. 
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The three plaintiffs w~~re incarcerated in the Connecticut Correc

tional Institute in Somers, Connecticut and, allegedly. were coerced 

to join the experimental behavior modification program for pedophiles. 

Two of the plaintiffs had been denied parole and had been informed that 

this was due to th~ir lack of participation in the program. The third 

plaintiff who had not participated was about to become eligible for 

parole and was told by prisoners and members of the staff that his 

failure to join the program would result in the denial of parole. 

The behavivr modification techniques included the use of faradic 

aversive conditioning and covert sensitization. In the faradic 

electric conditioning portion of the program, electrodes were placed 

on the upper thighs of the prisoner. He \Vas then shown slides of 

adults and slides of children. When a slide of a child was shown, the 

prisoner received a painful electric shock unless he asked for a 

change of slides within three seconds. In a second situation, the 

prisoner could not avoid the shock regardless of what he did. In the 

third situation, the prisoner received a shock whenever he told the 

researchers that he fantasized a sexual situation after being shown a 

slide of a child. This behavior modification program consisted of 

twenty twenty-minute sessions. 

The covert sensitization portion of the program consisted of inter

viewing the prisoner regarding his previous involvement with children, 

his pedophilic fantasies, and his phobic, anxiety-provoking and 

disgust-invoking fantasies. These were then combined in a taped 

narrative and played to a hypnotized prisoner. In the narra.tive, the 
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[)ri':ioner' s sexual fai1tasies were paired with suggestions of aversive 

cV.;:.:'Cs> such as becoming violently ill, being attacked by rats, dogs 

0r ,;Ol""ndtS, being unable to breathe, and being castrated with a hot 

iron. Tn: ,:overt sens:'-cization sessions lasted sixty-seventy minutes 

and were c"nducted twem:y times. 

The plaintiffs had. the program explained to them by the investi-

ga'W~ a.."1d \.,:ere told they could refuse to participate. They were also 

to_( :he parole board favored participation. At various times during 

th . incarceration, several correctional officers stated to the 

~ll .. :_if£s that participation in the program was essential for a 

f:1 _, ... DIe parole. decision . 

. ·lea.rly .this sict43.tion constitutes duress and undue influence . 

... be safely said that correctional officers and the parole 

.. :i.ye in a lIconfidential relationship" with the prisoners as that 

!(;r. I:iS explained ah:)Ve, i. e ., they are in a position to influence the 

1)1'1 .. ... ~YS. This suit never came 1:0 trial as it was settled shortly 

::.ft. ':'t \.;as filed. The behavior modification program was closed. 

The . '~soners were gi'Jen new parole hearings in front of a board which 

was .. .: familiar with the program, and no mention of the program was 
58 

pe:; ... : :ed, All three plaintiffs were granted parole. 

7-24 

------------------------------------------~~-----------



WAIVER OF RIGHTS 

Before leaving this topic there is a final analogy that should 

be drawn. After arrest but prior to conviction, there is much oppor-

tunity for coercion to be brought to bear on the suspect to either 

confess to the crime, or to plea bargain and plead guilty in hope 

of obtaining a shorter prison term. As the suspect is in custody or 

about to be impri30ned, the analogy to the prison situation is obvious. 
59 

The first case to be discussed is Miranda v. Arizona, the 

famous coerced confession case. The court recognized certain facts 

concerning in-custody interrogation. First, that modern interrogation 
60 

techniques are "psychologically rather than physically oriented. II 

Second, that "the very fact of custodial interrogation exacts a heavy 

toll on individual liberty and trades on the weakness of individuals," 

and third, that "the process of in-custody interrogation of persons 

61 

suspected or accused of a crime contains inherently compelling pressures 

which work to undermine the individual I s will to resist and compel 
62 

hilT' to speak where he would not otherwise do so freely." After 

2:cknowledging all the pressures and stresses that are brought to bear 

on an arrested person, the court did not prohibit the use of custodial 

confessions. It allowed the use of these confessions if certain 
63 

warnings were given. The warnings that are required prior to in-

custody interrogation serve the same purpose that infoTmed consent 

serves in the experimental situ~ ion. The police are about to put 

their prisoner ·"at risk" by-asking him certain questiolls and must 
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therefore inform him of these risks as well as his right not to 

participate in the interrogation. Perhaps the most important warning 

is that the prisoner has the right to counsel. This right assures the 

prisoner that someone acting in his interest will be present if he 

so desires. This rule is applicable to the prison experimentation 

situation - th~t even if certain coercive factors are present, safeguards 

can be constructed to reduce the effect of the coercion which would 

enable the prisoner to give informed consent. 
64 

The second case, Brady v. United States, involved the voluntary 

nature of guilty pleas. Brady was charged with kidnapping and not 

liberating his victim unharmed. Under the statute then in effect 

a person could be sentenced to death only upon the recommendation of 

the jury. The judge was unwilling to try the case without a jury and 

Brady claimed he pleaded guilty so that a jury would not be able to 

make such a recommendation. In addition, his co-defendant had pleaded 

guilty and was prepared to testify against him., Brady was asked twice 

if his plea was entered voluntarily and without coercion of any kind. 

He answered "yes" both times and was sentenced to thirty years imprison-
, 

ment. 

The court stated that I1waiver of constitutional rights not only 

must be voluntary but must be knowing, intelligent acts done \dth 

sufficient awareness of the relevant circumstances and likely conse-
65 

quences." Brady claimed that 'the Fifth Amendment was violated if 

he was encouraged or influenced to plead guilty by an opportunity or 

promise of leniency, and that it is "coerced and invalid if influenced 
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66 
by the fear of a possibly higher penalty .. II The Court stated that 

"we decline to hold, however, that a guilty plea is compelled and 

invaHd under the Fifth Amendment whenever motivated by the defendant's 

desire to accept the certainty or probability of a lesser penalty 

rather than face a wider range of possibi~ities extending from acquittal 

to conviction and a higher penalty authorized by law for the crime 
67 

charged." It found that the situation in this case was no different 

than (1) a defendant who pleaded guilty because his lawyer advised 

that the judge would probably be more lenient than the jury, (2) a 

defendant who was advised by counsel that the judge is more lenient 

on those who plead guilty than those who go to trial, (3) the defendant 

who was permitted to plead guilty to a lesser included offense, (4) a 

defendant who pleaded guilty with the understanding all other charges 
68 

would be dropped. The Court also point~d out that the defendant 
69 

had competent counsel at all times. 

These two cases are included here to demonstrate that an individual 

may be placed in situations which appear to be inherently coercive, 

but may waive very important rights if adequate safeguards are provided. 

However, it must be pointed out that the plea bargaining cases are not 

strictly applicable to the issue of experimentation on prisoners. 

The Court realized that if plea bargaining were outlawed due to its 

coercive nature, the criminal justice system would collapse. If, 

hc,,,ever, experimentation on prisoners were prohibited because of its 

coercive nature, the consequences would be relatively minor. , 
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BEHAVIOR MODIFICATION IN PRISONS 

A. Prisoner Autonomy in Consenting to Medical Treatment 

Prior to undergoing any invasive medical procedure, an individual 
70 

must give his consent or the touching will constitute a battery. 

This rule is best expounded in the often-quoted opinion of Justice 
71 

Cardozo in Schlocndorff v. Society of N.Y. Hospital. In this 

opinion he stated: 

Every human being of adult years and sound mind has a right 
to determine what shall be done with his own body; and a 
surgeon who performs an operation without his patient I s 
consent 9~mmits an assault, for which he is liable in 
damages. 

Although this statement has been cited with approval for over 
73 

~ixty years, it is not clear that it applies to prisoners. 

of cases would seem to hold otherwise. 
74 

A number 

In Haynes v. Harris, a prisoner maintained that he should be 

allowed to determine whether or not he should obtain medical treatment. 

He claimed that in the absence of consent, the treatment constituted 

corporal punishment. The court stated, "This contention is obviously 

without merit. One of the paramount purposes for which a defendant 

is committed to the Medical Center is that he have the benefit of 

receiving from trained and qualified personnel proper examination, 
75 

c·tagnosis and all necessary available treatment." 
76 

In Peek v. Ciccone, a prisoner Hho was sent to the United 

States Medical Center for Federal Prisoners l'las forcibly injected with 
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thorazine when he refused to take the medicatioJll in oral form. His 

claim of cruel and unusual punishment was dismissed. 

In a similar case, a prisoner who refused medication was placed 
77 

in solitary confinement. He claimed the medication caused chest 

pains and other mental defects and asked for a writ of habeas corpus 

(release from prison) because such treatment constituted cruel and 

unusual punishment. The court, ci ting the 1 anguage in ~laYTI<es v. Harri~ 

quoted above, dismissed the case. 
78 

In Smith v. Baker, a prisoner brought suit undeJc the Federal 

Civil Rights Act claiming an injection of Prolixin given to him against 

hi -:; will and religious beliefs violated his civil rights. The court 

said, "It is well established that medical care which is administered 

over the objections of a prisoner does not constitute the denial of 
79 

any federal rights." 

A prisoner in another case claimed that the treatment he received 

was inadequate. The court found that: 

The prisoner cannot be the ultimate judge of what medical 
treatment is necessary or proper for his case. See Ayers 
v. Ciccone, 300 F. Supp. 568 ( W.O. Mo. 1968) Aff'd per 
curiam 413 F.2d 1049 (8 Cir. 1969). In the absence of 
factual allegations of obvious neglect or intentional mis
treatment, the courts should place their confidence in the 
reports of reputable prison physicians that reasonable 
medical care is being rendered. 80 

Perhaps the strongest statement on this topic was made by a court 
81 

in dicta. In Ramsey v. Ciccone, the court said: 

Even though treatment is unusaUy painful, or \',auses 
unusual mer.ta1 suffering, it may be administered to a 
prisoner without his consent if it 1.s recognized as 
appro~riate by recognized medical authority or authori
ties. 2 
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In contrast, the court also stated, II[T]reatment causing 

unusual pain, [or] mental suffering 1.vhich was not considered approp'riate 

by any recognized branch of the healjng arts" would constitute cruel 
83 

and unusual punishment. 

This rule somewhat lessens the requirement set down two years 

earlier when the court found that an allegation of cruel and unusual 

punishment would be substantiated by showing that the nature of the 

treatment or medication or its administration is not sanctioned by 
84 

any "substantial medical f.(t:.thori ty ." (emphasis supplied) 

From this exposition of cases one could assume that prisoners have 

very little to say about the medical care they receive. The apparent 

unanimity of these cases is readily explainable. Although they 

constitute the majority of cases in this area, all of these cases 

are from two courts - the Federal District Court of the Western 

District of MiSSouri and the Eighth Circuit Court of Appeals. The 

reason for this is that the United States Medical Center for Federal 

Prisoners is located in Missouri. As a result, there is little chance 

for a diversity of opinions to occur. Seconq, the vast majority of 

these cases (perhaps all) were brought by inmates without the help of 

counsel and were inexpertly presented. Amazingly, none of these cases 

cites Schloendorff or the line of cases that followed it. In addition, 

the inmates may have asked for the wrong kind of relief, ~~, habeas 

corpus. 

Two cases we have been able to find in other jurisdictions decide 
85 

otherwise. In Irwin v. Arrendale, a prisoner sought to recover 
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damages for battery from a prison physician for injuries received when 

he was x-rayed without his consent. The court found that the rela-

tionship between a physician and a patient is a consensual one, and 
86 

that physicians who treat without consent conunit a battery. A state 

may order compulsory medic.al examination only to protect the public 

health. 

The Ninth Circuit Court of Appeals also decided a case contrary 

to the Eighth Circuit. A prisoner alleged that a hemorrhoidectomy 

was performed on him without his consent and that he was denied necessary 
87 

analgesics after the operation. He claimed that he vigorously and 

repeatedly opposed any operation and filed suit under the Federal Civil 
88 

Rights Act. Summary judgment was granted the defendant by the trial 

court and was reversed by the appeals court which stated: 

Allegations that prison medical personnel performed a major 
surgical procedure upon the body of an inmate, without h1s 
consent and over his known objections, that were not 
required to preserve his life or further a corr~el1ifig 
interest of imprisonment or prison security, may fore
shadow proof of conduct violative of rights under the 14th 
Amendment sufficient to justify judgment under the Civil 
Rights Act. 

A constitutionally protected right to be, secure in the 
pri vacy of one's own body against invasion by the state 
except where necessary to support a compelling state 
interest has been recognized. Roe v. Wade, 410 U.S. 
113 ,I 153-156 (1::173).89-

The same court in a non-medical case has found that a prisoner 

has a right to be free from unprovoked assaults by agents of the state 
90 

while in state custody. 

There can be no question that these latter cases which state a 
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prisoner must com;ent to his mID medical care provide us with the better 

rule. The fact of imprisonment should not deprive a person of his 

capacity to decide whether or not to consent to his own health care. 

The right to privacy of one's body should be practically invioiabie sl 

and a competent adult, whether in prison or free-living, should be 

the final arbi t'er of what is done to his body. Fortunately, the cases 

that have dealt with physically invasive behavior modification techniques 

have adopted this rule. 

B. Behavior Modification Cases 

91 
In Mackey v. Procunier, a prisoner at Folsom State Prison in 

California was transferred, with his consent, to the California Medical 

Facility at Vacaville for the purpose of undergoing shock treatment. 

In his complaint he alleged that a drug, succinycholine, which causes 

breathing to sto~, resulting in enormous fright, was administered to 

him without his consent. As a result he suffers from frequent night-

mares in which he relives the experience and wakes up unable to breathe. 

The sensation of fright probably cannot be overstated. The drug is 

given as part of an aversive therapy program in hope of developing 

an assoc\ation between violent behavior and the consequences of the 
92 

drug, which causes cessation of breathing for two minutes. Dr. 

Arthur Nugent, the chief psychiatrist at Vacaville and a supporter of 
93 

the drug, has stated it "induces sensations of suffocation and drowning." 

He is quoted as saying, "Even the toughest inmates have come to fear 
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and hate the drug. I don't blame them, I wouldn't have one treatment 
94 

myself for the world." 

The court found that if the use of the drug was as alleged, it 

could "raise serious consti tt.ttional questions respecting cruel and 

unusual punishment or impermissible tinkering with the montal process," 

and sent the case back to the lower court to he tried. 
96 

95 

Knecht v. Gillman presents a similar fact pattern. The prisoners 

in this case alleged they were subjected to injections of the drug 

apomorphine while imprisoned in the Iowa State Medical Facility 

(LS.M.F.). They had not consented to the use of the drug and claimed 

such use without consent constituted cruel and unusual punishment. The 

trial court refused to issue injunctive relief and the appeals court 

reversed. 

The court found that apomorphine was administered as part of a 

program of aversive stimuli in the treatment of inmates with behavior 

problems. The drug was administered by a nurse after an inma,te violated 

the behavior protocol established for him. The drug was administered 

for such behavior as not getting up, giving cigarettes against orders, 

talking, swearing, or lying. Inmates or staff would observe these 

behaviors and report any infractions to the nurse, who would give the 

injection without a nurse or doctor actually observing this behavior, 

and without specific 'authorization of the doctor. 

The drug is administered by taking the prisoner to a room, which 

cont~ns only a water closet, where he is given an i~jection. He is 

exercised and starts to vomit widlin fifteen minutes. The vomiting la.sts 

from fifteen minutes to an hour. It was not clear if the initial consent 
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of the inmate was obtained but in at least a few instances no consent 

was obtained. Once a consent is given) withdrawal is not permitted. 
97 

Under an Iowa stat~lte, a prisoner can be transferred to the I.S.M.F. 

for diagnosis, evaluation and treatment. Since the drug is clearly 

not used for diagnosis or evaluation it must be used for treatment. 

The court found that !fit is not possible to SdY that the use of 

apomorphine is a recognized and acceptable medical practice in an 
98 

institution such as LS.M.F." However, it refuses to prohibit use 

of the drug on prisoners who knowingly and intelligently consent to 
99 

its use. 

The court also found that although the use of the drug is called 

treatment, without consent being obtained it is actually punishment. 

"To hold otherwise would be to ignore what each of us has learned 

from sad experience - that vomiting (especially in the presence of others) 
100 

is a painful and debilitating experience." It then went on to set 

forth the safeguards that must be ·observed prior to using the drug. 

First, written consent must be obtained which describes the treatment 

in detail. Second, consent may be revok~d at any time. Third, each 

apomorphine inj ection must be individually authorized by a doctor and 

shall u authorized only upon personal observation by a member of the 

professional staff. 

This ~ase is important in two respects. It clearly establishes 

the proposition that aversive therapy can constitute punishment even 

though it is called treatment. In addition, it clearly states that 

prisoners are capable of consenting to be subjects in experimental 
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programs. The applicability of this finding is somewha.t limited by 

the fact that if this expeTiment is successful the prisoner will 

directly benefit, whereas the biomedical experimentation that was 

discussed earlier would not benefit the prisoner or wo~ld only indi-

r~ctly benefit him. 
101 

The holding in Knecht is in accord with Wolff v. McDonnell, 

a United States Supreme Court case which was decided after Knecht. 

Wolff stands for !he proposition that certain procedural safeguards 
102 

must be observed in prison disciplinary proceedings. The Wolff 

standards are specifically adopted in another case challenging behavior 
103 

modification, Clonce v. Richardson. Clonce deals with the S.T.A.R.T. 

(Special Treatment and Rehabilitative Training) program, a "demonstration 

project" located at the Medical Center for Federal Prisoners designed 

to treat Hhighly aggressive and assaultive inmates who are found in 
104 

any correctional institution - federal, state or local." The program 

uses deprivation of privileges and various status levels in an attempt 

to change inmate behavior. Prisoners at the lowest level have the 

fewest privileges and as they earn their way into higher levels, their 

privileges increase. 

The program is involuntary. Prisoners who are selected for the 

program are not notified of this selection, and no hearing is held 

prior to placement in the program. Inmates in the program are totally 

segregated from other inmates. No prisoner in the program is permitted 

to leave the unit for the purpose of attending religious services. 

While at the lowest status level (orientation level) the inmate is 

not allowed to possess, send or use political or educational material. 
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A prisoner is only entitled to a subscription to his hometown newspaper 

and a Bible of a recognized religion. As the prisoner progresses to 

higher levels the material he is allo\<Jed to read increases. A prisoner's 

actions are under constant surveillance - the ratio of correctional 

officers to prisoners is one to two. Commissary privileges are denied 

at the orientation level and are increased as the inmate progresses 

to higher status levels. Inmates at the orientation level are allowed 

to shower and change their clothes a maximum of twice weekly. The 

number of showers and clothing changes increases with the prisoner's 

status. Inmates at the orientation level are permitted two one-hour 

recreation periods each week. 

The prisoners allege that their transfer to S.T.A.R.T. without notice 

and hearings denies them due process and equal protection of law. The 

respondents deny this since all inmates in the S.T.A.R,T. program were 

in segregation prior to their transfer. 

The court holds that a prisoner who is transferred into the S.T.A.R.T. 

program, or a behavior modification program like S.T.A.R.T., "which 

involves a major change in the conditions of confinement is entitled, 

at a minimum, to the type of hearing required by the Supreme Court's 
105 

opinion in Wolff v. McDonnell." The fact that the S.T.A.R.T. 

program is labeled "treatment" for the prisoner's benefit and not a 

form of punishment is irrelevant since it involves a major change in 
106 

the conditions of the p:isoner's confinement. 

The inmates also asked the court to find that a prisoner selected 

for the S.T.A.R.T. program had the right to withdraw at any time. 
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Unfortunately, the court refused to consider this point as the S.T.A.R.T. 

program had been terminated at the time of the action and the court 

found the issue to be moot. Elsewhere in the decision there is a 

puzzling statement that may indicate how the court would decide this 

issue. The court states: 

Forced participation in S.T.A.R.T. was obviously designed 
to accomplish a modification of the participant's behavior 
and his general motivation. He was forced to submit to 
procedures designed to change his mental attitudes, 
reactions and processes. A prisoner may not have a 
constitutional right to prevent such experimentation 
but procedures specifically designed and inplemented 
to change a man's mind and therefore his behavior in 
a manner substantially different from the conditions 
to which a prisoner is subjected in segregation 
refler01 a major change in the conditions of confine-
ment. (emphasis supplied) 

It is not clear whether the court means that the prisoner may not 

prevent such experimentation g,~nerally, or may not prevent such experi-

mentation on him personally. If the latter is the case, then it. would 

appear that the prisoner could not refuse to participate. Since this 

finding was not required for the court to reach its decision, and no 

rationale was given for it, its importance should not be overstated. 

This case does di ffer from Knecht and Mackey in that it does not 

require the use of drugs or other painful stimuli. The effects on the 

prisoner are considerably less outrageous than in the Knecht andMack~~ 

cases. However, the cases are similar in that it is not the experimental 

nature of the behavior modification programs that causes the courts 

to regulate their use. Clonce merely states that a negative change in the 

prisoner's conditions of imprisonment must be accompanied by due process 

safeguards. It is not clear that informed consent would be requil'!ed. 
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It is highly likely that the Mackey and ?rocunier cases would 

not have been decided differently if the use of the drugs involved 

was not experimental. That is to say, if there were substantial 

evidence that such programs do change a prisoner's behavior it would 

not mean that we could inject them with drugs that cause cessation in 

breathing or violent vomiting without their consent. The mere efficacy 

of a program should not lead to its use without the person's consent. 

The final form of behavior modification to be discussed is the 

most invasive - psychosurgery. Although there are no cases involving 

p:;;ychosurgery conducted on prisoners, there is at least one case in 

which a court permitted a person about to be tried to undergo a 
109 

lobotomy in an attempt to cure aim of his criminal tendencies. 

The major case in this area, Kaimowitz. v. Department of Mental 
109 

involves an inmate in a state mental hospital. Louis Smith, 

the inmate involved, was to undergo experimenta.l psychosurgery in a 

study which was to compare the efficacy of this procedure with the 

efficacy of certain drugs in reducing violent behavior. Smith signed 

a consent form and a review committee approved the pro~edure. Gabe 

Kaimowitz, an attorney, learned of the program and along with Smith 

filed suit to prohibit it. The court found that there is no "scientific 

basis" for establishing that removal or destruction of an area of the 

brain would have any direct therapeutic effect in controlling aggressivity. 
III 

The procedure was also found to be irreversible, and to pose "sub-
112 

stantial :risk to the research subject." 

The court went on to hold that Smith, who had been involuntarily 
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confined in the institution for seventeen years, was not capable of giving 

his informed consellt because "the very nature of his incarceration 
113 

diminishes the capacity to consent to psychosurgery." 

Institutionalization tends to strip the individual of the 
support which permits him to maintain his sense of 5elf
worth and the value of his own physical and mental integrity . 

. The privileges of an involuntarily detained patient 
and the rights he exercises in the institution are within 
the control of institutional authorities .... [S]uch 
minor things as the right to have a lamp in his room, or 
the right to have ground privileges to go for a picnic 
with his family assumed major proportions. For 17 years 
he lived completely under the control of the hospital. 
nearly every important aspect of his life was decided 
without an opportunity on his part to participate in 
the decision-making process. 

The involuntarily detained mental patient is in an . 
inherently coercive atmosphere even though no direct 
pressure may be placed upon him. He finds himself 
stripped of customary amenities and defenses. Free 
movement is restricted. He becomes part of communal 
living.s~bjeft4to the control of institutional 
authorltJ.es. 

Aside from institutionalization the court found that coercion exists 

"when his very release from the institution may depend upon his cooperating 

with the institutional a.uthorities and giving consent to experimental 
115 

surgery. " This point is buttressed by the fact that Smith rescinded 
116 

his consent to the surgery after his release from the hospital. 

Whetller or not the court's statements regarding the ramifications 

of institutionalization are accurate is open to question. However, 

at least one commentator has stated the same type of situation occurs 
117 

in prisons. He states that considerable pressure to acquiesce to 

the wishes of their keepers oc;::urs in prisoners. "The infantilizing, 

depersonalization, helplessness, and anonymity that occur within a 
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prison environment force the prisoner into a state of total depen-

dency. This is conducive to a state not unlike that found betvl'een 
118 

parent and child. II 

The r,'.ourt itself undercuts its argument on the effect of institu-

tionalization by relying on the experimental nature of the procedure 

for disallowing Smith: s co,1sent. It stated that when the psychosurgical 

procedure under discussion nbecomes an accepted neurosurgical procedure 

and is no longer experimental [an] involuntarily detained mental 
119 

patient could consent to such an operation." TItis conclusion is 

somewhat illogical in that, "The non-experimental status of this 

procedure may increase the prospective patient's knowledge concerning 

the risks and benefits involved, but it in no way counteracts the effects 

of institutionalization on his (lbility to consent in a truly informed 
120 

fashion." Thus the court's apparently strong feelings on this issue 

are considerably tempered. Assuming there is a psychological concept 

known as institutionalization, this would suggest that prisoneTs 

who have been confined for lengthy periods of time should not be asked 

to volunteer for either behavioral or biomedical research. It does not 

mean that all research must be stopped. 

From an examination of the foregoing cases, one can discern the 

attitude courts are taking toward informed consent and behavioral 

research. The S.T.A.R T. program being the :east invasive of all 

the proposed programs of behavior modification was the least regulated 

by the court. The issue of consent was skirted, but the court ruled 

that certain due process protections wer~ required. The use of drugs 
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that cause severe vomiting or fright is more invasive and the courts 

set forth a requirement that informed consent must be obtained. 

Psychosurgery, which is the most dangerous and invasive technique, and 

which is the only one that is irreversible, was prohibited by the court 

by finding that a confined person could not consent to it. The courts 

seem to realize that behavior modification cannot be treated'as a 

unitary concept. Varying behavior modification techniques have 

varying risks and should be regulated accordingly. But "perhaps even 

more important than the variety of risks is that these techniques 

shock the conscience of the courts and offend their· concepts of humane 

treatment to differing degrees. 

However, the Mackey and Knecht cases do serve to establish one 

important point. Prisoners, protected by the proper safeguards, are 

legally capable of giving their informed consent to behavioral research 

even though it involves the use of procedures that cause a great deal 

of pain and suffering. 
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LEGISLATIVE AND REGULATORY RESPONSES 

The previous discussion has analyzed the role of the common law 

(judge-made law that comes about through the resolution of specific 

cases) in the regulation of experimentation on prisoners. The common 

law can be codified or changed by statutes passed by state or federal 

legislatures, or regulations promulgated by administrative agencies 

when the agencies are given such authority by legislative mandate. 

Twenty-one states have legislation or regulations which permit biomedi(~a1 

research and twenty-three states permit behavioral research. Eight 

states have chosen to ban biomedical research, one by 1egis1atiG~. 

six by regulation, and one by moratorium. Five states ban behavioral 

research, Olle by legislation, three by regulation, and one by mora-
121 

torium. 

The legislative and regulatory responses cover the entire spectrum, 
122 123 

from merely permitting experimentation as in Iowa, 
124 

Georgia, 

and Montana, 
125 

Illinois, 

to those which bar the practice altogether as in 
126 127 

Missouri, New York (which has banned participation in 
128 

pharmaceutical experimentation), Oregon (which has banned all 

medical, psychiatric or psychological experimentation on prisoners), 
129 130 

Pennsylvania, and Vermont. Sevel.'a1 states that discourage or ban 

medical research permit research that will aid the corrections process, 
131 132 133 134 

such as Kentucky, New Jersey, New York, and South Carolina. 

In virtually all of the states that do permit any sort of experi-

mentation, the requirement that informed consent must be obtained is 

explicitly set forth. In these states an implicit finding must have 
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been made that prisoners are capable of giving informed consent 

even though they are incarcerated. This is specifically found to be the 
135 

case by the North Carolina Attorney General. Arizona law simply 

states that the consent of the superintendent and pri5~n physician 

must be obtained, that the prison physician or the investigator must 

disclose the dangers of participation, and tha.t the prisoner must consent 
136 

in writing. On the other hand, other states have very detailed 

requirements regarding informed consent. California has a statute 

that bans the use of "organic therapy" (shock therapy; the use of drugs. 

electric shocks or infliction of physical pain used in a program of 

aversive, classical or operant conditioning; and psychosurgery, which 
137 

is also regulated by a separate statute) 
138 

without the consent of the 

inmate. In order to obtain informed consent the physician must 

explain: (1) The nature and seriousness of the illness; (2) The 

natu.re of the proposed therapy and its duration; (3) The likelihood 

of improvement or deterioration without the administration of the 

proposed organic therapy; (4) The likelihood and degree of improvement, 

remission or cure resulting from the therapy, and the extent of changes 

in and intrusion upon the person's personality and patterns of thought; 

(5) The likelihood, nature and duration of side effects; (6) The 

uncertainty of benefits or hazards because of the lack of sufficient 

data; (7) Reasonable alternatives to the treatment; and (8) Whether 

or not the treatment is considered experimental. 
139 

Massachusetts proposed policy requires the prisoner to sign 

a consent form which explains: (1) The nat.ure, duration and purpose 

7-43 



of the investigation; (2) The method by which the investigation is 

conducted; (3) All inconveniences, hazards, discomforts and risks 

reasonably to be expected; (4) The effects on the subject's health; 

(5) A description of the benefits; (6) A disclosure of alte1::ative 

procedures; (7) An offer to answer any questions; and (8) An instruction 

that the subject is free to withdraw at any time without affecting the 

conditions of his confinement. The subject mvst be given a copy of 

the form twenty-four hours prior to the time it is to be signed. 

The issue of re\'iard for participation in research is dealt with 

in a variety of .'lays. In North Carolina an attorney general's opinion 

states that the Department of Corrections should make no promise of 

pecuniary award, sentence commutation or any oth.er kind of reward, or 
140 

else coercion is intimated to the inmate. In Virginia incentives 

are discouraged but if approved, the state has set up a rate schedule. 
141 

For oral medication an inmate receives 25 cents per dose with a maximum 

of $1.00 per day, $1.00 per injection with a $2.00 per day maximum, 
142 

$1.50 for a stomach intubation, and 10 cents per urine colle',~tion. 

Connecticut also sets forth a fee schedule in its regulations. 

For studies in excess of seven days the prisoner must be paid a minimum 

of $25.00 and a maximum of $75.00. The specific fee is set by the 

Research Advisory Committee which reviews all protocols. For an initial 

blood drawing the prisoner is paid SlO.OO, for a spinal puncture he is 

paid $15.00, for uTine and fecal sanples - $1. 00 each, for a unit 
143 

(500 cc) of blood for research purposes - $20.00, etc. Fifty 

percent of the total amount of all noney paid to inmates in anyone 
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research project must be paid to the prison welfare fund. A direct 

charge of twelve percent of the total payment to prisoners is paid to 

the state, as well as an indirect charge of six percent. Michigan has 

a general statement on compensation which states that compensation may 

be proportionate t~ the discomfort or inconvenience involved, but 

not to the risk inv01 ved. The inducement cannot 1';10 so g.t'eat that it 

would coerce an inmate to accept a risk beyond that which he would 

otherwise willingly incur. No promise concerning a reconunendation to 
144 

the Parole Board or prison administration. may be made. 

Tennessee law requires payment to prisoners to be commensurate 

with payment for the same services to non-inmates, "taking into con-
145 

sideration the special conditions of inmates." 

A number of states require the prisoners to sign a waiver, releasing 
146 

the state from any liability for adverse results. It can be said 

without question that requiring the inmate to waive his rights against 

the state is poor policy since it reduces the state's incentive to 

protect the inmate. 

State regulation in this area runs from excellent to non-existent. 

There is certajnly no unifol~ity, which indicates the present state 

of the art in this area. However, a large number of dates do permit 

prisoners to give informed consent to experimentation. 

The federal government through the Department of the Army and the 

Department of Health, Education and Welfare has promulgated regu-

lations concerning the use of prisoners as research subjects. The 

Army absolutely prohibits the use of prisoners of war under any circumstances. 
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Use of prisoners who are not prisoners of war is prohibited: 

Unless it has first been determined that there will be 
no undue inducements to such participation, taking into 
a~count such factors as whether the earnings, living 
conditions, medical care, quality of food J and other 
amenities offered to participants in the study are sig
nificantly §reater than those available to non-participating 
prisoners.l 8 

A prisoner being held in pre-trial confin~ment may not be used 

as a subject unless the purpose of the experiment is to diagnose, 

treat or prevent a condition from which he is suffering, or it is to 

study the effect of confinement upon the prisoner, and involves no risk 
149 

to him. Finally, a senior medical officer from the U.S. Army Medical 

Research and Development Command Headquarters and a member of the legal 

staff must conduct a site visit at the prison in which the research. 
150 

is to be conducted. 

Detailed consent standards are set forth (apparently derived from 

proposed H.E.W. regulations) including a fair explanation of the 

procedures to be followed, a description of risks and discomforts 3 a 

description of benefits, disclosure of alternative procedures to be 

fOllowed, an offer to answer inquiries, and an instruction that the 

prisoner is free to withdraw from participation at any time without 
151 

prejudice to him. The use of any e~~ulpatory language is prohibited 
152 

and consent must be in writing except in exceptional circumstances. 

The Department of Health, Education, and Welfare has proposed 

two sees of regulations which include guidelines for obtaining informed 

C0nsent from prisoners. In the first set of proposed regulations, which 

were formally referred to as "a draft working document," the Organi-
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zational Review Conunittee was required to certify, \'1(1) that there . . 

will be no undue inducements to participation by prisoners as subjects 

in the act~, vi ty, taking into account, among other factors, the sources 

of earnings generally available to the prisoners as compared with those 

offered to participants in the activity .•. and (4) that no prisoner 

will be offered any reduction in sentence or parole for participation 

in such activity which is not comparable to that offered for other 

activities at the facility not of a research, development demonstration 
153 

or similar nature. If The Organizational Review Committee also sets 

rates of remuneration in accordance with the duration, discomfort and/or 

risk of the activity, but not in excess of that eenerally available 
154 

to the inmates. No person confined pending arraignment, trial OJ:' 
155 

sentencing may participate in research. If a prisoner must wi thdra\~ 

for medical reasons, prior to the completion of the study, the Protection 

Committee ,.-ill determip',e how much he is to be paid for such participation. 

Prisons in which participation of inmates in experimentation is to 
157 

occur must be acc::::-edited by H.E.W. 

When the second draft of the regulations was published several 

changes were made. In determining the absence of undue inducements 

the Organizational Review Commitee, in addition to taking into account 

the earnings of the prisoners, must also take into account whether 

such factors as the living conditions, medical care, quality of food 

and amenities would be better than those generally available to the 
158 

pl'isoner. Although this broadens the Organizational Review Committee's 

authori ty to determine the presence of unfair inducements, it was done 

7-47 

156 



--~----.. -----------------------

at the price of removing the Department's authority to accredit insti-
159 

tutions. The proposal to accredit institutions was criticized by 

a number of people "principally t-ecause of the jursidictional problems 

inherent in ttny attempt to impose a Fcueral regulatory requirement on 
160 

an autonomous state facility." In light of the remaining regulations 

that control the conduct of experimentation at these autonomous state 

facilities, this objection seems rather anomalous. As discussed 

earlier in this pa.per, existing conditions in a prison may act to coerce 

a prisoner to volunteer as a research subject. To assure that such 

conditions do not exist, inspection of these institutions should be 

required. An inherent conflict of interest exists when those respon-

sible for prison conditions must decide whather or not those conditions 

are so poor as to coerce inmates into volunteering as subjects in 

experimental programs. By setting up accreditation standards for prison 

research, H.E.W. would not take control of the prisons. It l,'ould merely 

refuse to fund research that was proposed to be conducted in those 

prisons which do not meet certain standards. 

The second draft does not include a section prohibiting a reduction 

in sentence or granting of parole as a result of participation in 

research. Because of the inherently coercive nature of such a reduction 

in sentence or offer of parole, this practice should not be allowed. 

In the second draft.' rates of remuneration are not based on dis-

comfort or risk, but only on the duration of the activity. However, 

remuneratio~ still must not exceed that paid for other employment, and 

if the prisoner must withdraw for medical reasons, he must not lose any 
161 

anticipated remuneration. 
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The elements of informed consent in the regulations that H.E.W. 

has actually adopted are identical to the Army regulations set out 
162 

above. 

As in the case of a number of states, the federal regulatory 

scheme accepts the notion that prisoners can consent to be subjects 

of experimentation as long as adequate safeguards are provided. 
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S~~RY AND CONCLUSION 

In this paper we have tried to set forth the barrlers that might 

exist which would render a prisoner incapable of voluntarily consenting 

to biomedical and behavioral research. We have discussed the conditions 

that exist in prisons that might coerce or unduly influence the prisoner 

to participate in experiments against his will. We have also discussed 

the role of monetary incentives and the problem of promising prisoners 

early release in exchange for their participation in research. The following 

summarizes the discussion: 

1) If a prisoner volunteers to be a research subject because conditions 

in the prison are abysmal, and the only way he can obtain minimally 

decent living conditions is to participate in research, then his parti-

cipation cannot be deemed to be voluntary. For this reason we would urge 

the Department of Health, Education, and Welfare to reconsider its 

intention to accredit prisons to ensure that these conditions do not 

exist. Only an independent agency with no stake in either the prison 

conditions or the proposed research can perform this task in an objective 

manner. 

2) As far as rewards for participation are concerned, we have estab-
J 
I 

J 
1 

lished that these too can be coercive. If a prisoner must earn money 

to Inaintain his health and personal hygiene, or to obtain a minimally 

decent standard of living, and this ~oney can only be earned by i 
participating in research, then the payment of such money would con-

stitute duress. However, where remuneration serves merely as a reward 

for participation in research, it would not be coercive if the reward 

1 
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were not so great as to cause a person to incur great personal risks 

that he would not otherwise take. 

3) A prisoner should never be offered parole or a redu~tion in 

sentence for his participation in research as this would be inherently 

coercive. If a judge, when sentencing a person convicted of a crime, 

said, "I will sentence you to three years in prison if you do not wish 

to volunteer as a research subject, but only to two years in prison 

if you do volunteer," we could all agree that the prisoner in "volun

teering" would be acting under duress. An offer of parole or sentence 

reduction would, jn effect, produce a sinrllar situation. We should 

not adopt the practice of incarcerating individuals for purposes of 

punishment or rehabilitation and then ask them to trade the use of 

their bodies in return for their freedom. 

4) Not only should an offer of parole or sentence reduction be pro

hibited, but any action that may lead the prisoner to believe that such 

was the case must be guarded against. For this reason guards, wardens, 

and all other correctional personnel should not be perrrdtted to ask 

prisoners if they wish to participate in research. As such individuals· 

are in a "confidential relationship" with the prisoners, i.e. , in a 

position of control over them, such a request stands too great a chance 

of unduly influencing the prisoner's decisions. 

5) The importance of the availability of an independent counselor 

to whom the prisoner can turn for advice cannot be overstated. As we 

saw in the undue influence case, the coerced confession case, and the 

coerced guilty plea case, the courts have given great weight to the 
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protective role of independent cOllnselors. This roJ e can be played by 

the protection OT consent committees required in the proposed federal 

regulations, or by a physician, lm'l)'er or oth.er independent person 

of the prisoner's choice. 

6) The bodily and mental integrity of the prisoner should never be 

violated without his consent, as was held in the Mackey and Knecht 

cases. The prisoner must receive a fair explanation of the procedures 

~o be followed, a description of risks and discomforts, a description 

of benefits, disclosure of alternative procedures that might be available, 

an offer to answer inquiries, and an instruction that he may withdraw 

from participation at any time without prejudice to him. The consent 

form should be given to him at least twenty-four hours prior to its 

signing, and the prisoner should receive a copy of it after it is signed. 

The prisoner should not be asked to waive his rights against anyone 

or any entity which might be liable for injuries that he may sustain. 

Prisons in states that have such a requirement should not be accredited 

for the purpose of conducting research. 

This paper does not discuss the numerous policy considerations 

that surround the prison research controversy. We do not discuss the 

ethical issues of using persons whom society has incarcerated as 

research subjects, or problems of the subsidization of drug companies 

who pay prisoners less than they would have to pay free-living individuals 

to participate in similar proj ects, or the problem of placing the 

burden of medical research on a very small segment of the population 
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for' the benefit of us all. Our task was not to decide whether or not 

prisoners should ever be subjects of biomedical and behavioral research. 

If, however, it is decided that prisoners are a proper population 

on which to perform biomedical and behaviora,l research, it is our 

conclusion that the law will not bar such participation, provided that 

the safeguards discussed in this paper are adopted. 
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The use of inmates in American prisons for medical research 

developed primarily during World War II under what was then thought 

tp be the exigencies of wartime. From a scientific point of view, 

this was an important landmark in that much of the work done in 

prisons was designed to forestall complications and inadequacies 

of new drugs, vaccines and procedures for the ultimate consumer, 

namely, the American soldier, sailor and airman. The idea was 

relatively new of testing for and resolving complications of medical 

therapy by relatively controlled and limited trials in volunteers 

without putting at risk large populations. The morality of the use 

of prison volunteers bothered some people at the time and a number 

of committees and commissions addressed themselves to this problem. 

Most prominent of these was the Ivy Commission in Illinois. 

,As the quest for greater consumer safety, as well as more pre

dictable efficacy of new medicines intensified, so did the use of 

one special population, namely, prison inmates, to predetermine 

these risks. At the time of the high \oJatermark of prison research 

*Quincy Research Center, 5104 East 24th Str~e~p Kansas City, Mo. 64127 
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several·years ago, we could. identHy over fifty institutions in 
. . 

which some form of medical research was being carried out. It is 

lIkely that the majority of these was in connection with the develop-

ment of new or the re-examination of old pharmaceutical products. 

This historical perspective explains a number of dilemmas 

currently facing the cl ini.ca~ investigator of new medicines: 

1. The prison system developed relatively smoothly and 

e~silyat a time when ~ttention was just turriIng to 

the need for quantitative clinical research. 

2. Since the style of prison research had been well 

established when the need for ,quantitative research 

escalated, very little effort went into developing 

alternative ways of carrying out this research. In 

other words, the prison system was a ready-made 

solution to the new medicines problem. 

3. Because the prison system was so successful, it is 

probable that even if a substantial effort were made' 

to find alternatives, they \-Iould have presented too 

many additional difficulties and too much additional 

cost to have competed successfully with,the prison 

. system. 

4 .. Until the ethical questions and public disquiet over 

: the use o'f prison inmates in medical research intensi-

fied, there \oJas tittle reason to abandon a successful 
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and proven system. In fact, in the minds of many people. 

It seemed unlikelY that an alternative system of 
, . 

cloist.ered normal volunteers could be developed outstde 

the prison system. 

5. Many people had participated directly in the use of 

prison volunteers. For some o'f. these there was no 

substantial concern OVer the ethical problem and it was 
, , 

often felt that, gtven eno~9h ttme, the public dtsqulet 
.. 

would cease. 

Needless to say, the disquiet over 'medl'cal research in prisons 

has not ceased and the'more recent experience is that more and more 

penal institu,tions, for one local :r.oas.cn~ or 'Mother. have c:scontfnued, 

or have been required to discontinue. their activities in me~tcal 

resea rch. 

There were a number of ethical questions raised by the use of 

prison volunteers. There are other questions raised by t,he use of 

normal volunteers. I would identify the problems of normal volunteers 

first' as follows: 

A., Why tise normal subjects and not patients for t~sting new' 

medi ci "es? ' 

B. ':Why should normal subjects be cloistered or incarcerated 

for ne~'l medicine te~tin97. 

~hase I drug, testing is a uniqUl:lly American procedure. Phase 

drug testing is an exercise,to,establi~h human tolerance and safety 
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and is usually carried out in normal individuals. In some other 

developed countries,it is illegal to use placebo controls and normal 

Subjects., In Western Europe many new,drugs reach the marketplace 

years before they are approved by the Ameri~an FDA and there are those 
, , 

who argue that the, practice of using normal, cloistered subjects in 

new medicine 'testing is' unethical and sc;ientifically unnecessary_ A 

part of this argument refers to the more rapid introduction of new 

medicines abroad than in the United States. 

, In answer to Question A (above), a normal subject is primarily a 

subject with less at risk than any subject with a disease process. 

,The general style of research involving the first use of a potential 

new medicine in man is to give small single doses of the'compound to a 

small number of ~'ubjects. and then to increase the size of this single 

dose in gradual increments ,in subsequent trials. The major concern 

during this period of the introduction of a new compound to man is 

the safety of the individual subjects. In s~ite of elaborate testing 

in animals, abollt one-third of over three hundred new compounds 

studied by us has demonstrated properties not easily predicted from 

animal studies. These properties can range from th.e relatively 

trivial to some which are potentially life-threatening. 

The o~ly safeguards against the latter that we have been able 

to devi St~ are: 

a. the init1al dose is always very small 

b. ,th6" subject should be wi thout any detectable disabi 1 ity 

that could be complicated by an unexpected reaction to the 

test medicine. 
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c~ the dose increments are relatively small 

d.' the subject should be monitored meticulously for every 

kind of adverse drug reaction during the trial and should 

be 'followed a reasonable time therafter for evidence of 

delayed effects. 

In general, few, if any, pattent$ can enter this phase of a new 

medicine trial with the same security as a normal subject. 

This .is countered by an ethical argument which goes as follows: 

No subject should be asked to do something from which he does not 

benefit. Answer: Very few patients can conceivably benefit from 

these early dose-ranging studies, and' to pretend that they might be 

benefited is grossly misleading. Furthennore, \~st other medications 

a patJent might be taking must be withdrawn during a safety and 

tolerance trial of a new medicine. This in itself would be to the 

substantial harm of the many patient subjects over and above the 

unavoidable risks of the new medicine itself. 

The b~siness of early drug testing keeps circling around the 

normal volunteer for other compelling reasons! 

1.. There are fewer abnormal i ties of chemi<::al or physiologic 

'measurements to distract us from the (.~,ri il:i cal business 

of early identificat.ion of adven~e dl"Ug effects. As we ' 

become more and more meticulous in this busines$7 these ,. 

abnormalities become~ore critical. There is an evolution 

'here such that only a v~ry small percentage of volunteer 

,subjec;;os are eVe'1l suitable for early saf'~ty studies. 'The 

use of patients becomes prohibi tively difficul t for early 

drug studi es., 
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2. Normal volunteers actually have more time available than 

most patient subjects. 

The' following response is given to Que'5tion B (page 3) on control 

of re'search, or why should new medicines be studied in cloistered 

populations? 

One of 'the' reasons the record of Pliase I drug trials is so good 

(as compared to a number of other types of cl inical research), is that 

they have usually been carried out among cloistered populations. This 

has to do with three problems. First, the volunteer receives only 

those medications intended for study and he receives them in a 

controlled and regulated fashion. Second, he can be intensively 

monitored to detect potentially harmful effects at the earliest 

possible moment, and third, the properties of the drug can be 

identified early and with greater confidence. Other subjects then 

are not ~nwittingly placed at risk later on in the study of a new drug. 

One of the early attractions of the prison volunteer system was 

the apparent control of the investigator over diet, other drugs, com

pliance with the study, the ability to observe closely, and the 

elimination of parallel hazards, such as driving, etc. When the non

prison but cloistered normal volunteer is compared to the prison 

. volunteer, we can see many problems VJith the prison setting. For one 

~hing, prisons are run for their o..-m purposes. They are not designed' 

or operated around the needs of medical research. There are many 

conflicts between the needs of the prison and of the investigator. 
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Needless to say, diet is less controlled than we would often like it 

to be. I'n some prisons, drugs of abuse circulate widely and 

complicate observations on new medicines. 1 do not wish to,labor 

this point, but there is substantial scientific gain in moving from 

the prison setting to an arrangement dedicated solely and uncompro

misingly to medical research. If this .is true of the setting t it 

also applies to the voluntter. In other words, it is better to have 

a volunteer who is d'edicated to the research than one dedicated to 

'improving his lot in prison. 

Problem~ of Research on Normal Subjec~ 

There is no question that the social problems of managing normal 

young men or women on an extended cloistered study are substantial. 

In prisnn, this is the task of the warden. In a non-prison setting, 

this is the responsibility of the investigator. 

, If this new approach to human experimentation is viable, there 

will be an entir~ly ,new discipline evolving--one in which the experi

menter is first an ethicist; second, a behavioral manager; and last 

and probably least, a biological scientist. The solution to the'. 

behaviora 1 problems of along-term or relatively lorlg-term cl oi stered 

existence of a group of volunteer subjects has been the single largest 

barrier to establishing alternate populations to prisons. Nevertheless, 

with effort, this problem has also been solved. 

As an example, the Truman Laboratory, together with the Quin~y 

Research Center, has exper'ience with approximately 800 normal men and 
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women subjects cloistered for periods of up to eight weeks. From 

this experience, several conclusions are possible: 

1. We have been able to complete the proposed study with 98.5 

percent of all volunteers and. nearly complete compliance 

with the protocol. This is a higher rate of completion 

of work than we have ever been able to do with over 8000 

volunteers in prison over 29 years of experience. The 

reasons for the default are almost equally divided between 

th ree groups: 

a. In one g~oup, withdrawal from the study occurred 

because the volunteer, for personal reasons, wished 

to terminate. This reflects the relative frequency 

(0.5%) that volunteers have withdrawn in accordance 

with the conditions of the informed consent. This 

is a lower rate of withdrawal than we have seen with 

prison volunteers for this reason. 

b. About 0.5 percent were terminated by us for various 

reasons related to their compliance with the protocol 

or for behavioral problems. Again, this is a smaller 

percentage than we have seen in the prison setting. 

c. About 0.5 percent were terminated because of emergent . . . 
medical problems, either from the drug or for other' 

medical reasons. 
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2. The management of human behavior in a c'loistered setting 

impc)ses a greater sensitivity from the investigators about 

volunteer, selection, indoctrination, and on-going relation-

ships than has e~er been the case in the prison setting. 

This apparently will have to be mastered by each group by 

trial and error. Despite the ~ifficulties, this is an 

achievable objective. 

3. The physical facilities become of great importance to the 

cloist~red volunteer. He must have complete freedom to 

leave when and if he chooses, but the facility must be 

clttractive and interesting enough for him to voluntarily 

~:.ubmit to control of diet, activity: use,of other drugs. 

and even on occasion water consumption, for extended 

periods of time. 

4. Informed consent becomes vastly more complicated because 

none of this works if the volunteer is not adequately 

prepared for such total control of his life style ~e 

he embarks on such a study. 

Prob'l ems of Cost -, 
If the first problem in using non-prison volunteers is 

behavioral, the second largest problem has been cost. It is 

manifestly impossible to generalize about all prison experience. 

Nevertheless, it is probable that any non-prison cloistered study 

will be. more expensive than the counterpart prison study. Although 
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one expects the cost, increment to arise from hoteling a'nd fbocf'.cci'sts, 

the biggest increment in costs actually comes from the greater 

supervisicm and closer medical control of th~ volunteers in tlie 

non-prison setting than is often the case ~lth the prison study. 

This introduces a very difficult point: that is, many things have 

been done iri the past in a. less defensi~le ~anner in the prison 

setting than would be permissible outside the prison. 

~~t!ls of-1tability and Financial Protection of th~ Vol!:!.:.~ 

While the argument about informed consent and·peer review in 

prisons and elsewhere has raged. we have virtually ne9i~~ted the 

parallel and equally important problem of compensation. The volunteer 

for a medical experiment deserves certain stipulated protections 

whether he is in prison or not: 

.1. He deserves the very best in medical protection and 

. supervi s i on. 

2. If an accident were to occur, he deserves just and equitable 

fInancial protection whether or not the accident occurred 

as part of the lIunknown" risk of the ~)tudy or from an er·ror 

or omission on the part of the medical attendants or the 

protocol designers. 

In other'words, the volunteer should carry only an irreducible minimum 
" . 

of physical risk. Society should carry the rest. 
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How Does Compensation Affect Informed Consent? 

Until recently there has been an implied abili~y of an investi

gator to compensate vol unteer subjects for injury through the medi"cal 
. . 

malpracti~e insurance program. With the current crisis in malpractice 

coverage, it is apparent that many clinical researchers are not 

'-c,overed by standard malpractice policies. Consequently, the ability 

to compensate for injury is seriously impaired unless special insurance 

or $elf insurance capacity is available. 

This applies directiy to the full disclosure provision of the 

inforn~d consent. If no compensation is possible. it would appear to 

be a necessary part of informed consent. If compensation is available, 

the informed consent should so state, a.s well as a general indication 

of the procedure for obtaining it. This would seem to follow naturally 

from the pl"actice of identifying the responsible institution and 

individuals in the informed consent. 

The fact that this has not hitherto been appreciated probacly 

has to do with the widespread assumption that medical malpractice covers 

these problems. Even so, medical malpractice compensation requires 

litigation or the threat of litigation, whereas the responsible pro'· 

vision of compensation probably ought to be available by ~simpler 

exercise, such as arbitration or admission of injury by the l~vestigator. 

There is some case 1a\,1 precedent for these requi rements ina recent 

Massachusetts court case. 
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We have a model statement about Indemnification for the informed 

consent Form as follows: 

OUR MUTUAL UNDE::RSTANDING AND AGREEMENT 

1. We have taken every precauti.on to assure the safety and 

well-being of all who have agreed to take part in this 

study. Please tell us about any problems or conditions 

which witl make it easier to participate and, for y~ur 

benefit, follow the instructions given, report any 

difficulties, discomforts or unusual changes. We 
. . 

appreciate your cooperation and confidence •. 

2. Once in a great while, there will be an unexpected 

reaction, even an injury. Report this immediately. We 

will provide medical attention at once, explain what 

could have happened. We will recommend continuing or 

stopping your participation, depending on the situation. 

Your decision will be final. 

3. If there 1s an injury due to your participation which 

causes damage, we will provide medical and health care, 

any needed rehabilitation or other service to help you 

recover promptly. Also, we will provide compensation in 

accordance with the schedu Ie of payments or under the 

worker compensation law plus % additional. You ---
will be enti tIed to these benefits as. long as there is 

damage becau se of your pa rt i c ipat i on, prov i ded you fo 11 ow 

medical advice. This program is for your protection and 

fo r you r f am i 1 y. 
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4. The benefits are available on the basis of a claim to 

the __ ~ ____ ~~ __ ~~ ______ '~ ____ ~ __________ ___ 
(name of investigator or sponsor) 

.without necessity for any legal action. They are payable 

unless you have deliberately or wilfully caused the injury, 

or clearly acted against medical advice or other official 

instructions. 

5. You may, however, reserve the right to sue for damage. ·If 

you do, you w~11 not be entitled to the benefits but will 

have to prove that the injury was, the result of negligence 

or some other fault or failure recognized by law and any 

decision may also be subject to appeal to a higher'lcourt 

and other possible delays. Also, if you sue for damages, 

you c.annot later change to the injury benefit program. 

6. Any unsettled differences beo~een us shall be resolved by 

arbitration, if you select it. Decisions of the arbitra-

tion panel shall be final, binding and enforceable under 

the law. If you do not choose to arbitrate, you may sue 

under the rules of the court. 

7. Our recommendation for our mutual understanding and best 

interest is to settle our problems as quickly as possible 

'and to agree on health CC:lre, compensation a'nd arbitration, 

if needed. 
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HOW do the prison system and the non-prison system compare 

with respect to informed consent? Unfortunately, a complete analysis 

of this question is very complicated. Nevertheless, certain aspects 

of the systems can be compared: 

1. A simple indemnification system can be worked out for non-

prison volunteers. It is not clear how the same system can 

be applied to prisoners. Furthermore, there is some question 

as to whether prisoners would seek indemnification as 

readily as non-pri soners. There is evi dence of uncompensate.d 

injury to prisoners and this suggests, though it does not 

prove, that pr i soners do not nO\,1 have adequate i ndemn if i ca-

tion potential. 

2. As investigators, we all shun the potential of liability for 

harm. It is time we face up to this problem and consider 

the welfare of our subjects ahead of our own risk potential. 

Fortunately, the incidence of harm in Phase I drug studies 

is extremely 10\'1, but it is not zero. In comparison to 

occupational hazards, it is undoubtedly lower than window 

washing and mining, but it should be covered by compensation, 

as are other occupational hazards. 

·3. It is possible that the risks unique to the prison ~etting 

will turn out to be far too heavy for the continued use of 

prison volunteers, without any other new action. 
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Professionalism 

The prison setting has inhibited the proper maturation· of 

professional skills in new drug testing. The reasons for· this are 

largely geographic. The prison setting has not been attractive. 

Furthermore, the prison setting has not encouraged the development 

of new technologies. Mo~t prison programs, even of long duration 

and distinction, have about them an air of impermanence for staffing 

and equipment, as well as for the programs themselves~ Phase I 

pharmacolog i ca 1 stud i es probab ly deserve ) ifetime career commi tment~ .•. 

The concentration of effort in Phase I drug studies in the prisons 

has been a major barrier to this. As a consequence, we have not 

Informed Consent 

There continues to be more public concern about the validity of 

informed consent in prisons than about any other _aspect. Our 

published studies indicate that it is relatively difficult to get 

high quality informed consent in the prison setting. In order to 

get high quality informed consent, special instructional procedures 

need to be developed, used and tested. There have been few prison 

situati6ns where this has been done. The prison is only one of 

several sett~ng~ where informed consent poses unique problems. 

Other areas are: HMOs, indigent medical patients, students and 

employees. Each of these may pose special problems. 
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As one analyzes informed consent both in and out of prison, 

it appears that the actua 1 di fferences bet\'/een thepri soner' and 

the non-prisoner depend on the urgency with which the volunteer 

feels he needs to.make his decision. The sense of urgency is often' 

visible t especially in prisons where th~ volunteer purposefufly 

short cuts the process of due deliberation. In a sense, he makes 

his decision before he hears the instructional material. 

long-term Follow-up and Extended Care 

In addition to medical protection during the course of the study, 

the volunteer subject deserves follow-up and extended care. The 

prison setting presents a number elf problems with long-term follow-up. 

For one thing, a volunteer is extremely unl ikely to return to a 

prison for follow-up. Very few programs have provided non-prison 

locations for follow-up. It also goes without saying that no one 

can predict whether a former prison inmate can report anywhere for 

medical care after his discharge, even if he kno'w'IS where or to whom 

to report. 

All too few inmates are given a written record of their informed 

consent with identification of the physicians or sponsoring institu-

trons. The~ frequently are unable 'to identify the individuals or 

institution to whom tht'y could or should turn for help after the 

experiment is over .. The only institution they can turn to is the 

prison and there are problems with this approach. 
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Alternate Solutions 

Where dQ we 00 from here? AlthQuf!h ther.B was initial doubt: 

about the existence of alternate groups, this has been proved 

wrong. Alternate groups exist. These potential volunteers are 

. ready and eager to participate. 

The job for the investigator, however, is more difficult. 

The job specifications for a Phase I 'investigator \'Jorking with non-

prison, cloistered volunteers would be more than that of a clinical 

pharmacologist. He will have greate~ need for understanding human 

behavior, and he will need to fit the biological problems' into a new 

ethical and social framework. 

In return for this, here is an opportunity for Phase I . 

investigators to develop a new professionalism to the enormous 

benefit of all concerned. 

In summary, the prison system played a crucial role at gne time 

in medical research. These programs were continued long after we 

should have turned to appropriate substitutes. We have payed a 

large price for this in terms of public disquiet, and the time is, 

fast approaching when we will have to turn to. alternate population 

groups for anyone of a number of reasons. One of the most likely 

barriers to continued prison research is the development of new 
• 

risks for the investigator from action by the courts. 
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The Future 

The non";prison volunteer system gives us, a chance to look at' 

Phase J pharmacologic research and perhaps other medical 'research in 

an entirely new context. This is possible because of three new 

cond i ti ons: 

1. The volunteer can be paid a stipend comparable to wages 

paid for other services. 

2. Indemnification in:the fashion of workmen's compensation 

can bring this into harmony with other employment 

opportunities. 

3. ,The volunteer can choose medi cal research against other 

forms of 1 imi ted employment wi thout any special coercive 

force. 

By our current estimates, the safety of Phase I drug testing, 

\\'ith the full range of medicatmonitoring and cloistering of volunteers, 

is sl ightly greater than is the risk of our office secretaries. It 

is about one-seventh that of wi.ndow washers and one-ninth that of 

mi {lers. 

Since the volunteer program is now folded into a standard 

insurance program which can continue to be compared with occupational 

risks, we should in the near. future abolish the mystery abou; the 

level and extent of medical risks of Phase I drug testing. 

-----.~-------------------

NOTE: The opinions expressed here represent the distillation of 29 
years of experience with Phase I and Phase II drug testing in normal 
volunteers. About 8000 prison volunteers in three different prisons 
and over 800 non-prison voluntters have participated in the' first 
human trial of over 300 new compounds. 
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INTRODUCTION 

The current interest in the use of volunteer subjects, especially 

prisoners, in medical research projects in the United States, 

prompted a review of the policies and practices of o·ther 

countries in regard to research in "normal" subjeets. The 

staff of the Commission for the Protection of Huma.n SUbject..s 

asked us to prepare such a report for them. 

In order to assemble the necessary information in a short time 

a questionnaire survey form ",!as devised which direc:ted the 

inquiry to the major areas of interest. 

When a therapeutic agent is studied in volunteers, several types 

of information may be obtained according to the des.ig,n ;;>f the 

study. These include: 

(1) Absorption, distribution, excretion and metabc>lism 

(bioavai1abi1ity or pharmacokinetic studies). 

(2) Dose-ranging studies to find the minimal dose which 

displays pharmacological activity, and 

(3) Safety studies, to evaluate the potential of a compound 

to cause undesirable side effects, organ-system pathology 

as exhibited by physical signs and symptoms or biochemical 

(clinical laboratory) abnormalities. 

Studies of type (1) and (2) (clinical pharmacology ~tudies~ are 

carried out in healthy vo1unteer,sr patients with diseases other 

than those for which the study drug is intended:, or patients 

with sufficiently mild illness such that the administration of 

sub-optimal doses (in dose-ranging studies) will not prove 
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hazardous. Studies of this type are usually of short duration 

(less than one week). 

Safety studies are often of longer duration {over one month). 

They may be carried out in patients who are being treated with 

the drug under study. When it is desired to exclude the possi

bility of the influence of the underlying disease on drug 

effects and to completely control the use of other medications, 

healthy institutionalized subjects, such a.s prisoners, may be 

the prime participants in such studies. 

METHODS 

In order to distinguish among the types of studies which might 

be carried out, a specific questionnaire was devised. The 

survey form is reproduced in Attachment 1. Physicians active 

in clinical research in seventeen countries were polled in 

this survey to ascertain both the protection afforded human 

subjects by the laws of those coun'tries and the requirements 

for clinical pharmacology data to support new product registra-· 

tion. The countries reported here provide a picture of clinical 

research practice around the world, as of the date of thi:s report. 

Represented are seven European nations (~elgium, France, Germany, 

Holland, Italy, Spain and Sweden), five English speaking coun-

tries (Australia, Canada, New Zealand, South Africa and the 

U.K.), four Latin American nations '(Brazil, Colombia, Mexico 

and Peru) and Japan. 
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RESULTS (See Table I) 

,--------, ---·------... .,'----...... ·~·'0~,.',... 
• I) I 

A. Clinical Pharmaqology Studies 

In all the countries surveyed, clinical pharrrtac\':Jlogy studies 

are conducted in normal sUbjects. Almost uniformly these 

same countries do not permit such studies to be,conduci::€;ld 

in prisoners. In theory, prisoner studies could be done 

in the U. K. , but in actu,a'l practice outside 

of the United States 1"' research is conducted in prisoners. 

As can be seen from th~~ tabulation, all coul1trie~~ permit 

studies in normal adult volunteers. Several alsel permit 

studies in normal children. In such cases parental consent 

is required. 

In general, clinical pharmacology studies are conducted 

in patients with the disease the drug is intended to treat. 

The use of patients with other diseases is not uniformly 

approved, but may be permitted if data relevant to the 

primary indication may be obtained. The requirement for 

specific governmental approval. (IND or clinical·trials ;: 

certificate) to conduct clinical pharmacology studies in '~ 

normal subjects or patients t also varies between countries 

(see table). It is interesting to note that in all the 
1/ 

countries surveyed, human pharmacokinetic and pharmaco-

dynamic data are "helpful il to support ne,,, drug registration. 
~j 

In about half the countries, such data are mandatory. Only 

France and Japan require that such data be generated in the 

indigenous population~ oth~~ countries accept foreign data. 
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B. Safety Studies 

With the exception of Italy, no country requires long-term 

(1-3 months), controlled studies in volunteers before 

initiating studies in patients. For registration 

purposes, however, Belgium, Canada and the U.K. in some 

cases, require such data. Since prisoners are not used 

for such studies, it is assumed that such data often is 

generated elsewhere. 

C. The Evaluation of Drugs 1n Children 

In order to support claims for the'pediatri.c :lsage of new 

drugs, all countries surveyed, with the exception of 

Colombia and possibly Sweden i.n some cases, require that 

data generated in cr ',d..dren be supplied. The requirement 

for pediatric pharmacokinetic data is not uniform, but 

most countries ask for it as part of the registration 

dossier. Pediatric clinical pharmacology dat:a usually 

is obtained from children with the disease for which the 

drug under study prc".ddes therapy. 

CONCLUSIONS 

In none of the countries surveyed was it found that prisoners 

are, i:,sed as volunteer subjects for medical research projects, 

and we know of no country other than the United States where 

this is done. In addition to the ethical questions regarding 

the ability of prisoners to give free consent, comments ine:luded 

the recollection of German prisoner research during l'1orld War II 

and the inappropriateness of the facilities available in the 
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prisons of many countries. To our knowledge there is no 

pri.son anywhere in the world outside of the united States 

which contains a medical facility designed for the purpose 

of carrying out research. 

In most countries volunteers are drawn from students, civil 

servants (military, police and firemen), and medical and 

paramedical personnel. Healthy volunteers provide informa

tion on the pharmacodynamics and metabolism of new drug 

entities, particularly when it is necessary to exclude the 

possible influence of diseased organ systems or other drugs 

on the drug under study. 

In most countries longer term studies to determine the safety 

of a new drug entity are done in the patient population which 

the drug is intended to treat. This provides a measure of 

how the drug may be expected to b~have in clinical practice 

under the more usual conditions of use and when combined with 

the usual concomitant therapies. The subjects of such studies 

receive the presumed benefits of the new therapy to balance 

the possible unknown risks of any new agent. 

The limitations'of doing such studies in pat~ehts rather than 

healthy volunteers is that a placebo control groUp cannot 

usually be included (although a comparative active control 

with standard therapy is permitted) and the need for additional 

therapy in a patient group may confound the interpretation of 

side effects. 
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Should a regulatory authority's recommendations or guidelines 

suggest that chronic safety studies be done in comparison 

with placebo and in the absence of concomitant therapy, the 

result is for all practical purposes, a mandate that such 

studies be done in institutionalized volunteers. A patient 

population cannot be treated with a placebo for extended 

periods and a non-institutionalized population cannot guarantee 

absolute control of concomitant therapy. Such studies are not 

done outside the united States. It appears t~at foreign 

countries which request the submission of such data depend 

primarily on U.S. prison studies to provide it. 
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Attachment 1 

QUESTIONNAIRE - PROTECTION OF HUMAN SUBJECTS & ~ATIENTS 
QUESTIONS/COUNTRIES 

1. Can you conduct clinical pharmacology studies in normal 
subjects? 

2. If "Yes" to 1, in 
a. Prisoners? 
b. Adult volunteers? 
c. Children? 

3. Can you conduct clinical pharmacology studies in patients? 

4. If "Yes" to 3, in 
a. Those with disease drug is intended to' treat? 
b. Those with other diseases? 

5. Do you need permission from a government agency to conduct studies in 
a. Normal subjects? 
b. Patients? 

6. Are human pharmacodynamic (effects on boqy) studies 
a. Helpful to obtain registration? 
b. Mandatory to obtain registration? 
c. Required to be conducted locally? 

7. Are 
a. 

human pharmacok~netic (distribution and metabolism) studies 
Helpful to obtain registration? . 

b. . Mandatory to obt.ain registration? 
c. Required to be conducted locally? 

8. Are long-term controlled safety studies (1-3 mos.) in 
normals required 

a. Before studies in patients can begin? 
b. For registration? 

9. Do pediatric claims have to be supported by pediatric 
data? 

lO~ Are pediatric pharmacokinetic data required for a 
pediatric claim? 
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b. Those with ether diseases? No Yes? 
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RESEARCH IN PRISONS 

This x'eport concerns the participation of prisoners in biomedical research 

in five state prisons. The report is divided into three sections. The first, 

which is based on conversations with selected members of revie'W" boards, describes 

the structure of trtese boards and their procedures for reviewing reseq.rch 

protocols at each of the prisons. The second section,. bnsE,.d on 41 interviews 

with pr.incipal investigators, concerns the types of projects that have been 

undertaken at these prisons and the issues of informed consent and of risk and 

benefit as viewed by researchers. The third section examines research in prisons 

from the point of view pf prisoners. This section is based on 181 interviews 

with subjects in four prisons and with 45 prisoners in two of those prisons who do 

not participate in l~esearch projects. 

Summary of Findings 

The struct\;Ire of the review process differs among the five prisons. In some 

places it includes institutional review boards with general assurances (IRB's); 

in others it includeG review committees appointed by the state department of 

corrections, by prison authorities, or by university officials. The review 

process at some prisons includes committees created by drug companies. Biomedical 

and legal consultants and prisoup-r representatives may also playa rolet in each 

case the review process inc:i.udes a number of stages involving a combinaticm. of 

some of the above groups. 

The research described by- the principal investigators in the five prisons 

is predominantly pharmaceutical research, mostly Phase 1 te€ti~~. In most of 

these studies, drugs are administered orally and blood and urine samples are 

analyzed. Very few of the experiments, according to investigators, ar~ intended 

to benefit subjects, although rese,archers feel that a medical and/or psychological 
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benefit may occur in some cases. The research also entails some medical and 

psychological risk according to investigators, although they estimate the 

probability of serious risk to be very low or nonexistent. All investigators 

report the existence of procedures for treating subjects who might suffer 

harmful efflects due to the research. Our analysis of consent forms provided by 

investigators indicates that almost all describe the p1!1lipOSe of the experiment, 

and all describe the procedures. About 85 percent mention and list risks. An 

analysis of the reading ease of conaent forms indicates that a large proportion 

are at a diff:Lcult reading level. The difficulty does not: appear to be solely 

attributable to the use of medical and technical terminology; some of the 

difficulty may be related to the complexity of sentence structure and the nature 

of many of tne non-technical terms that are emplpyed. Reading difficulty 

according to our analysis appears to be greater for consent forms associated with 

Pt~oj ects that investigators estimate to entail relatively high risk. The 

explanation provided in the consent form, however, is supplemented in all cases 

by oral explanation. 

The prisoners interviewed, who have participated it ... "search at some time 

since July 1, 1974, are generally supportive of biomedical r~:~earch in prisons. 

The near consensus of favorable attitude among subjects occurl d in all four 

institutions where prisoners were interviewed. Practically all of these subjects 

said that the information they received in advance of the experiment was under

standable and correct, that the researchers were willing to answer any questions 

the subject might have, and that their participation was~voluntary. About 33 

percent of the subjects indicated that they expected the research would involve 

some risk, but a few subjects nonetheless felt that they had specific difficulties 

as a result of the experiments that they did not fully expect. Subjects of.fered 

a number of reasons fe'r participating in re.seardl., the most prevalent being 
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financial. About 90 percent of them said that they would be v1illing to 

participate in future experiments. 

Prisoners who have never participated in research projects, or whose 

participation is not recent, are less favorable on the average toward research 

in prisons than are the current subjects themselves~ and differences of opinion 

about research are more apparent within the group of nonsubjects than within 

the group of subjects. Some of these nonsubjects are strongly opposed to 

possibility of serious harmful effects, that they mistrust research or researchers, 

or that they are opposed to the idea of research in general. Some say that they 

would participate if the;! were asked and/or if the per.sona1 benefit to themselves 

were more substantial. Nonsubjects whom we interviewed have a slightly lower 

level of formal education than do the subjects and the former appear less likely 

to have a prison job. Furthermore, for those inmates who hold jobs, the number 

of hours worked per week is slightly lower for nonsubjects than for subjects. 

Relatively few prisoners offered suggestions about how studies on human 

beings might be improved. Increased payment, better facilities (for example, 

rooms to be used exclusively for research purposes), mbre complete explanation 

of possible harmful effects (for example, pamphlets or written materials 

explaining projects) and better treatment (for example, taking more time with 

subjects and ~~ercising more care) were among the suggestions of prisoners. 

Some nonsubject prisoners suggest abolishing the research program. 

Principal investigators, like the subjects themselves, offered few 

suggestions. Some proposed that rules and review procedures be simplified 

(there is too much to do) and that they be made less rigid. Others suggested 

that larger review committees be established, that committee members should 
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have experience in dealing with prisoner volunteers, and that the committee 

procedure be made less susceptible to the biases of individual members. 

Methodological Note 

In.terview procedure. The data of this report have been collected primarily 

through the use of interviews. Questions were initially provided by Dr. Bradford 

Gray of the Commiss:i.on. The staff of the Survey Research Center (SRC) coaverted 

the initial questiono into a format appropriate for interviewing, pretested the 

interviews and worked with the Commission staff to make needed modifications in 

questions. In addition, SRC added several questions which were asked of a small 

subgroup of subjects in order to understand the possible implications of scaling 

procedures and questionnaire wording. Several forms of a brief interview 

schedule were also developed by SRC to be used with prisoners who were not subjects 

in research. 

Sample. The five prisons to which we refer in this report do not comprise 

a sample in the technical sense, since they were not selected on the basis of 

probability methods. They do, however, comprise over half of the state prisons 

where biomedical research is being condu.cted and they include prisons that differ 

widely in size and geographic location. Probability sampling methods were used 

in the selection of research projects, subjects, and nonsubject prisoners within 

each of four prisons. We therefo ... ~ judge the data of this report to provide 

good illustrations of the character of the review process and of the perceptions 

and attitudes of subjects concerning research now taking place in some state 

prisons. 

Confidentiality. We have assured persons in each of the research sites 

that our reports, whether written or oral, will not include the names of insti

tutions or persons associated with these institutions. It is our purpose to 

understand the procedures employed in protecting human subjects, and the attitudes 
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and perceptions of persons who playa role in the research process. 'It is not 

ou~ purpose to expose, positively or negatively, particular individuals or 

institutions. Persons who have contributed to this research--prisoners, prison 

officials, researchers, offic ials of drug companies, and membeJ:s of review 
/, 

i~~/ 
boards--have demonstrated trust through their parti.cipation 'In this study. We 

\, have made every effort to honor that trust by treating their data with appropriate 

confidentiality. 
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The Structure and Procedures of Review Comm~ttees 

The information in this section was collected through conversations 

d~ring the period February 12-24, 1976, with nine persons associated with 

review procedures at five geographically displ:rsed prisons. Respondents 

in the case of each prison included the chairman of an IRB or of a committee 

responsible for reviewing and passing on research protocols. In two of the 

five cases, the chairman asked other persons to be present dur.ing the inter-

view to add to the information he was able to provide. Two additional per-

sons were contacted by telephone to provide supplementary information. All 

of the information presented in this section is based on the responses of 

the above persons and on documents which they provided. 

The Structure of Review Committees 

In four of the prisons, :Levie.w procedures predate federal requirements, hav-

ing been created ~s early as 1960. In one case, the committee was estab1ish-

ed in response to ~~ requirements. In the view of respondents, few changes 

of significance have been neceesary over the years. One such change is that 

review boards and committees now make decisions on the basis of unanimous 

vote rather than on the basis of majority vote. Four require unanimous votes, 

and the fifch is moving in that direction. 

Another change has been the addition of nonmedical persons, particularly 

lawyers, community representatives, and ~ at two insti,tutiol1s, prisoner repre-

sentatives. Problems of prisoner participation, in the view of some respon-

dents, center on how to select a representative democratically in an undem-

ocratic setting, how to insure that the representative be free from coercion 

whether fr,'om board members or from prisoners, and how to maintain the rep-

resentative's interest in the review process. The alternative,s which were 
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described suggest that the representative be, 

1. the president of a democratically elected prisoners' organization; 

2. a state ombudsman for prisoners; or 

3. an ex-prisoner recently released from the prison where 
biomedical research is being done. 

Despite the above changes, however, the structure of the review boards 

has remained fairly constant. There is little turnover among the members of 

these boards and committees, with replacement generally occurring only when 

a member moves or dies or, infrequently, when someone "just doesn't work out." 

Members are appointed by deans of medical schools, by state prison officials, 

or, in the case of drug company review committees, by research ,facility dir-

ectors. Correction authorities are not always represented on institutional 

review boards, but in all cases they are involved at some stage of the re-

view process. 

Decisions about research protocols in each case involve ;':at least two 

\" 
For example, a proposal may go through an IRE as well \:'\as through a 

\ 
stages. 

special board established for the prison. A drug company may ha1l!~ its own review 

board that plays a role in the decision process. Return of protocols 

to ,;:mvestfgators for purposes of modification might be done at ~ny time, 

usually by one of the committees involved. The group that c;pmmunicates the 

final decision to an investigator varies from case to case. For example, 

it may be an institutional review board, a drug company review committee or 

The source of proposed pr9tocols also varies among the five prisons. 

Proposals may come from in~estiiators on a university faculty~ Jjrom com

panj:es, or from other research institutions. In all five casef/ an insti- ,;f 
tutional review board with a general assurance and/or a review committee 
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outside of~'a company that proposed the research is set up to review these 

proposals from the point of view of subject treatment. 

Practically all of the research conducted in these five prisons is 

biomedical research. All of the research, whether biomedical or behavioral, 

is supposed to go through the review process. The cooperation between pri-

son authorities and review boards, according to respondents, makes it un-

likely that research could bypass this process. The number of protocols re-

viewed within a given 12 month span in the five case8 ranges from less than 

20 per year to SO or 60 per year. 

The respondents associated with four of tIle prisons studied feel that 

the review procedures work very well. Some respondents cite the cooperation 

which exists between prison authorities, investigators, and members of re-

view committees as an explanation for the effectiveness of the procedures. 

(In three of the five cases investigators are on one of the review commit-

tees. When thetr own protocols are up for review they abstain from voting.) 

In exp1a-l,ning why the process works 'Well ill their view, respondents also 

cite the integrity which guides the, actions of investigators, the fact that 

no single committee has absolute say about what will ultimately be decided, 

and the fact that review of protocols using prisoners as subjects does not 

differ in significant ways from review of other protocols. 

Though very few protocols are rejected at any stage of the review pro-

"cess, few are approved as submitt8d. Changes most commonly are made regard-

lng informed cOnsen~ -~ e.g., siiliplificuticr. of lans~~ep af cons~nt forms. 

more detailed description of risks, or inclusion of a statement that no im-

mediate medical benefits to the subjE~ct should be expected. Other recom-

mended changes mentioned by respondents include modifications in such re-

search design features as initial dosage levels, staging of increases of 

dosage 1eveJ,s, etc. The review process was said sometimes to aid the in-
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vestigator in more clearly articulating his initial conceptions. While most 

of the re~~ew boards or committees are concerned primarily with the require-

ments of informed consent from the subject, the review process touches on a 

number of other areas which are thought to strengthen the protocols. 

Several reasons were offered to explain why fe~T protocols are rejected. 

:Boards a'nd committees do not see their function primarily as judgmental but 

as facilitative. They make recommendations to improve the conduct of research. 

Another reason i.s that just as the composition of the boards has been stable 

over t!:le years, so has its relationships with investigators. Most of the in-

vestigators submitting protocols for review are associated with organizations 

with which the review connnittees have had long-standing relations. Thusre-

spondents say that the investigators have come to know what is expected of 

them, realize that access to sub:',.(cts is controlled· by the:' committees, and 

are willing to make the reconnnended modifications. Investigators who are 

new to the review process were said to take a longer tmme to go through it 

and to have more changes to incorporate. 

In every case described, the protocols are individually received by:: 

committee members and consultants before being discussed. The investigator 

may appear at the board or committee meeting but only to answer questions 

posed by the members. The review process, according to respondents, does not 

end with the final decision on the proposed research. While elaborate ar-

rangements do not exist for the purpose of continuing review of the actual 

frequ.ency and form of reports depend upon the nature of the reseal'.'ch and are 

determined when the protocol is approved. Additionally', there is usually a 

reqlarement that any unantF"1pated res~lts be lieported immediately upon their 

occurrerlce to the board or committee. For example, the investigator will in-
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form the chairperson of a board, who will then decide whether formal action 

by the~.oard is necessary. 

Respondents emphasized that the time and effort required for regular 

on-site monitoring of the actual conduct of research is neither possible nor 

appropriate. In all five cases, most of the board members were reported to 

have made at least one visit to the prison research facility or othe~ loca-

tion where prisoners are used as subjects. But respondents say that the 

limited time which these board or committee members, who hold positions in 

other (sometimes several) organizations, can devote to the review process 

makes it difficult to regularize the monitoring process. In addition, re-

spond~nts expressed the feeling that some things cannot be legislated, and 

that among these things is the integrity which an investigator must bring 

to his work. Although various regulatory agencies seem unable to trust the 

investigator, prisoners and prison authorities must and do trust the inves-

tigator. Respondents say that it is not always possible to explain to lay-

persons the details of a given protocol. 

In two of bhe five cases the process of obtaining informed consent is 

witnessed by a guard or layperson. In all cases the procedures for obtain-

ing informed consent are reviewed along with the review of the proposal. 

Recruitment of Prisoners as Subjects of Research 

The method of informing prisoners of the need for volunteers for research 

varies from place to place. They may include an announcement and descrip-

tion ot the research program during t.h~ uLl,l:!L1Ldticm prucees when. priccners 

enter the prison, the posting of a notice on bulleti~'boards, and informal 

verbal canvassing by prison authorities of prisoners who might gain some 

medical benefit from the treatment of a specific ailment. However, most of 

the research described by these respondents offers no immediate medical bene-
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fit. The risk involved in the type of research conducted in pris,:>ns is est-

imated by the respondents to be very slight. 

Prisoners are screened in all fi'lTe prisons on the basis of one or more 

of the following criteria: 

1. health, especially the absence of certain traits such as high blood 
pressure~ liver abnormalities, renal ailments, hepatitis; 

2. type of cl.'ime committed, screening out those who have been convicted .-. 
of certain violent crimes; 

3. reliability, eliminating those whose past participation in resea.rch 
was characterized by lack of cooperat::ton; and 

4. release date and establishment of date: for parole board hearing. 

The bases for screening potential volunteers are established by prison 

authorities and representatives of the other organizations partic:i.p~lting: in 

the review process. In three of the five case~~ formal agreements exist be-

tween the prison and dl:ug company or review conn.nittee. These agreements in-

clud(~ rules goveL'ning the sel,ecti,on of volunte~:["s, the rates of compensation 

for v'olunteers, the conduct of volunteers who mu,\st leave the pri.son ground 

for purpose.s of research, the confidentiality of information obtained by in-

vestigators from prisoners, and types .of research permitted. 

Some attempt is made to establish l.'stes of compensation which are com-

parable to those rates set for work in th~~ prison system. However, it is 

generally still more profitable financially fOl.' a lprisoner to participate in 

a l'1:.\search project th.!.it" to perform most kinds o.f wClrk in the prison. Further-

more, a substantial difference exists ir,\ the rates at which civilian subjects 

are paid and in 'the rates see for partici.patirtg prisoners. 

Sulll1t:ary~')mments of Review Committee Respondents. 

,J ::::-

The respondents made the following summary remarks concerning prison-based 
<I 

resea.rch ,'l.nd the current federal guidelines used to regulate this research. 

1. HUi'1an research is necessary. There is no substitute for it. Animal 
research is necessary but '.not sufficient to d~termine what is going 
to happen to people when new drugs or procedures are b~ing developed. 
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2. Prisoners prefer that there be more studies in which they might 
participate. 

3. The prison setting is such a structured one that participation in 
research is highly attractive to prisoners because it offers some 
choice, allows them to say yes or no, to participate or not. Given 
the nature of prison life, participation in research is probably the 
area in which it is most nearly possible for the prisoner to give 
info~ined consent. 

4. A witness shou.1d be present while informed consent is being obtained. 
This witness should be a layperson who can gauge more adequately than 
can medical persons the volunteer's understanding of the research 
procedures and the content of the consent form. 

5. The procedures used to review prison-based research do not differ from 
those used to review research using civilian subjects. If anything, 
the review of prison-based research is more carefully executed than are 
other reviews. 

6. Though investigators were initially resentfui of the paperwork re
quired for the review of protocols, most of them now accept it as 
routine and necessary for research involving human subjects. Only 
in one case were the investigators described as irritated by the 
length of the review process and by the necessity for the modifica
tion of protocols. Even in this case, however, it appears that some 
researchers appreciate the effort ~ade by the review board to facili
tate the conduct of research. 

7. Most of the respondents feel that the current federal regulations 
are adequately stated and adequately applied. However, one respon
dent stated that the guidelines would be more than adequate if they 
were actually followed by the State Department of Corrections and 
by the state legislature. 

8. There is a danger that regulatory requirements may begin to take up 
so much of the time and effort of investjgators that progress in 
research may by seriously h~mpered. 

10-12 



Principal Investigators and Their Subjects 

Complete information about the total number of studies done in prisons 

is available to us for only four of the five prisons from which data were 

obtained. (We could not gain access to the entire list of projects in the 

fifth pri.-\on because of the time needed to obtain approval from state and 

prison officials.) A total of 81 projects proposed by 31 investigators 

passed through review committees during the sample period of July 1, 1974 

to June 30, 1975 in the four prisons. Projects were sampled at different 

rates at the four prisons. One hundred percent were taken in two of the 

prisons where the number of projects was relatively small, while in the 

other two prisons projects were sampled at 1e,wer rates, so that we might 

obtain a total of 40 projects distributed as equally as possible ,~mong 

the prisons. We were able to learn through an institutional review 

board located at a university of two projects conducted at the fifth 

prison. Tile result was a selection of 42 projectls directed by 24 inveli-ti-

gators at the five prisons. We comp.!.I:...'ted interviews ;Eor 41 of th,sse 42 

projects. 

TYP,e,s of Projects 

All of the projects are pharmaceutical. Among those for· which 

detailed information could be obt~ined, 21% involved the evaluation of 

a drug for a purpose that had a1really been approved by the FDA and 6% 

\ 

approved. Eighty two per.cent of the ~\t.ud:Les were done under an 

Investigational New Drug App1icak:io7.). f1.'o1."l tho FDA. The major characte-;:-
\1 

is tics of the studies as report1ad by ir.lvE\s)tigat.ors are s.ummsrbed in 

Table 1. 
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Table 1 

Which of the following are directly involved in the study, 
whether as an experimental intervention, as a procedure being 
evaluated, or as a means of collecting data for the study? 

(Check the major elements) 

Administration of drug, chemi~a1 agent, or 
blood product (other than isotope or 
anesthetic) 

Obtaining of bodily fluids for analysis or 
exper.imenta1 use 

Use of data from existing records 

Obtaining of '!I1edical history directly 
from pf.\tients 

Administration of an isotope 

Dietary umnipulation 

Interviewis (other than medical histories or 
obtaining consent for participation) 

Questionnaire - self-administered by subjects 

Measurement: of electrical activity of 
body (e.g., EEG, EKG, Galvanic Skin Response) 

Other non-:fxivasive mE'..&sur\<m1e1'l.t of bodily 
activity (e.g., temperatur,,=, ,blood pressure) 

%* No. 

100 41 

76 31 

12 5 

10 4 

7 3 

7 3 

2 1 

2 1 

2 1 

7 3 

*Sin(~,e investigntors could checK more than one feature, the 
percentages\ do not add to 100%. 
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Table 2 summarizes the kinds and routes of substances that were ctd-

ministered. 

Table 2 

Que.stion 

Is the substance being administered: 

A drug or chemical agent 

Blood or blood products 

Other 

Is this a Phase I, II, III~ or IV test? 

Phase I 

Phase II 

Phase III 

Phase IV 

Don't know 

By what route is the drug administered? 

Orally 

Intramuscular or subcutaneous injection 

Intraveneou,sl inj ection 

Topical 

% of 
Investigators 

87 

3 

10 
100 

80 

6 

3 

8 

3 
100; 

68 

16 . 

8 

8 
100' 

, 
No. ot 

Investig~ 

33 

1 

_4_ 
38 

28 

2 

1 

3 

1. 
35 

26 

6 

3 

_3_ 
38 

All but one of the. studies employed healthy subjects and ovet' '.80% 

of the subj ects are b,\~tween 19 and 40 years of age according to invest!,). 

gators. Investigators also reported the racial composition of their 

subjects, which is sho'llrrt in Table 3. A second column ill the table shows 



\ 

the race of subjects obtained through interviE~ws with subjects thr:.~mse1ves. 

Table 3 

Race or Subj €lets: Percent 

% Estimated % Obtained through No. of 
by Investigators Interviews with Subj t:.~£~ Subj l~cts 

White 54 59 105 

Black 28 30 54 

Other 18 11 19 
100% 100% 178 

'i'he ~;j.mi1arity in the two distributions implies some validity in 

the (~stimates mE).de by investigat()rs and in our measure of these estimat,es 

through the survey method. Some discrepancy might be expected between 
\, 

the t'o10 sou'tces of information presented in Tab11i~ 3 since subjects came 

from only fotir of the five prisons where investigators are located. 

Inv'estigators report that paymr~nt: is provided subj'2cts in all o.\t 

their projects, and 99% of the subjects themselves report that they w\\~re 

paid. Investigato:es and subjects also provide very similar reports con-

cerni.ng the amount o~f: pay that subjects receive for participating in re'-

search" These data, presented in Tab1f!\ 4, are interesting not onl.y because 

of the sabstantive information that they provide but also b\acause they 

imply some v·!.,\lidity to the survey measunls. The differences that exist 

between th.e diatribution of reports by investigators and by subjects may 
) 

I be explain~d pat't1y by the fact that some investigators have more 

subjects than others and that investigators provid.e information about five 

prisond 'whl.1e the ~ubjects ~~ome from <.In1y faUb. Nonetheless, the correspondence 

between the two distt'ibutionr.I is fairly close, suggestii.~g that prisoners 
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and investigators see the facts about pay in, much' the same way, and that 

they are reporting them with reasonable accuracy to us. The correspondence 

is all the more impressive considering the retrospective nature of the 

data and the fact that some subjects'who have participated in two projects 

that took place in close sequence may have combined the two in their 

thinking. For example, one investigator carried out two experiments with 

the same set of subjects. In one experiment an antibiotic was administered 

in liqUid form, y,lhile in the other experiment prec~se1y the same anti-

biotic was administered in capsule form. While t~e investigator referred 

to these as two experiments, (and consent forms were signed for each) some 

of the subjects, who participated in "both," discussed them as if they 

were one experiment. 

Table 4 

Total Amount of Pay Received by Subjects per Pro(')ject 
as Reported by Investigators and Subj ects 

Project Investigators* Subj ectsll 
% No. % ,;~No. 

$10 or less 4 1 7 10 

$11-$20 12 3 14 20 

$21-$50 28 7 30 45 

$51-$100 L~8 12 37 55 

$101-$1.~0 '8 2 7 11 

More than $150 '5 7 
-15** 1"{)Qo/ -:;-;:;;--

* Question: 

IIQuestion: 

100% -+ -!';! -.:r~'!-t9 

"Of' those who'are paiti, what (is/was) the average 
payment?" 

, ?" "How much (were'you paid) all together 

**Some investigator~::> not included in this table, answered the 
question it). terms of dollars per day. 
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Principal investigators and subjects also come very c1()se to agreeing 

that money is the main reason why subjects participate in research. The 

reasons that investigators attribute to subjects are presented in Table 5 

ana the reasons offered by the subjec~s themselves are presented in 

Table 26. In both cases money is mentioned more frequently than any other 

reason. Thus investigators on the average appear reasonably realistic 

in their perceptiou of this reason for subjects' participation. 

Table 5 

What do you feel are the main reasons why 
people agree to participate in this study? 

% No. of 
Inv~stiF;ltors* Investigators 

Money, financl.a1 reimburseme,lt 

Other personal advantage; e. g. , 
better food, environment, etc. 

Subjects like the experience; it's 
interesting 

To help others, to help society 

To help in general 

83 

44 

32 

20 

3 

34 

17 

13 

8 

2 

*This column adds to more than 100% since respondents may 
offer more than one reason. 

}isks and Benefits of Research 

Five of the studies in the sample were intended to benefit. subjects 

medically, and om. was intended to benefit subj ects psychologically, 

according to investigators, Wh:Ue medical and psychological benefits 
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were not intended in a large number of studies, investigators reportad 

nonetheless that there was some probability of theSe benefits occurring. 

In 19% of studies, the probability of medical benefit was e~timated to 

be medium or high, and in 17% of the studies the probability of psycholog-

ical benefit was estimated to be medium or high. 

Estimates of risk are summarized in Table 6. None of the investiga-

tors repo~ted the existence of high risk in their research, and when asked 

if any subjects had actually experienced harmful effects due to the study, 

one investigator reported that one of his subjects had suffered temporarily 

disabling effects. 

All investigators reported that there were provisions for treating 

subjects should they suffer harmful effects due to the research. In 

addition, 35% of the investigators reported that financial compensation 

to subjects for harmful effects is provided in their studies. An equal 

number report that no such ptJvision exists, while 30% of the investi-

gators did not know whether or not such a provision exists. 

Informed Consent 

Consent forms were used with all the subjects in all the studies. 

In addition, investigators reported that they provided an oral explana-

tion of the study to all subjects. Investigators report spending an 

average of 33 minutes with subjects on each project explaining the study 

" and obtaining consent. Most investigators report that they are personally 

involved in obtaining consent. (Table 7) 
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Table 6* 

Percent of Studies Where Probability of Risk Was: 

Question None Very Low Low Medium High Total 
No. % No. % No. % No. 0/ No. % % -- -- I. 

".,. 

What was the probability of 
temEorary or minor Esychological 3 8 32 82 3 8 1 2 0 0 100 stress or discomfort due to the 
research? 

What was the probability of 
serious Esychological compli- 22 71 9 29 0 0 0 0 0 0 100 
cations due to the research? 

What was the prObability of 
minor medical complications 6 15 30 73 4 10 1 2 0 0 100 
due to the r~search? 

What was the probability of ..... serious medical complications 20 50 20 50 0 0 0 0 0 0 100 0 
I or injuries due to the research? N 

0 

What was the probability of 
fatal complications due to 24 60 16 40 0 0 0 0 0 0 100 
the research? 

In thLs study what was the 
probability of a breach of 35 87 5 13 0 0 0 0 0 0 100 
confidentiality of a sort which 
might cause embarrassment or 
damage the reputations of subjects? 

In this study what is the proba-
bility of a breach of confidentiality '~ 
of a sort which might entail 36 90 4 10 0 0 0 0 0 0 100 
legal risks for subjects? 

*Figures are reported for the experimental group of subjects only. 

L 



(/ 



Table 7 

Do you yourself usually obtain consent, is it usually done by 
SOmeone else, or do you share this responsibility with someone else? 

Investigator usually obtains 
consent 

Investigator shares consent 
responsibility 

Oth(~rs usually obtain consent 

% of 
Investigators 

49 

44 

7 
100% 

No. of 
Investigators 

20 

18 

3 
41 

Table 8 sunnnarizes aspects of the study that investigators report 

having ~mphasized when they explained it to subjects, and Table 9 indicates 

whether they presented it to subjects as a request or reconnnendation. 

Table 8 

Are any of the following emphastzed when you describe this study 
to a prospective subject or proxy .•• 

% of 
Investigators* 

Direct benefit to the subject 

Benefit to other individuals 
in the future 

Benefit to scientific knowledge 

Something else (discomforts, 
side effects, money, procedures 
and time) 

29 

78 

73 

10 

No. of 
Investigators 

12 

32 

30 

4 

*Since more than one response could be checked, the percentages do 
not add to 100%. 

1/ 
// 
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Twenty six percent of the investigators r2ported that at least one 
I' 

prospective subject declined to participate ~fter being given information 

about the reaearch. Among these 26% of thf/ projects, an average of 8% 

of the potential subjects declined to participat~, according to investi-

gators. Furthermore, 40% of the investigators reported that at least one 

subject withdrew after having begun the experiment. In these studies, 

they reported that an average of 14% of the subjects had d:::-opped out. 

The Consent Forms Used by the Investigators 

Subject consent to participation in medical experiments must be 

v()luntarily given. An informed decision must be made based upon sufficient 

und~~standing of the nature of the investigation as well as the implica-

tions of subject involvement. The basic and supporting elements of 

information necessary for consent are considered below through analysis 

of 41 consent forms, all of which have been approved by a review committee. 

The '9,'ature of the investigation. An expression of the purpose of 
_. j 

the investigation and the purpose behind particular procedures can be 

considered an element basic to informed consent. As shown in Table 10, 

a statement of investigator purp08e appeared in 39 of 41 (95%) of the 

consent forms rece1ved from the various researchers. These 39 forms differed 

40wever, in the degree to which the purpose was explained. Some forms 

metJtioned the purpose--that is, a brief statement of purpose was included 

in the form, possibly one or two sentences in length. Other forms 

provided detailed descriptions of the purpose which elaborated on the 

object;i.ves of the study. (This distinction between "mentioned" and 
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"detailed description" will be used througbout this section.) From a 

total of 41 forms, 27 (66%) mention a purpose, while 12 (29%) describe 

the objectives of the project in detail. Two consent forms were identified 

with no mention of purpose. 

Table 9 

When you are obtaining consent, is participation in this study 
presented to subjects as your request, as your recommendation, 

or both? 

Request 

Recommendation 

Both 

Neither 

% of 
Investigators 

54 

o 
2 

..It.L 
100% 

Table 10 

No. of 
Investigators 

22 

o 
1 

18 
41 

Consent Form Elements Related to Investigator"s Purpose and 
Degree of Explanation 

------ DeQ'.ree of El{t'Ilanation.":------
'Detailed ~ot 

Mentioned description mentioned Total 
E1ememt 

Statement of purpose 

Prior research 

No. J~ ~ _ % No.' % 

27 

17 

66 

41 

10 .. 23 

12 

2 

29 

5 

2 

22 

5 

No. % 

41 100 

100 

, 

.' I' 

c' 



Fcc neal'ly all cases where a detailed description of purpose had been 

presented; a mention of prior research (relevant to the proposed inves-

tigation) served as supporting rationale. Thus, 19 (46%) of all consent 

forms either referred to, or described in detail, prior research. 

Research Proce4ure and Design. In adhering to written consent stan-

dards, all authors included a statement of procedures to be followed. 

As evident in Table llr differences are found in the degree to which 

procedures, either experimental or routine, are explained. Although 32% 

Table 11 

Consent Form Elements Related to Research Procedures and 
Design and the Degree of Explanation 

--------Degree of Exp1anation---------
detailed not 

mentioned 
No. % 

description mentioned 
Element No. % No. % 

Statement of procedures 
to be followed 

Expected duration of 

13 

the research 27 

Two (or more) procedures or 
treatments are under 
comparison 26 

Double blind procedure 6 

Placebo use 8 

Method of assigning treatment 
to subjects 3 

Protection of confidential-
ity 15 

Review committee approval 

!dentification of 
research sponso~ 10 

32 

66 

63 

15 

19 

7 

37 

24 

28 68 

14 

15 

35 

33 

38 

26 

41 

31 

* It would have been useful to relate some elements to 
particular projects, since whether an element is needed 
in a consent form depends on whether it is involved in 
the project. Time did not allow for such an analysis. 
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34 

37* 

85* 

81* 

93* 

63 

100 

76 

Total 
No. % ----

41 100 

41 100 

41 100 

41 100 

41 100 

41 100 

41 100 

41 100 

41 100 
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very briefly mention this element, the majority have provided a more de-

tailed explanation of their proposed plans. Particular supporting 

elements relevant to the research procedures and design are also listed 

in Table 11. Va.riance exists in each of these specific areas with one 

exception--none of the consent forms mention that the rese8~ch proposal 

has been approved by an Institutional Review Board or review committee. 

The ex.pected duration of the subject's participation is not mentioned 

in 34% of the consent fOl~s. In addition, many consent forms referred 

to the design of the study and noted, for example, that two or more 

procedures or treatments were under comparison, that a double blind 

procedure was to be employed, and/or that a placebo might. be used. Sixty 

three percent of all ~onsent forms include reference to such procedures. 

Benefits. Information on benefits expected from research participa-

tion is outlined in Table 12. Given the fact t1:'Jat 85% of the research 

under analysis involves bioavai1abi1ity experimentation, the results 

regarding research benefits are expected. Only 10% mention an expected 

benefit to subjects, with the majority disclosing expectat:!.on of benefit 

to either general or scientific knowledge and/or other individuals. 

Table 12 

Consent Form Elements Related to Research Benefits and 
the Degree of Explanation 

-------_ .. - Degree of Exp1anation-------·· 
detailed not 

menti,oned descri]2tion mentioned Total 
Element No.!_ % 

Benefits to subject 4 10 

Benefits--genera1 or 
scientific .know1edge 22 54 

Benefit people 22 54 

10·,25 

No. % No. % 

37 90 

19 46 
19 46 

:) 

,1 ---------_ .. _-------

No. % 

4! 100 

41 100 

41 100 

I 

I 
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Risks. The inconveniences, hazards or inherent risks for investiga-

tional procedures, treatments and/or drugs are generally disclosed within 

specified sections of consent forms. Table 13 lists the number of risks 

that have been mentioned per form. The overwhelming percentage of forms 

mention at least two or more risks as either physical, psychological, or 

discomfort, and 39% have disclosed seven or more such risks. Some forms 

include long lists of risks, consisting of 20 or so different symptoms 

or side effects. Six consent forms do not mention risk. 

Table 13 

Risk Frequency (Physical, Psychological, or Discomfort) 
as Mentioned throughout Consent Form 

Consent Form 

Number of Risks Mentioned No. ~ 

0 6 15 

1 2 5 

2 4 9 

3 6 15 

4 3 7 

5 2 5 

6 2 5 

7+ 16 39 
41 100% 

Table 14 includes a list of topics which are related to risk (e.g.~ 

types of risks, precautions taken to reduce risk) and provides data on 

the number of consent forms which mention each of these things. Most 

forms mention risks, but do not provide a detailed description of the 

expected discomforts. In a subsequent analysis we found that 17% of the 
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consent forms mentioning a physical risk did not mention expected dis

comforts. 

Precautions taken to reduce risk include safety measures employed 

to avoid unnecessary side effects, co11<,!tera1 hazards, alLd so on, or 

any type of initial screening (physical examinati.on, etc.) for the ex-

c1usion of high risk individuals. Seventy three percent of the forms 

either mention or describe in detail the type of precaution to be taken. 

The mention of follow-up procedures to detect harmful effects as a result 

of experimentation is rarely found in prison?r consent forms even though 

Table 14 

Consent Form Elements Related to Risks Inherent to 
Investigational Drugs, Treatments, and/or Procedures 

with the Degree of Explanation 

------- Degree of Exp1anation--------
detailed not 

mentioned descriEtion mentioned * 
Topic No. % No. % No. % 

Physical risks 26 63 4 10 11 27 

Psychological risks 5 12 36 88 

Discomforts expected 24 59 3 7 14 34 

Precautions taken to 
reduce risk 25 61 5 12 11 27 

Follow-up procedures to 
detect or minimize harm 6 15 35 85 

Compensation for harmful, 
adverse effects 41 100 

Investigator release from 
responsibility for harmful, 
adverse effect!'. 41 100 

* It would have been useful to relate some elements to 
particular projects, since whether an element is needed 
in a consent form depends On whether it is involved in 
the project. Time did not allow for such an analysis. 
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41 100 

41 10& 
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investigators may emplQY such procedu.res. Moreover, there is no written 

disclosure of compensati~n for harmful effects, although the investigator 

does not release himself (on the form) from responsibility for harmful 

occurrence. Finally, while risk is mentioned in the consent form, the 

degree of risk is rarely evaluated. 

Participation in the study. Table 15 presents the proportion of forms 

that define several conditions of the subjectis participation in the 

research. 

Table 15 

Consent Form Elements Related to Subject Participation with the 
Degree of Explanation 

Mentioned Not mentioned Total 
Element No. ". % No. % No. % 

S\~bject can withdraw if 
he wishes 39 95 2 5 41 100 

Compensation for 
participation 10 24 31 76 41 100 

Effects of refusal: 
No detrimental conse-
quences 19 46 22 54 41 100 

Statement that par ticipa tion 
is voluntary 32 78 9 22 41 100 

Participation is recommended 
by physician, investigator 41 100 41 100 
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* Consent form readability. The Flesch Readability Yardstick ~s a 

statistical formula developed for the objective measurement of reada'i:ility 

and comprehension difficulty_ The "reading ease score" for a selecte4 

reading passage is based on word length, i.e. t the average number of 

syllables per 100 words, a.nd sentence length, i. e .• , the average number of 

words per sentence. The Flesch formula was selected for the analysis 

of prisoner con~ent forms over other readability formulas primarily 

because of its general applicabili~y to technical material. 

For this area of analysis, consent forms were classified as either i. 

"short" or "long" forms. If the particular form in question contained 

less than 300 words, an overall readability level was determined by 

analyzing the entire passage. For those forms where the text exceeded 

300 words, readabiljty socres were obtained separately for three aspects 

of the form: purpose, procedure, and risk/discomfort. 

The reading ease scores for purpose~ procedures,and risk are shown 

in Table 16 for long form-versions of consent. (An interpretation of the 

numerical scores as to grade level approximations, writing style, etc. 

appears in the bottom half of the Table.) According to the Flesch formula, 

81% of the long forms require subject reading ability at the college 

** level for comprehension of the investigator's purpose. Material 

* Flesch, Rudolf, "A New Readability Yardstick,~' . Journal of Applied PsYsh-
ology, vol. 32, no. 3, June 1948, pp. 221-233. 

** Flesch, Rudolf, How to Test ReadabilitEr New York: Harper and Brothers, 
1951. 
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Table 16 

Reading Ease Scores by Elements of Purpose, Procedures, and Risks for ."Long Formu Versions 
of Consent 

0-30 30~50 50-60 60-70 70-80 80-90 90-100 
Very difficult Difficult Fairly difficult Standai:'d Fairly Easy EasI Very easy 

Element No. % No. % No. % No. % No. % No. % No. % 

Purpose 9 27 18 55 2 6 3 9 1 3 

Proc~dures 5 15 14 41 11 32 4 12 

Risks/discomforts 7 20 16 47 5 15 6 18 

Interpretation of the Reading Ease Score: 
Description Typical Sy11. per Average Sentence 

Reading Ease Grade of Style Magazine 100 words Length 

90-100 5 very easy comics .123 8 

80-90 6 easy pulp fiction '.:1:31 11 

70-80 7 fairly easy slick fiction 139 14 

60-70 8-9 standard digests, TIME 147 17 mass non-fiction 

50-60 1"-12 fairly HARPER'S, 155 21 
difficult ATLANTIC 

30-50 college difficult academic, 167 25 
scholarly 

0-30 college very scientic, 192 29 
graduate difficult professional 

Total 
No. % 

33 100 

34 100 

34 100 





associated with risks/discomforts and procedures is a bit less difficult 

than that for purpose. As to the short forms, six out of seven score 

"difficult" and the other scores "fairly difficult". (Data not shown.) 

The following statements illustrate a "very difficult" and a "fairly 

difficult" text: 

It 

Example 1: In our studies on the eff~ct of ethandro1one*on the body and 
to the appearance and disappearance of ethandro1one after 
oral doses, there is the opportunity to study nor-ethandrolone 
indirectly. A direct study of this major metabolite (40-60% 
conversion in the body) thus may be accomplished by oral 
administration. 

Reading ease score = 13.9; very difficult 

Example 2: Radioactive substance stays on a part of the drug, and a 
chemist can look for this trace of radioactivit~ in the urine, 
stools, and blood. In this way we can find out whether a 
drug is absorbed (taken up by the body), how it is digested 
or metabolized (handled by the body), and how it is excreted. 

Reading ease score = 54.7; fairly difficult 

The frequent appearance of medical/technical terminology may explain, 

;n part, the difficult levels of readability. A positive, but weak, 

correlation was found between the frequency of medical terminology and 

reading difficulty. However, Table 17 shows that 35 percent of the reading 

material has between 0 and 5 percent medical terms; 56 percent has between 

5 and 10 percent medical jargon. Furthermore, technical terminology is 

less frequent than medical terminology. 

* Not the actual name of the chemical on the consent form. 



Table 17 

Medtclal and Technical Term Appearance throughout Explanation of the 
Investit~ator' s Purpose artd Procedure for "Long Form" Version of Consent 

Term Frequency 

Greater than 0% 

* 
None but less than 5% 5-10% Greater than 10% 

T~]2e of Te.!:!!! NO:-% No. % No. % No. % 

Medical 12 35 19 56 3 9 

Technical 29 85 5 15 

* 

Total 
No. % 

34 100 

34 100 

Medical term defined as word appearing in medical dictionary and not appearing 
in Dale list of 3,000 familiar words. A technical term is one not identified 
in either the medical dictionary or Dale's list, but of a technical nature, e.g., 
double-blind procedure, milligram percent, etc •• 

Table 18 

Overall l-l'edical and Technical Term Appearance for "Short FormH 

Ve~sions of Consent 

None 
Type of Tetm No.-% 

Medical 

Technical 

. T~larm Frequency 

Greater than 0% 
but less than 15% 15-30% 

No. % No. % 

6 86 1 14 

7 100 

Greater than 30% 
No. % 

A suggestive correlation (~ = -.63) has been found between principal 

investigator's estimate of risk in his project and the readability of the 

Total 
No. % 

7 100 

7 100 

description of risks in the consent form. Researchers appear to make their 

statements more involved and complicated and therefore more difficult to 

understand as they perceive the risks to be more severe, perhaps because more 

symptoms are listed when risk is relati,vely high. 
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(In any ev~nt, all consent forms contain at least one medical and one 

technical term.) The extent to which these terms are defined is shown in 

Table 19. Appropriate lay explanations of medical terms are fOllnd never 

or very rarely in 81% of all consent forms, with marginal attempts in 

explaining terminology for 19%. A few consent forms (4) were identified 

as having all technical terminology defined, but again the maj ority (73%) 

do not explain technical jargon. 

Review Committee Decisions 

Twenty-two percent of the investigators reported that they had had 

informal discussions with review committee members about the study prior 

to the submission of their proposal. Among these, 33% of the informal 

discussions resulted in modifications in the consent form or pr:oposal. In 
". 

12% of the cases of formal review the committee requested more i"Uforml3.tion. 

Of these cases, 25% were requests for more information on procedures, 

25% on risks, 25% on benefits, and 25% on othe~ miscellaneous issues. 

In 22% of the reviews, the committee required modifications in how 

consent would be obtained from prospective subjects. For example, one 

j.nvestigator l'laS asked to add some of the possible effects of the experi-

ments. Another was asked to "make things more understandable." OI),e in-

vestigator reported that the review committee required that he tell 

subjects "exactly how much blood WQuld be taken in terms that tb.,e subject 

could easily understand. So we .d'9~'.ised the use of 'one shot glass" as a\, 

measurement for subjects." 
1/ 

~"dj/ 
Seven percent of the re-views required modifications in reducing ri~k~ 
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Table 19 

Lay Explanation of Medical and Technical Terms for both "Long" and "Short" Form Versions of Co:nsent 

Very Frequent 

Very Ra.re (0-10%) Rare (10-35%) Ocassiona1 (35-60%) Freguent (60-85%) (85-100%) 

Type of Term No. % No. % No. % No. % No. % 

Medical 33 81 7 17 1 2 

Technical 27 73 5 13 1 3 4 11 

Ii 

~ 
No. % 

41 100 

37 100 





discomfort or inconvenience to subjects. For example, the committee 

"requested monitoring of lab tests be repeated at the end of the trial 

for the safety of the volunteers." Four percent required modifications 

in the scientific design of the study. For example, "There was a request 

to do the initial study with a very small group to check out the an~lytical 
" 

metholology. " In anoth~.!r case, a suggestion was made to employ a tech-

nology not available in the T,!'ison facility and this req-.lired moving the 

experiment to a hospital location. Seven percent of the reviews required 

modifications in the proposed selection of research subjects. For example, 

the committee required the exclusion of prisoners who had a specified 

illness, and the committee increased the age range of potential subjects. 

Most of the investigators thought that the judgments and recoln-

mendations of the review committee were sound, although some indicated that 

the changes required were very minor, like changing the numbering system 

of the pages in the protocol. 

Sixty-three percent of the investigators had had further contacts 

with the review committee regc;rding their studies subsequent to the initial 

review. About equal numbers of these contacts were initiated by the research 

staff and by the review committee. In many of these cases reports of the 

research are provided to the committee. Some of these involved routine. 

progress reports and follow up. One investigator wanted to place an 

addendum into his protocol. Another was called by the committee because 

a consultant to the committee requested, after the project had been approved, 

that the investigator make a change in the consent form concerning the 

amount of blood to be drawn. 
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Suggestions Offered by Investigators 

Investigators' comments by and large indicate that the review pro-

cedure ~yorks fairly well. A large number of the investigators had no 

suggestions for improvement, or indicated that if all review committees 

worked like theirs, that everything would work well, and both subjects and 

investigators would be better protected. 

Some investigators, however, did off'~r suggestions. One suggestion 

that came from several respondents proposed allowing more flexibility in 

the regulations. For example, one investigator,said that "it is difficult 

to write a set of regulations in Washington and have them apply without 

allowing any flexibility in those regulations •.•. To live absolutely by not 

only FDA but NIH regulations on federal grants, we probably couldn't 

do it .... We do not have the manpower to follow NIH exactly," even though 

he felt that "we've got as good a review procedure as anybody else." 

Similarly, another investigator felt that the review committee needs to 

be "given more latitude than the federal regulations permit. II 

Other investigators felt that the review procedure would be better 

off if it took less time, and that it should be made less of a burden. 

One, however, proposed "a closer monitoring of individual investigators -

more 'on site' visits by review connni ttees and at the federal level." 

One investigator felt that as it stood, the review procedure was 

susceptible to too much individual bias. "For example, a member of the 

committee may believe that the use of a placebo control in an analgesic 

study is unethical. It becomes then impossible to carry out a meaningful 
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study with an analgesic drug in that institution." Another propos~d that 

review committees be larger, since it is easier, in his view, to integrate 

new members in larger committees than in smaller ones. One investigator 

pointed to the special character of research with prisoners: "It's 

worthwhile to have people with some experience in dealing with prison 

volunteers and have an understanding of the prisoners' understanding of 

your proj ect. Some sophisticated researchers don't realize tr1is if they 

don't have the experience." 

The number of specific suggestions offered by investigators is not 

great, perhaps because, as a number of respondents indicated, "I feel they 

do a good job. I can't see the need for any changes." Or as another put it, 

"[There is no need for] modification that I can think of. I'd l~ke for it 

to be less of a burden, but we accept it as a way of life." 
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Prisoners As Subjects 

Prisoners were interviewed in four of the five institutions which 

comprised our sample. The objective was to interview fifty different 

individuals at each prison who had participated in projects reviewed between 

* .July 1, 1974 and June 30, 1975. Sampli~g procedures were used to select, 

on the average, rine projects at each institution, and the appropriate 

researct:. investigators and/or p'rison officials were asked to send letters 

to subjects who were to be selected on a random basis. Those inmates 

who wanted to be interviewed could then sign and return the letter to the 

warden's office or to our interviewer. Letters were sent to substantially 

more than Hfty inmates at each prison to compensate for (1) those 

persons who could not be contacted or interviewed (e.g., people who were 

transferre t.:\, rel~ased, or under disciplinary detention); (2) those 

prisoners who might prefer not to be interviewed; and (3) the prisoners 

who had served as subjects in more than one of the sampled projects. 

We estimate that at least seventy-five percent of the subjects who were 

selected by our sampling procedure, and who were in the prison at the 

time our survey was conducted, agreed to be interviewed. One hundred and 

eighty-one "subjects" were interviewed; this translates into a slightly 

smaller number of prisoners because some inmates were asked about their 

involvem.ent ill more than one project and they count therefore as more 

than one subject in our sample. 

The prisoners were not paid to participate in our study. Those who 

agreed to be interviewed were highly cooperative, and detailed comments 

* The sampling time frame was extended for one institution because of 
the small volume of research conducted there. 
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were offered by many prisoners. A few of the inmates had participated 

in a large number of projects and it was not always clear whether they 

were responding exclusively in terms of the project(s) about which 

they were being interviewed. 

The Ways in Which the Prisoners Learned of the Projects 

Most of the prisoners learned about the projects through communications 

initiated by the researchers or their representatives. As indicated in 

Table 2), more than half of the subjects saw a notice on a bulletin board 

or were "called in" by the researchers. The prisoners who were called in 

include those who had previously indicated that they wanted to participate 

in research projects and/or those who had u1ready served as subjects in 

other studies. 

Table 20 

How Did You First Learn About the Study? 

Response 

Saw a notice on a bulletin board 

Were called in by the researchers 

Heard about the project (or research 
program) from other subjects 

Received a letter or pamphlet 

Worked at the clinic 

Found out about the research program 
at a prison orientation 

Asked about the project or program 

Heard about the program from a friend 

Found out about the program while they 
were patients at the clinic 

Other; don't know 

% of Subjects 

31+ 

22 

13 

9 

7 

4 

3 

2 

1 

5 

lOU 

* Six respondents did n, answer this question 
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No. of Subjects 

59 

38 

23 

15 

12 

7 

6 

4 

2 

9 

175* 



Approximately one-fourth of the respondents heard about the projects through 

informal channels -- friends or other subjects told them about it, or. they 

sought out information on theit own. The ways in which the subjects learned 

about the projects seemed to vary from prison to prison. Many prisoners 

in one institution mentioned "notices on bulletin board;" in another prison, 

subjects were often called in by the researchers; letters and orientation 

sessions were used fr~quently in one prison; and, in another institution, 

many people learned about the research by holding jobs in the clinics 

and through informal channels. 

The Quality and Quantity of the Information Provided to the Prisoners 

F,ractically every subject reported that the information he was given, 

at the time he agreed to participate, was clear and understandable (see 

Table 21). One prisoner did not answer this question, but his 

responses to all the other questions were favorable. 

Table '),1 

When You Agreed to Participate, Did You Feel That the 
Information that Was Given to You Was Clear and Understandable? 

Response 

Yes 

No 

* 

% of Subjects 

99 

1 

100 

One respondent did not answer the question 

No. of Subjects 

179 

1 

180* 

Another prisoner, who was interviewed about his participation in three 

different projects, said that the information he was given on one study was 
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neither "clear nor concise." He saw the investigator as willing to answer 

only certain types of questions and eventually consulted another doctor 

to get more in.:fo~ation. Add;.tionally, he felt that since the inmates were 

taking risks for medical science, they should be given information on the 

results of the experiments. This prisoner was well-educated, had some medical 

knowledge, and -- according to our interviewer -- seemed to be very 

intelligent. 

Most subjects, however, said that the information they were given was 

clear. One prisoner commented that they "broke it down so you could 

understand it;" another said that things became clear, but only after the 

researcher answered a series of questions; and one respondent noted that 

"they even give you a copy" of the consent f9rm. Other prisoners qualified 

their positive responses by noting that they understood the possible side 

effects, but did not understand the medical tern~. A small subgroup of 

prisoners were asked an additj,onal question on the clarity of the information 

they were provided. The question was the same as the one in Table 21, but 

provided four rather than two response alternatives: "completely clear 

and understandable," "mostly clear and understandable," "mostly unclear," 

Ot" "completely unclear." Seventy-seven percent of the prisoners answering 

this question said "completely clear" and 23 percent responded "mostly 

clear." It might be assumed, therefore, that some of the subj ects who gave 

!lyes" responses to the question in Table 22 may have perceived the 

information as being somewhat less than "completely clear." 

Almost 97 percent of the subects said that the :f.nformation they were 

provided was correct and accurate (see Table 22). A small minority of those 

who responded favorably to this item qualified their answers. For example, 

some people added "as far as I know" or "they must have told it pretty 
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straight" -- implying, perhaps, that they had no way of conclusively 

knowing whether the information was correct. One prisoner who said "yes" 

noted that he was having some problems which he was not told about -- but 

he was not certain that these problems were a result of his participation 

in the research project. 

Table 22 

Now that You Have Participated In the Research, Do You Feel that 
the Information You Were Given Was Correct and Accurate? 

Response % of Subjects No. of Subjects 

Yes 97 175 

No 1 2 

Don't know 1 2 

No Response 1 2 

100 181 

Six prisoners, from three different institutions, did not answer this question 

affirmatively. Two prisoners preferred not to answer the question at all. 

One said that because the information was unclear, he couldn't offer a 

judgment on its accuracy_ Another provided no response but gave generally 

favorable answers to other questions. Two prisoners said that they didn't 

know if the information was correct. One simply said, "How could I 

know?;" the other had gotten a rash after participating in a proj ect and 

wondered if they had "told me everything." Two negative responses were 

recorded. One subject said that the researchers "changed their minds" and 

took more blood samples than they said they would. The other subject 

said "not really" but did not offer an explanation. [Note: our 

interviewer was not sure that this respondent was clearly distinguishing 
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among the studies he had been involved in.] Finally, a very small subset 

of prisoners were asked another, similar question about the accuracy of the 

information they had been provided. Their responses support the the gener-

alization that the information provided to prisoners is considered to be 

accurate from the point of view of almost all subjects. 

All subjects were asked, "When you agreed to participate, did you feel 

that the researchers were willing to answer any questions you might have?" 

With one exception, the people who responded to this question said "yes" 

(see Table 23). Many of the prisoners added comments like "we were told to 

ask questions"~· rrany and all", "definitely", and "of course". The one prisoner 

who responded negatively said, "not really -- got the run-around when I asked." 

Table 23 

Did You Feel Researchers Were Willing to Answer 
. Any Questions You Might Have? 

Response % of Subjects No. of Subject~ 

Yes 

No 

99 

1 

100 

*Two respondents did not answer this question 

178 

1 

179* 

This prisoner had an eighth-grade education and our interviewer noted 

he may have been confused as to which research project he was being 

interviewed about. Nevertheless, a poorly-educated subject might have 

trouble asking queetions about a complex research project and some extra 

effort may have to be made, on the part of the investigators, to properly 

interpret and answer those questions. 
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From their perspective, subjects were given. an adequate amount of 

information about the research projects. Over 80 percent of the subjects 

reported they were given as much information about the research as they 

wanted (see Table 24). Twenty subjects (11 percent) said they were provided 

more information than they wan.ted and nin.e (5 percent) were given less 

than they wanted. In contrast to the better-educated inmates, poorly-educated 

respondents more frequently said that they received too much information. 

A few persons in the better-educated group said that they received less 

information than they wanted; no one in the poorly-educated group said he 

received too little information. It is possible that those prisoners with 

a limited education (3-9 years) have a difficult time processing large 

amounts of information and/or don't see the information as being relevant 

to their decision to participate. 

Table 24 

Adequacy of Information: Quantity 

Response % of Subjects No. of Subjects 

More information than wanted 

As much information as wanted 

Less information than wanted 

Responses by Education Level 

More infomation than wanted 

As much informatinn as wanted 

Less information than wanted 

* 

11 

84 

5 

100 

Low 

18 

82 

0 

100 

**Two respondents did not answer this question. 

% 

20 

150 

9 

179* 

of Subjects 

Medium High** 

8 7 

89 83 

3 10 

100 100 

Education Levels: Low=3-9 years; Medjum=10-12 years; High=13 or more years 
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The Decision to Particip.ate 

The prisoners who participated in our sample of projects apparently 

had few problems in deciding whether or not to assume the role of research 

subject. Table 25 indicates that almost 90 percent of the respondents 

said that it was "not at all difficult" to decide to participate in the 

research project they were being asked about. Only twenty subjects 

reported some difficulty in making the decision to get involved in the 

project. Preliminary analyses suggest no systematic differences between 

the prisoners who had difficulty and those who had no difficulty in making 

this decision. Highly-educated subjects reported virtually the 

same average level of difficulty as their poorly-educated counterparts. 

Table 25 

How Difficult Was It for You to Decide to Participate? 

Response % of Subjects No. of Subjects 

Not at all difficult 89% 161 

Not very difficult 5 10 

Somewhat difficult 5 9 

Very difficult 1 1 

100 181 

Prisoners who had previously participated in relatively few projects did 

r.ot find the decision any more difficult; than those who had been 

involved in numerous projects. Inmates who were coming up for parole in 

the near future did not differ significantly from those who would not be 

eligible for quite a while. Subjects who received a high amount of pay 

for participating in the project tended to report more difficultv than 

those participating in lower-paying studies. Though this relationship was 

not statistically significant, a treed in this direction would be 
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expected if the higher-paying projects involved greater risk and/or t;~e. 

(Preliminary analyses suggest that, at least in three prisons, pay might 

be more strongly related to the amount of time required for participation 

than to the amount of risk involved.) 

The respondents seemed to have three main reasons for deciding to 

participate in the research projects. Financial reimbursement was the 

most frequently mentioned reason and appeared to be the most important 

reason for many prisoners (see Table 26). Second, many people said they 

participated because they wanted to "help" -- they expressed a desire to 

help society, medical research, or people with specific medi~~' problems. 

Table 26 

What Are the Main Reasons You Participated In the Research? 

Reason 

MOney, financial reimbursement 

To help others, help society 

Personal advantage (other than money) 
gained by participating 

Curiosity; research is interesting 

To help science, research, knowledge 

To help others with specific medical 
or health problems 

To get medical attention 

To help (not specified who or what) 

Becauae everyone else participates 

To help specific others (e.g., 
my children) 

(Other reasons) 

(No reason mentioned) 

% of Subjects No. of 

70 

27 

19 

7 

4 

3 

3 

1 

1 

1 

7 

1 

Subjects* 

126 

49 

34 

13 

8 

5 

5 

2 

1 

1 

12 

2 

* Some subjects (80) mentioned more than one reason and therefore the 
percentages total more than 100%. 
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Third, a significant number of prisoners participated because the research 

afforded them some personal advantage besides money. Physical 

examinations, relaxation, or an improved environment were cited by many 

people as an important, though often secondary, reason for getting involved 

in the proj ects. 

The importance of money as an inducement for participation is 

very clear. Many of the prisoners who cited financial reimbursement as 

a factor simply smiled or laughed and said "the money." A small 

number implied that they were "supplementing" their income and were using 

the cash they received to improve their living situation at the prison. 

Others, however, said that they needed money, and for some, participating 

in the research projects seemed to be a way of getting it. Three forces 

might account for this need: (1) certain prisoners have a special need 

for money (e.g., a family in need of financial assistance); (2) some sub-

jects don't have prison jobs or make less money than some other prisoners (6% 

of subjects reported not having a job); and (3) other prisoners received no 

financial support from outside. Comments included: "I clem' t have anybody 

to send me money" and "I had no income coming from the 'streets'" and "I 

wasn't working at the time." A couple of respondents said that if 

they had had money, they would have never gone "over there" (to the 

research laboratory or clinic). On the other hand, some subjects emphasized 

that they did not participate in the research for the money. 

A good number of subjects said that they participated because they wanted 

"to help." Though the prisoners who wanted to help often had other reasons 

for participating some inmates said that their desire to help was their only 

or most important reason. People confined to an institution may h~< i;ew 
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opportunities to make contributions "to society," and some prisoners 

may view participating in medical research projects as one of the only 

ways they can make a positive impact. One out of every four subjects 

mentioned helping "others" or "society." A few said they wanted to 

help advance medicine (many of these persons expressed some interest 

in medicine) or to help in finding a cure for a particular medical 

problem (these individuals often mentioned that the research was related 

to some medical problem faced by themselves, their children, etc.). 

Almost one out of five subjects mentioned some type of personal 

advantage (other than money) when answering the question on reasons for 

participating. A few prisoners cited the "physical exams" as the most 

important reason for signing up for a study. The health-care services, 

at more than one prison) were seen as inadequate -- and the physicians 

conducting the research programs were well-respected and known f0r the 

thoroughness of their examinations. For example, one inmate (an older 

man) felt he was in need of a good physical and saw the research program as 

the "only way" to get one. Various other benefits were mentioned by the, 

subjects, including "getting away," "the change of scenery," and the "b(;tter 

environment of the clinics." The subjects also made frequent mention of the 

food, the better sleeping arrangements, and the chance to watch television 

and to participate in other activities. These side benefits seemed to be at 

least a secondary inducement for most people; a few subject~, however, 

cited these benefits as the most important reason for participating and 

the importance of these inducements appears to be recognized by the 

research investigators. 
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The great majority of prisoners did not see their research activi-

ties as having any bearing on their parole situation (see Table 27). 

Only four (of the 181) respondents said "yes, participation would help." 

The same number said "probably, might, or could," and three said "might or 

might not." The individuals providing these responses and the "don't 

knows" were inmates at two of the four prisons where subject data were col-

lected. In one of these prisons, 24 percent of the respondents didn't 

know if their participation would help their parole cases and ten percent 

responded "yes," "could," "might or might not." 

Table 27 

Do You Feel Your Participation in Research Will Help 
Your Case When it Comes up Before the Parole Board? 

Response % of Subj ects No. of Subjects 

Yes 2 4 

Probably will, might, could 2 4 

Might or might not 2 3 

Probably won't 5 8 

No 78 136 

Don't know 11 20 

100 175 

* Six respondents did not answer this :question. 

In the other prison, 80 percent reported negatively, but eight percent 

didn't know and almost ten percent of the inmates saw some chance of their 

participation helping them. 
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Finally, very few subjects mentioned any reasons for not wanting to partici-

pate in the research (see Table 28). The few reasons mentioned focused 

on the ~ossibi1ity of harmful effects, unpleasant procedures such as blood 

tests, the time away from jobs or classes, or a mistrust of research or 

the researchers. 

Table 28 

Did You Have Any Reason for Not Participating? 

Response 

No reason mentioned for not participating 

Fear of harmful effects 

Mistrust researchers or research 

Procedures unpleasant, uncomfortable, or 
painful 

Having to take time away from prison job 
or school 

Time invo1oved 

(Other) 

% of Subj ects 

94 

, 

1 

1 

1 

1 

1 

100 

No. of Subjects 

171 

2 

2 

2 

2 

1 

1 

181 

All subjects were asked, "Before your participation actually began, 

did you think there might be some possibility of harmful effects to you as 

a result of your participation?" Sixty respondents (34 percent) said yes 

and 118 (66 percent) said no, they did not think there might be some possi-

bi1ity of harmful effects. There was a positive, but very weak, re1ation-

ship between the subjects' tendency to report risk and the risk of the pro

* ject as reported by the investigators. 

* The correlation between the risk of minor medical complications, as re-
ported by investigators, and the risk of harmful effects, as reported by 
subjects is .09, (n = 155). When risk of serious medical complication is 
the criterion the correlation is .14 (n = 153). 
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The weakness of this relationship may be due partly to the fact that most 

investigators and subjects did not see their projects as being risky--

most reported no risk or very little risk of medical complications. The 

finding may also be artifactual--it is possible that the prisoners couldn't 

remember how mu~h risk they expected or were confusing the various studies 

in which they had participated. On the other hand, this weak relationship 

could be due to a weakness in the consent process or an inability on the 

part of some subjects to clearly understand the r:i,sks which have been des-

cribed to them-

Subjects were broken into two groups based on their level of educa-

tion: the first group included those persons who had completed eight or 

less years of formal education, and the second group included those with 

nine or more years of school. For the more educated prisoners, a small 

relationship was obtained between subjects' expectations of harmful effects 

and the risk of minor/serious medical complications as reported by investi-

gators (r = .20, n = 122). For prisoners with eight or less years of edu-

cation~ there is virtually no relationship between these two variables 

(r = .04, n = 28). Either the less educated prisoners never clearly under-

stood the risks or could not remember the risks which they may have, at 

one time, expected .• 

The respondents who said that there was no possibility of harmful ef-

fects were asked why they felt that way (see Table 29). The reasons most 

frequently given were related to the researchers rather than to the specific 

research project. Twenty prisoners suggested that they trusted the doctors, 

that the doctors knew what they were doing, and/or that the doctors wouldn't 

conduct a study that was likely to have p .. armful effects. Other prisoners 
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seemed to have made their own judgements about the potential harmful effects 

of the research--they were familiar with the drugs or with the research pro-

cedures and felt they were safe. Many prisoners based their opinions on 

what they had been "told" or on the way the study had been "explained to 

them." Although the prisoners frequently mentioned the explanations they 

had been given, they seemecl to be referring to oral, rather than written, 

explanations. Consent fox'rus were rarely mentioned in this context. 

Table 29 

Why Did You Feel There Was Not a Possibility of Harmful Effects? 

Response % of Subjects 

Trust the doctors or researchers, they know 
what they're doing, they wouldn't do the 
study if it were harmful 17 

Prisoners knew the drugs and procedures to be 
used; felt the drugs were safe 

Told there was no harm/or the effects explained 
were obviously not harmful 

The way the study was explained and/or prisoners' 
understanding of the research 

Medications had been tested before given to 
humans; previous tests with drug 

Researcher or assistant said there was no harm 

Prisoner's own previous experience in research 
projects 

Other prisoner's experiences in previous re
search projects 

Specific side effects not harmful or serious 

Prisoner's good health 

Knew researchers or worked in clinic 

Consent form said there was no harm 

Researchers were taking precautions 

No reason mentioned or "don't know" 

* 

14 

13 

9 

8 

7 

4 

3 

3 

3 

2 

1 

1 

15 

100 

* No o of Subj.:~cts 

20 

17 

15 

11 

10 

9 

5 

3 

3 

3 

2 

1 

1 

18 

118 

Percentages calculated on the basis of the number of respondents who 
reported no possibility of harmful effects. 

The people who saw some possibility of harmful effects also tended to base 
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their feelings on what they had been told or on the way the research had 

been explained. Only two people mentioned the consent forms when explaining 

to our interviewers why they thought there might be some harmful effects (see 

Table 30). 

The great majority of subjects agreed that their participation in the re

search project about which they were being interviewed was voluntary (see Table 

31). Six persons, however, said that they did not feel free to refuse. The 

six individuals who answered this question negatively were from one insti-

tution and, as such, comprised a significant minority of the respondeLts 

from that prison. Five of these prisoners said that if they refused to 

participate. in the study ~ they would not (or proba;,ly would not) be asked 

to participate in future studies. Similarly~ the sixth respondent felt 

that some inmates need the research because it affords them a little better 

life, and thus, they ta"ke whatever comes up to ensure they won't be drupped 

from the list. Thesez.'es])ondents, nonetheless, generally reported thE1t 

they recei"t'ed as much information about the research as they wanted, felt 

that the information was clear and accurate, and saw the investigators as 

willing to answer their questions. Additionally, five of the six did not. 

anticipate (before their participation begain) some possibility of harmful 
"I. 

effects as a result of participating in the stu.dies. This suggests thf.\t 

the. involuntary situation they perceived was not tied to any particular 

study, but instead was a function of their reaction to a practice of not 

recalling prisoners who recently refused to participate in a project. 

Subjects' Opinions about Research in Prisons 

Table 32 indicates that over eighty percent of the respondents would 

be very -';villing, and more than ten percent would be somewhat willing) to 

participate in a project similar to the one about which they were bein~ jnter

viewed. This suggests that most of the subjects seemed to appr.ove of the 
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Table 30 

Why Dtd You Feel There Was a Possibilii..y of Harmful Effects? 

* Respons~ % of Subjects No. of Subjects 

Prisoner was told about possible harmful 
effects (respondent did not specify who 
told him) 28 

Doctor, researcher, or assistant said there 
might be harmful effects 15 

Prisoner feared side effects of the parti-
cular drug/medication 12 

Harm was inferred because the drug was 
being studied 8 

Consent form said there might be harmful 
effects 3 

Prisoner feared disease or "catching 
something" 2 

Prisoner mistrusted researchers 2 

No reason mentioned or "don't know" 30 
100 

* 

17 

9 

7 

5 

2 

1 

1 

18 
60 

Percentages calculated on the basis of the number of respondents who 
reported some possibility of harmful effects. 

Table 31 

When You Agreed to Participate, Did You Feel That It Was a 
Purely Voluntary Matter; That is Did You Feel Free to Refuse? 

Response % of Subjects No. of 

Yes 97 174 

No 3 6 

100 180 --_._-------
* One respondent did not answer this question. 
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research conducted at their prison. Those subjects who did not say "very 

willing" were asked why they might be unwilli.ng to participate again. The 

main reasons cited included the fear of harmful effects and the unpleasant

ness of the procedures (see Table 33). 

Some of their unwillingness was associated with, and probably a re

sult of, bad reactions to the drug being evaluated in the project the subjects 

were being interviewed about. A small subset of prisoners in one institu

tion were asked extra questions regarding their experiences as research 

subjects. The first question was: "Did you have any difficulties as a re

sult of.the research that you did_not expect to have? Did YO\1 have no unex

pected difficulties at all, very few difficulties, some difficulties, or 

very many difficulties?" More than half of thes'e; prisoners (8 our of 13) 

said "none at all"; two reported "very few diffj.culties"; one said "some 

difficulties"; and two replied "very many." 

Except for those who reported no problems, the prisoners were asked to 

describe the unexpected difficulties they had experienced. The difficulties 

included such things as nausea, an allergic reaction to a drug, and violent 

behavior and its subsequent repercussions. Copies of the consent forms used 

in the various studies in which the prisoners had participated were examin~ 

ed. Each consent form mentioned, in 90ine way, the appropriate "unexpbcted 

difficulties" experienced by the stubjects. In two cases, the problems 

cited by the subjects were clearly mentioned in the consent forms. In two 

other instances, the reactions were noted as possible effects, but this was 

done within the context of a long list of risks. It may be that the lengthy 

list overwhelmed the subjects with information and the various effects list

ed were not comprehended or remembered. On the other hand, the difficulty 

experienced by another subject may have been unexpected because the consent 
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form eeemed to be designed to avoid a lengthy list of effects. Prominently 

noted in this consent form was "various a.11ergic reactions" along with an 

explanation that the reactions could be serious and a couple of examples. 

The examples did not include the specific reaction reported by the prisoner 

and, as such, might have seemed unexpected from his perspective. 

Table 32 

How willing would you be to participate in a similar research project? 

Response % of Subjects No. of Subjects* 

Very willing 87 155 

Somewhat willing 11 20 

Not very willing 1 2 

Not a t all willing 1 2 

100 179 

* Two respondents did not answer the question 

Table 33 

Why might you be unwilling to participate again? 

Response -, of Subj ects No. of Subjects* I. 

Fear of harmful effects 16.7 4 

Procedu'.res unpleasant, uncomfortable, 
16.7 4 or painful 

Depends on exactly what the research 12.5 3 
would be 

General fear of unknown 8.3 2 

Inconvenience 8.3 2 

Would not go if I didn't need the money 8.3 2 

Lack of personal benefit 8.3 2 

Mistrust researchers or research 4.2 1 

Poor health 4.2 1 

Boring 4.2 1 

No response 8.3 2 

100 24 

* Percentages calculated on the basis of the number of respondents (24) who 
were asked this question 10-56 



Forty-four of the 181 subjects offered suggestions for improving the 

way in which research on human beings is cenducted. Many of these people 

suggested that the research facilities could be improved and that the pro-

cedures could be carried out better. Miscellaneous suggestions included 

such things as: make it easier to get away from prison jobs to participate 

in research projects; "full-pay" for participating--presumably pay equal to 

what non-prisoners would get; offer "good-time" instead of pay because in-

mates who are broke are going to jump at the offer of pay; conduct more re-

search on people "outside" the prison in the "free world"; and listen to 

what the prisoners have to say about their reactions to drugs rather than 

just taking blood samples. The majority of the respondents had no sugges-

tions for improvement and some of these people commented favorably on the 

researchers and the research program. Favorable statements included com-

ments such as: "doing a pretty good job"; "they do a good job right now--

very fair"; "[we] don't feel like guinea pigs"; "they make improvements 

as they go along"; and the research is "approved by so many different 

groups" that a bad study couldn't be conducted. (See Table 34 for suggestioIlj3.) 

Non-subjects' Opinions.3~.EE::t Research in Prisons 

In two of the institutions, interviews were conducted with inmates who had 

never served as research subjects or who had not pc>.rticipated in projects 

over the past few years. Thirty such individuals were randomly selected 

for interviews at one prison and twenty-seven were actually interviewed. 

(One individual preferred not to be interviewed and tw'O were unable to an-

swer call.) At the second prison, the smaller of the two, seventeen indi-

viduals were randomly selected and all agreed to be interviewed. 

10-57 



Table 34 

Suggestions for how researchers could improve 
the way they do studies on human beings 

First suggestion mentioned 

Carry out research procedures better; be more efficient 

Improve the facilities used during the research 

Improve the food 

More pay 

Take more time to do the research; don't rush 

More information (on things other than harm, procedures, 
or outcomes) 

Improve instructions to subjects on procedures 

Test medications thoroughly before they are given to subjects 

More humane treatment/procedures 

Conduct more research 

(Other) 

Second suggestion mentioned 

More pay 

Improve the facilities used during the research 

More humane treatment/procedures 

Better explanation of possible harmful effects 

More information (on things other than harm, procedures, or 
outcomes) 

Improve instructions to subjects on procedures 

(Other) 
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The "non-subject" prisoners differ i.n a number of respects from the 

prisoners who served as research subjects. The subjects are more likely 

to hold prison jobs than are the inmates who chose not to participate in 

research projects. For those inmates who hold jobs, the number of hours 

worked per week is slightly greater for the subjects than for the non

subjects. Additionally, subjects in both prisons have a somewhat higher 

level of formal education than their non-subject counterparts. (These 

comparisons are based on data provided by our sample of respondents and 

not on prison records.) 

Prisoners in one of the prisons were asked if they might agree, at 

some point in time, to participate in a medical research project. Forty

seven percent answered affirmatively and were asked why they might decide 

to participate. Reasons offered by these indivith:.als include financial 

reimbursement and/or the nature of the investigation (e.g., the research 

would have to focus on a specific disease or condition of interest.) Some 

of these inmates saw their participation as being c.ontingent upon a size

able payment and the expectation that the results would benefit others 

either within the prison walls and/or outside "on the streets." 

The majority of those inmates who said that they would not partici

pate in the research program based their decision on doubts about the 

efficacy of medical research and on a mistrust of the medical researchers 

and procedures. Others f2ared harmful effects that might ensue as well 

as being treated as "guinea pigs." Additionally, a few respondents cited 

the "bad experiences" that they or other inmates had while serving as re

search subjects. About twenty percent of the "non-subject" respondents 

in this institution said that they had participated in a project at an 

earlier time. These inmates said they had participated either for the 
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money or for the better health care available at the clinics. ' 

Non-participants at both institutions were asked why, in their opin

ions, prisoners agreed to participate in research •• The great majority of 

these individuals felt that money was the reason why the inmates agreed to 

serve as subjects. Satisfaction of curiosity (i.e., to find out more a

bout research) and personal advantages other than money also were mention

ed by some respondents. Although certain non-subjects would themselves 

consider participating in a project to help others, they did not see the 

"desire to help others" as a factor which might explain the participation 

of present subjects. Subjects were seen by certain non-participants as 

the "neediest" of all inmates, who must be in it [research] for the money. 

Subjects were viewed by some as being either (1) "economically stripped" 

with no income "from the streets ll
; (2) 1I10afers" or inmates with low or no 

important job situation within the walls; or (3) IIdrug lovers" taking the 

opportunity to "get a free high." 

Respondents at both institutions were asked their opinions about the 

research program. It is clear that non-subjects on the average have less 

favorable opinions than subjects. On the positive side, six non-partici

pants commented on the money involved and, for example, saw these funds as 

being helpful to inmates. Others expressed the belief that the prison re

search program was advancing medical knowledge. Four inmates commented on 

the voluntary nature of the program. It is noted, however, that some non

participants took the stance of "different strokes for different fo1ks ll 

and approved of the "voluntary" system with reservations. 

The most frequently mentioned negative comments referred to the ad

verse effects of the research. Ten non-participants mentioned their con

tacts with subjects who appeared "dopey" or lIstupefied" or had experienced 
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substantial weight losses. Some respondents felt that the researchers were 

either careless or neglectful based on these respondents' observations of 

temporary or permanent physiologic impairments. One respondent was partic

ularly concerned about the absence of adequate follow-ups on subjects, on 

the one hand, and the research implications of using the same subjects re

peatedly, on the other. [Note: our interviewer commented on the intelli

gence and probable scientific knowledge of this respondent.] Five non

participants felt that the research program exploited the prisoner, but 

only five said there was a need for more detailed explanation regarding 

the nature of the projects. One inmate felt that people should be able 

to choose among projects and should not be dropped as potential subjects 

if they choose not to participate in a particular project. 
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Appendix A 

What is the highest grade or year of college you completed? 

Level of education % of Subj ects No. of Subjects * 
Third grade 1% 1 
Fourth grade 1 1 
Fifth grade 0 0 
Sixth grade 3 5 

Seventh grade 3 6 
Eighth grade 9 16 
Ninth grade 9 17 

Tenth grade 8 15 
Eleventh grade 10 19 
Twelfth grade 28 50 

One year of postsecondary education 12 21 
Two years of postsecondary education 12 21 
Three years of postsecondary education 3 5 
Foul. years of postsecondary education 1 1 

100% 178 
* Three respondents did not answer this question. 
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Appendix B 

Are you involved in any of the following activities or programs? 

Program or activity 

Education program 

Self-help activities 

Training program 

Clubs or groups 

* 

* % of Subjects 
involved in the program 

51% 

43 

16 

33 

No. of Subjects 
involved in the progr, 

92 

76 

29 

59 

Some subjects were involved in more than orLe program or activity and therefore 
the percentages total more than 100%. 
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Appendix C 

How many hours a week do you work on your regular prison job? 

Response 

1-10 hours/week 

11-20 hours/week 

21-30 hours/week 

31-40 hours/week 

41-50 hours/week 

51-60 hours/week 

More than 60 hours/week 

Don't know 

* 

% of Subjects 

6% 

3 

8 

44 

16 

11 

11 

1 
100% 

* No. of Subjects 

10 

4 
12 

70 

25 

17 

18 

2 
158 

Twenty-three respondents did not answer this question. Eleven of them (6% of 
all respondents) did not hold a job at the prison. 
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Appendix D 

Have you been a subject in any other research projects? 

Response 

Yes 

No 

Number of other projects participated in 

1 

2 

3 

4 

5 

6 

7 

8 

9 

10-15 

16-20 

21-30 

31+ 

10-66 

% of Subjects 

% of 

75% 

25 
100% 

Subjects 

18% 

5 

18 

7 

9 

10 

1 

1 

1 

17 

6 

4 

3 
100% 

No. of Subj~ 

No. 

135 

46 
"181 

of Subjects 

24 

7 

24 

9 

12 

14 

1 

2 

2 

23 

8 

5 

4 
135 



., 

Appendix E 

Approximately how many years have you served in prisons? 

Response (number of years) 

1 

2 

3 

5 

6 

7 

8 

9 

10 

11 

12 

13 

14 

15 

16-20 

21-30 

31-40 

* One respondent dj.d not answer this question. 
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% of Subj ects 

9% 

2 

13 

4 

15 

7 

7 

6 

8 

6 

6 

1 

4 

1 

1 

7 

2 

1 
100% 

No. of Subjects 

16 

4 

23 

8 

27 

13 

13 

10 

15 

10 

10 

2 

7 

1 

2 

13 

4 

2 
180 

* 



Appendix F 

How many felonies have you been convicted of? 

Response (number of felony convictions) 

1 

2 

3 

4 

5 

6 

7 

8 

9 

10 

11-15 

16+ 

* One respondent did not answer this question. 
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% of Subjects No. 

26% 

29 

18 

8 

7 

3 

2. 

2 

1 

1 

1 

2 
100% 

* of Subjects 

47 

53 

32 

15 

13 

5 

4 

3 

1 

2 

2 

3 
180 



Appendix G 

What were you convicted of on this sentence? 

Response % of Subj ects 

Robbery 

Homocide 

Larceny, burglary, theft 

Assault-battery 

Rape 

Drugs 

Breaking and entering 

Carrying concealed weapon; possession of weapon 

Kidnapping 

Fraud, forgery 

Unlawful driving away 

Escape, bond jumping, parole violation 

Fraudulent check 

Indecency 

Arson 

Bribery, extortion 

Destruction of property 

Prostitution/procuring 

Receiving stolen property 

Other (sex abuse, lewd and lascivious acts) 

* 

33 

18 

14 

9 

8 

7 

3 

2 

2 

2 

2 

2 

1 

1 

1 

1 

1 

1 

1 

2 

* No. of Subjects 

60 

33 

26 

17 

15 

12 

5 

4 

4 

3 

3 

3 

2 

2 

1 

1 

1 

1 

1 

4· 

Some subjects were convicted for more than one offense and therefore the 
percentages total more than 100%. 
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Appendix H 

How many months ot' years have you been in this prison on Y011T pregent sentence? 

ResponSe 

Less than 6 months 

6 months - 1 year 

1+ - 2 years 

2+ - 5 years 

5+ - 10 years 

More than 10 years 

* One respondent did not answer this question. 
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% of Subjects 

6% 

11 

19 

41 

19 

4 
100% 

* No. of Subjects 

11 

19 

34 

74 

35 

7 
180 



Appendix I 

How much longer does your sentence have to run? 

Response (number of years) * % of Subjects No. of Subjects 

1 18% 32 

2 7 13 

3 9 15 

4 3 6 

5 7 13 

6-10 14 26 

11-15 5 8 

16-20 9 15 

21-30 5 8 

31-40 2 3 

41 to life 19 34 

Other responses 1 1 

Don't know 1 2 
100% 176 

* Five respondents did not answer this question. 
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Appendix J 

When will you be eligible for parole? 

* Response % of Subjects No. of Subjects 

Within 6 months or less, already eligible 37% 65 

6 months - 1 year 27 47 

1 - 2 years 10 17 

2 - 3 years 6 10 

3 - 5 years 7 12 

More than 5 years 11 19 

Never 1 1 

Don't know 1 1 
100% 172 

* Nine respondents did not answer this question. 
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The purpose of this Addendum is to provide the Commission with some 

additional information on biomedical research involving prisoners. The data 

to be presented below center around three main issues: (1) similarities and 

differences between prisoner subjects and non-subjects; (2) characteristics of 

consent forms in relation to characteristics of research projects; and (3) the 

amount of compensation received by prisoners in relation to the risk involved 

and the amount of time spent on the project. 

Tables 1, 2, and 3 provide comparative data on subjects and non-subjects 

along three variables: Employment Status, Race, and Education. The data 

presented in these three tables are based on interviews conducted in two prisons. 

Table 1 illustrates that the subjects in our sample were more likely to hold 

prison jobs than were the randomly selected non-subjects. Table 2 shows that 

black inmates constituted 41 percent of the non-subject sample but only 18 percent 

of the subject sample. In one of the two prisons, a disp:r.?portionately large 

number of white respondents (as opposed to the black and other minority 

respondents) were subjects rather than non-subjects. In the other prison, 

the distribution of subjects was similar to that of non-subjects. Table 3 

compares subjects and non-subjects in terms of their education. The two groups 

seem to differ along this variable; for example, 57 percent of the subjects 

had at least a high school education but only 26 percent of the non-subjects had 

completed twelve or more years of school. 

The next set of tables focuses on characteristics of the research projects· 

in relation. to the content of the consent forms used in those projects. Table 4 

indicates that nine investigators reported that placeboes were used in th~ir 

projects and in six of these cases placeboes were mentioned or alluded to in the 

consent for~s. Three consent forms did not mention placeboes, and placeboes 
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apparently VJcrc het: ree.ftticTIeJ 1Ll t1ii:! ural explanations given to the subjects 

participating in these projecLs. [All investigators were asked to tell our 

interviewers about all the topics covered orally when obtaining consent from 

subjects. None of the investigators who were interviewed reported that placeboes 

were mentioned in their oral expl~nations. It is possible that some investigators 

might have explained the use of placeboes to subjects, but failed to report this 

to our interviewers.] 

Single- or double-blind procedures were used in 17 projects, and four 

of the consent forms used for these projects mentioned the bl~nd p~ocedure 

(see Table 5). In the 13 projects where these procedures were used but not 

noted in the consent forms, they were not mentioned orally either. Table 6 

illustrates that mUltiple treatments or procedures were used in 35 projects. 

These projects include those that employed single- or double-blind procedures, 

random assignment of treatments, cross-over designs, placeboes, control group(s), 

and/or multiple treatment or experimental groups. Twenty-four of the relevant 

consent forms mentioned the use of multiple treatments or Vrocedures and the 

other 11 did not. For these 11 projects, the oral explanation apparently 

did not include a reference to the multiple treatments. The methods used for 

assigning subjects to treatments were mentioned in three consent forms (see 

Table 7). Subject assignment methods were not mentioned in the consent forms 

(nor orally) in the 32 other projects which used multiple treatments or 

procedures. 

Table 8 shows that confidentiality often is not mentioned in consent forms 

where there is "no risk of a breach of confidentiality. II According to the 

investigators, there was some (low) risk of a breach of confidentiality in only 

five projects and the consent form associated with each of these five projects 

did mention confidentiality. Table 9 is based on investigators' estimates of 
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the risk of medical complications to ~1Jbiect~ as a result of participating in 

the projects. For those projects with a very low risk of minor medical compli

cations, physical risks were mentioned in approximately half of the consent 

forms. Physical risks were mentioned in 90 percent of the consent forms for 

projects with a very low risk of serious medical complications or a medium 

risk of minor complications. (As reported in Table 6, page 20, of the Research 

in Prisons report, no projects were described as having a low, medium or high 

probability of serious medical complications.) 

As noted in Table 10, 13 investigators reported that provisions had been 

made f r financially compensating subjects for harmful effects. An equivalent 

number said that no provisions had been made, and 11 said that they didn't know 

whether such provisions existed. None of the consent forms mentioned any 

provisions for financially compensating subjects for harmful effects. 

Table 11 focuses on the extent to which "procedures to be followed" were 

explained to subjects. [Note: it was assumed that an explanation of procedures 

would be appropriate for each project in the sample. Consequently, this table 

was formatted differently than the preceding tables.] Procedures were 

explained orally to the subjects who participated in practically every project. 

Additionally, procedures to be followed were described in detail in 28 consent 

forms. 

The final table in this Addendum focuses on the pay received by subjects 

in relation to some characteristics of the research projects. Subjects T:;ho 

participated in projects with "no risk" of medical complications received less 

pay than those who participated in projects with "a very low" risk of compli

cations. However, the average pay received by subjects was lower when the 

medical complications were seen as "serious" than wh-an the complications were 

reported as "minor." (The correlation between pay and a variable which combines 
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; the probability ~nd seriousness of medical complications was .07, n = 127). 

The relationship between pay and the risk of psychological complications also 

was weak. (Pay was negatively correlated with a variable which combines the 

probability and seriousness of psychological stress--r = -.31, n = 94). 

The amount of time spent on the project was the only variable which was 

associated with pay. Subjects who reported relatively h:l.gh levels of pay 

also reported relatively lengthy involvement with the project. (The correlation 

between pay and time spent on the project, as reported by subjects, was .43, 

n = 106. A similar correlation was obtained when time involved was based on 

investigators' estimates.) A "by-prison" analysis indicates that pay tended 

to be associated with time spent on the project in three of the four prisons 

where subjects were interviewed. 
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Employment 

Employed 

Unemployed 

Total 

* 

Table 1 

* Subjects vs. Non-Subjects: Employment Status 

Subjects Non-Subjects 
Status (n = 93) (n = 44) 

89% 64% 

11 36 

100% 100% 

Total 
(Ii = 137) 

81% 

19 

100% 

These data represent the responses of subjects and non-subjects, in two 
prisons, to the question: "Do you have a regular prison job?" In both of 
these prisons, subjects were more likely to hold jobs than were the non-subjects. 

Race 

Black 

Other minority 

White 

Total 

* 

Table 2 

* Subjects vs. Non-Subjects: Race 

Subjects Non-Subjects 
(n = 93) (n = 44) 

18% 41% 

7 7 

75 52 

100% 100% 

Total 
(n = 137) 

25% 

7 

68 

100% 

These data represent the subjects and non-subjects who were interviewed in 
two prisons. In one of these prisons, the distribution of subjects and non
subjects by race was roughly equivalent. In the other prison, a dispropor
tionately large number of the white respondents (as opposed to the black and 
other minority respondents) were subjects rather than non-subjects. 
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Table 3 

Subjects vs. Non-Subjects: * Education 

Subjects Non-Subjects 
Highest Grade (n = 93) (n = 43) 

seventh or less 4% 10% 

eighth 11 2 

ninth 5 14 

tenth 9 28 

eleventh 13 21 

twelfth 30 5 

one year post-secondary 15 12 

two or more years post:"" 
secondary 12 9 --

Total 99% 101% 

* 

Total 
(n = 136) 

5% 

8 

8 

15 

15 

22 

14 

12 

100% 

These data. represent the education levels of subjects and non-subjects who 
were interviewed in two prisons. One non-subject did not provide information 
on his education. 
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[Note: the data presented in Tables 4-12 were collected from five prisons.] 

Use of a placebo 
was mentioned 
on the consent form 

Use of a placebo 
was not mentioned 
on the consent form 

Total 

Table 4 

The Use of Placeboes in Research Projects 
in relation to 

the Mention of Placeboes on Consent Forms 

A Placebo Was Used 
(No. of Projects) 

6 

* 3 

9 

A Placebo Was Not Used 
(No. of Projects) 

2 

30 

32 

Total 
(No. of Projects) 

8 

33 

l~l 

* Additionally, these investigators did not mention the use of a placebo in their oral 
explanations to subjects when obtaining consent. 

Table 5 

The Use of Single- or Double-Blind Procedures in. Research Projects 
in relation to 

the Mention of Single- or Double-Blind Procedures on Consent Forms 

A Blind Procedure A Blind Procedure 
Was Used* Was Not Used Total 

Use of a blind procedure 
was mentioned 
on the consent form 

Use of a blind procedure 
waS not mentioned 
on the consent form 

Total 

(No. of Projects) 

4 

** 13 

17 

(No. of Projects) 

2 

22 

24 

(No. of Projects) 

6 

35 

41 

*A project was classified as using a blind procedur.e if the investigator reported that 
either a single-blind or double-blind procedure was employed. 

** Additionally, these investiga.tors did not mention the use of a blind procedure in 
their oral explanations to subjects when cbtaining consent. 
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Table 6 

The Use of Multiple Treatments ot' Procedures in Research Projects 
in relation to 

the Mention of Multiple Treatments on Consent Forms 

Multiple Treatments 
Were Used* 

Multiple Treatments 
Were Not Used Total 

(No. of Projects) (No. of Projects) (No. of Projects) 

Use of multiple 
treatments was 
mentioned on 
the consent form 

Use of multiple 
treatments was 
not mentioned on 
the consent form 

Total 

* 

24 

** 11 

35 

2 

4 

6 

26 

15 

41 

A project was classified as using multiple treatments or procedures if the investi-

** 

gator reported that any of the following were used: single- or double-blind proce
dures, random assignment of treatments, cross-over designs, placeboes, contl701 
group (s), and/or multiple treatment or experimentJ~l groups. 

Additionally, these investigators did not mention the use of multiple treatments 
or procedures in their oral explanations to subjects when obtaining consen.t. 
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Table 7 

The Use of l1ultiple Treatments or Procedures in Research };/roiects 
in relation to 

the Mention on Consent Forms of the Methods Used to Assign Subjects to Treatments 

Assignment methods 
were mentioned 
on the consent form 

Assignment methods 
were not mentioned 
on the consent form 

Total 

* 

Multiple Treatments 
Were Used* 

(No. of Projects) 

3 

** 32 

35 

Multiple Treatments 
Were Not Used 

(No. of Projects) 

o 

6 

6 

Total 
(No. of Projects) 

3 

38 

41 

Methods for assigning subjects to treatments seem applicable only to those projects 
which used multiple treatments or methods. A project was classified as using 
multiple treatments or procedures if the investigator reported that any of the 
following were used: single- or double-blind procedures, random assignment of 
treatments, cross-over designs, p1aceboes, control group(s), and/or multiple treat
ment or experimental groups. 

*,~ 
Additionally, these investigators did not mention the method for assigning subjects 
to treatments in their oral explanations to subjects when obtaining consent. 
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Confidentiality 
was not mentioned 
on the consent form 

Protection of 
confidentiality 
was mentioned on 
the consent form 

Limits on 
confidentiality 
were mentioned on 
the consent form 

Total 

* 

Table 8 

Risk of a Breach of Confidentiality 
in relation to 

the Mention of Confidentiality on Consent Forms 

No Risk of a Breach 
of Confidentiality 
(Nu. of Projects) 

26 

7 

2 

35 

Some (Low) Risk of a 
Breach of Confidentialitx 

(No. of Projects) 

o 

4 

1 

5 

Total 
(No. of Projects) 

26 

11 

3 

40* 

One investigator did not provide data on the risk of a breach of confidentiality, 
but the relevant consent form mentioned confidentiality. None of the investigators 
mentioned confidentiality in their oral explanations t~ subjects when obtaining 
consent. 
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Physical risks 
were not mentioned 
on the consent form 

Physical risks 
were mentioned 
on the consent form 

f-l 
o 
I Physical risks were 
~ described in detail 

on the consent form 

Total 

Table 9 

Risk of Medical Complications 
in relation to 

the Mention of Physical Risks on Consent Fo'nus 

No Risk of Medical 
Complications 

(No. of Projects) 

2 

3 

1 

6 

Very Low Risk 
of Minot Medical 

Complications 
(No. of Projects) 

7 

6 

o 
13 

VeEy. Low Risk of 
S~'.!rious Medical 
Comp1ications* 

(No. of Projects) 

2 

16 

3 

21 

Total 
(No. of Projects) 

11 

25 

4 

40** 

* Also included in this "serious medical complications" category are projects where the investigators 
estimated that the risk of minor medical complications was greater than "very lown (i.e., low or medium). 

** One investigator provided incomplete information on medical complications, but the relevant consent form 
mentioned physical risks • 
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o 
I 

OJ 
CJ1 

Provisions were 
mentioned on 
the consent form 

Provisions were 
not mentioned on 
the consent form 

Total 

* 

i_. 

Table 10 

P1covisions for Financially Compensating Subjects for Harmful Effects 
in relation to 

the Mention of These Provisions on Consent Forms 

Uncertainty * Provisions for 
Financial Compensation 

(No. of Projects) 

No Provisions for 
Financial Compensation 

(No. of Projects) 
Regarding Provisions Total 

o 

13 

13 

o 

13 

(No. of Projec.ts) (No. of Projects) 

o 

11 

11 

o 

37 
--** 37 

Eleven investigators responded "den' t know" to the question "Is there any provJ..sJ..on for gj,ving financial 
compensation to subjects should they suffer any harmful effects due to this research?" 

** Data provided by four investigators were insufficient for inclusion in this table. 
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Procedures were 
not mentioned on 
the consent form 

Procedures were 
mentioned on 
the consent form 

Procedures were 
described in detail 
on the consent form 

Total 

Table 11 

Oral Explanations of "Procedures to be Followed" 
. in relation to 

the Mention of These Procedures on Consent Forms 

Procedures Were Not 
Explained OrallY--

Procedures Were 
E!plai~ed Orally Total 

(No. of Projects) (No. of Projects) (No. of Projects) 

o 

2 

o 
2 
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o 

11 

. 28 

39 

o 

13 

28 

41 

J 
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[Note: the data presented in Table 12 were collected from four prisons.] 

Table 12 

Amount of Pay Received by Prisoners for Serving as Subjects 
in relation to 

Selected Characteristics of the Research Projects 

Risk of Medical_Complications 

-no risk 

-very low risk of minor complications 

-very low risk of serious complications 
(or low-medium risk of minor complications) 

Risk of Psychological Complications 

-no risk 

-very low risk of minor psychological stress 

-very low risk of serious psychological stress 
(or low-medium risk of minor stress) 

Time Involved * 
(1) very small amount of time 

(2) 

(3) 

(4) 

(5) 

(6) 

(7) "'\7ery great amount of time 

Average Amount of Pay 

$47 

71 

59 

71 

72 

38 

25 

26 

37 

60 

77 

78 

160 

* These time estimates are based on prisoners' responses to two questions 
regarding the amount of time thbY spent on the research project: (1) average 
time per day and (2) number of days. 
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SURVEY: USE OF PRISONERS IN DRUG TESTING, 1975 

Pharmaceutical Manufacturers Association 



------------------------



PHARMACEUTICAL MANUFACTURERS ASSOCIATION 

Survey - Use of Prisoners in Drug Testing, 1975 

Fifty-one companies responded to this Survey by March 10, 1976. These 
companies account for about three-quarters of annual Pharmaceutical Re
search and Development expenditures of the PMA membership. Sixteen 
indicate use of prisoners in research; thirty-five do not use prisoners. The 
findings are summarized below. Responses refer to R&D activities conducted 
by firms, either by their own employees or under contract, in calendar year 
1975. 

1. Eid your company conduct any ,research involving 
prisoners (i. e., residents of prisons, jails or 
other correctional facilities) as subjects in 1975? YES: 16 NO: 35 

THE ANSWERS TO QUESTION 2-8 WHICH FOLLOW RELATE ONLY TO THE 16 
COMPANIES WHICH CONDUCTED RESEARCH USING PRISONER VOLUNTEERS. ,', 

.oj 

2. Was the research conducted by your own employees or under a contract? 
If both, please indicate percentage for each. 

Company Employees: 4 Contrac~or: 10 U sing b!)l;~: 2 

3. Did the research with prisoners involve: 

Phase I drug testing YES: 14 NO: 2 

Other drug testing YES: 7 NO: 9 
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4. Approximately how much of your Phase I drug testing was conducted 
on prisoners? 

Response to Question 4, is sh-:>wn below, together with percentage break
down for testing indicated in Question 3. 

Question 3, Testing with Prisom'!rs 

Phase I testing as 
a percenta,$e of all 
testing with prisoner s 

Other 
testing with 
prisoners 

r---'---' 1 00% ._--." 
1 00% 

100 

100 

100 

100 

100 

100 

100 

100 

90 10% 

85 (+ 10% 5 
Devices) 

70 30 

50 50 

25 75 

100 

laO 
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Question 4 
Use of Prisoners 
in Phase I testing 
as a percentage of 
overall company 
Phase I tests 

100% 

55 

55 

50 

25 

13 

12 

2 

50 

75 

75 

10 

3 

85 



-

, 
-., 

-

5. Of this Phase I testing on prisoners. 

TOTALS 

a. How many different substances 'were tested? 71 

Median 3 

Mode. 2 

Range 1-20 

Inter-Qu. Range 2-7 

b. How many protocols were involve~? 

Median 5 

Mode 3.15 

Range 1-28 

Inter-Qu. Range 2-5 

c. How many prisoners were involved? 

Median 150 

Mode 150 

Range 21-1381 

Inter-Qu. Range 89-299 

NOTE: Testing includes the following! 

Influenza Vaccine 
PPD Tine (Skin Test) 
Draize Sensitization Test 

100/ 

3593 

Topical Sensitlzation and primary irritation evaluation 

11-3 

\I 



!. 

6. Please list the prisons £rorn which the research subjects we.r~ obtained, 
and indicate if the pris,on is ~ state" county or municipal facility. Indicate 
also percentage of research congucted in each installation. 

Location 
jalphabetical~ by state) Prison 

Florence, AZ Arizona State 

Vacaville, CA California Medical Facility 

yacaville, CA Coxrectional Medical Facility 

Solano Institute for Medical and 
Vacaville, CA Psychiatric Research 

Indianapolis I IN Marlon County Jail 

Pendelton, IN Indiana Reformatory 

We~t Boylston, 
~---"-.::'" 

Worcester County Rehabilitation 
-MA and Detention Center 

Jessupl MD House of Ccrrection 

Plymouth, MI Detroit House of Correction 

~onia, MI Ionia Reformatory 

Jackson, MI State Prison of Southern Michigan 

State, 
County, 
City 
Facility 

State 

State 

State 

State 

County 

State 

County 

State 

City 

State 

State 

Number of 
cOlnpanies 
testing in 
prison 
indicated 

1 

4 

1 

2-

1 

1 

2 

1 

1 

1 

2 

Percentage of 
company-testing 
with-prisoners 
conducted in 
prison indicated 

100 

100 each 

50 

45, 15 

10 

90 

100, 50 

100 

6 

4 

9L\ 85 

. Kansas City, Leeds Farm Municipal Correction 
MO Institute City 1 50 

Deer Lodge, MT . Deer Lodge Institute State 1 50 

Deer Lodge, MT Montana State State 1 100 

CQ~d,well, »lJ Essex County Corrections Center·' County 1 100 

Dayt 9n, OH Dayton Workhouse State 1 55 

~. IJ~b~_!!(ji:'i~ OFf Lebanon GOl'l'ection Institute State 1 50 

!,.t 

.' 
\\ 
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7. Were detainees (persons in prison prior to 
conviction and held in lieu of bail) ut~lized 
in the research? YES; 0 NO: 14 

DON'T KNOW; 2 

8. Were the prisoner-subjects located in maximum or minimum security 
P!isons? Please indicate also percentage for each category. 

Companies Percentage 

Maxirnum only: 2 100% 

Minimun only: 10 100 

Both maximum and minimum: 3 70 (max) and 30 (min) 
45 (max) and 55 (min) 
81 (max) and 19 (min) 

Don't know: 1 
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9. On what groups of subjects did your company conduct Phase I drug 
studies in 1975? Please indicate if possible the percentage of the 
total number of subjects coming from each group. 

Prisoners. College Students. Medical Students. 
Company Employees", Residents of foreign countries. 
Institutio'nalized Individuals. Others. 

Residents Institution-
Prisoners College Medical Company of foreign alized Indi- Other 

Students Students Employees countries vidua1s 

[lines add to 100%] 

, 100% 
" 1000/0 .. 80 20 , 80 20 

• 75 3% i2% 10% 

• 60 40 ,I 55 1 14 30 

• 53 29 18 

• 50 10 40 , 50 45 5 

• 50 50 '. 44 15 41 
~ 40 5 55 

• 39 3 58 

• 35 5 30 30 

• 25 19 42% 14 

• 23 6 71 

• 12 17 4 21 46 

• 17 15 9 10 49 

• 10 ~ 10 10 70 

• 10 10 50 30 

• 13 65 22 , 10 50 10 10 20 

• 9 6' 6 8 31 37 
~ 100 

• 5 20 75 

• 100 

• 15 43 42 
e 100 

• 100 

• 100 
$ Prisoners, College Students and Company employees: 85% 15 

• 50 23 27 
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9. Question 9 continued: 

Companies not listed, either did not conduct Phase I studies or 
did not respond to this question. 

U~e of residents of foreign countries is made by foreign owned 
companies, and by U. S. companies in research abroad. 

"Others" include the following: Hospital patients.' Members of 
fraternal organizations. Armed Forces personnel _ Outpatients_ 
Allied medical personnel. Physicians _ Nurses _ Population at 

lar!::e - Students. 

lO. Does your companY.have an insurance 
policy or any other mechan~sm for 
compensating subjects who might be 
injured in research? YES; 33 

NO RESPONSE: 6 

If Yes, is this con'pensation in the form of medical care, 
financial award, or both? 

Medical Care only: 11 Financial Award only: 7 

Both: 14 No response or explained in comments: 19 

Comments concerning compensation: 

'!Although we have no specific insurance policy for monetary compensation, 
it is our company policy to bear all costs for medical care in case oi. 
injury or significant side effect ,requiring such care. II 

ITUpon request, the investigator is provided a statement: I ••• I agrees 
tha.t it '.vi.!.l p.:;'cv-idc payment fo.r .r.ciedh .. a.l I.;ol:lb:l iw..:urr·ed by any patient 
as a direct result of the drug or application thereof related to the 
patient I s participation in this trial to the extent that the patient's . 
medical expenses are not otherwise covered by existing health ca~re 
programs or insurance policies. II 
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10. Comments continued 

"Company policy covers subjects.for Medical Expenses and Loss of 
Income. In addition active follow-up procedures are placed in 
operation tb insure that subjects injured in research obtain best 
available medical care.'1 . 

"The Company's product liability insurance policy covers claims 
against the Company alleging injury arising out of drug testing in 
those cases where, despite informed consent, the Compan.y may 
be deemed to be legally at fault. The Company's insur;;"nce policy 
also l!overs claims against the investigator so long as he has 
followed the Companyls protocols and has not been otherwise negligent." 

"As a matter of policy, the company is responsi~le for care and 
followup as well as evaluation of adverse events associated with st.udies. 
Each case is handled on an individual basis." 

,~ claim would be made under the comprehensive generall.iability 
policy held by the company., II 

IIApproach on a case-by-case basis. " 

I~ny medical complication related to the administration of a drug 
would be evaluated by our medical staff as well as that of the prison, 
and possibly by a consultant, and any' expenses resulting from such 
a complication, if confirmed to be drug-related, would be borne by the 
investigator .11 

"We do ~ have specific insurance, for medical care to cover clinical 
test subjects. - We do have general insurance to cover liability for 
any such purpose. " 

I' Insurance, which would protect us in case of liability action brought 
by injured subject. " 

, 
"Financial award would occur only in the ,event of liti.ga!::i.'on, ,and would 
be underwritten by the insurance company. - Continuing medical care 
for those injured in research is a Company policy which is inlplemented 
at the discretion c,f the Medical Department~1 

"Subjects are, covered under the Comprehensive General Liability 
Coverage of I •• " I seconda.ry to the liability insurance of the 

investigator. " .. 

"We have not as yet had any need to use this n~echanism,. II 

"We are covered by an insurance policy which w.ould encompass those 
areas decreed by the underwriter s • II 

11-8 

, 
" 



f , 

10. Comments continued 

"Would be handled as a product l~abi1ity claim. II 

"Detai~s not available -- will ~urnish at later date. " 

"We have self-insurance policy in ease anyone presents a claim. \I 

II Company self insurance." 

IWe have a specific endorsement to our product liability insural',l.ce 
policy which provides a maximum $500, 000 coverage pe.!:' occurrt:nc'e." 

IIIf a subject is 'inju.red' during Phase I study we provide medical 
care until that subject has fully recovered. We do not have an 
insurance policy for such expenses." 

liThe Company carries liability'insurance to cover any cases where 
the Company is held legally liable for injuries resulting from its 
research." . 

" 

"We have had no instances where a. demand f(:ll: medical care or 
compensation has been made. We do not n:~, Ie health insurance 
~ se, but if an allegation of negligence is ina,de we are insured. II 

II Liability indemnification contract. II 

II Company will be responsible lor medical expenses incurred by 
participants in its clinical trials under the following conditions: 

1. There was no material deviation from the protocol. 

2. Company is given prompt written notice of the claim. 

3. The investigator and persons involved in the study cooperate 
fully in the investigation of the claim. 

4. No negligent act was committed by the investigator or his 
agent if a non-company employee was the investigator. 

coverage. II 
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SUMMARY REPORT AND RECOMMENDATIONS ON PRISONS: 
The National Minority Conference 

on Human Experimentation 

Two Horkshops of the National Minority Conference 
on Human Experimentation, held January 6-8, 1976, 

were devoted to the topic of 
research involving prisoners. 





NAT IONAIJ URBAN COALITION . 
PRESIDENT ... M. Carl Holman 

NATIONAL MINORITY CONFERENCE ON HUMAN EXPERIMENTATION 

CONFERENCE CHAI~~ David A. Browne 

CONFERENCE DIRECTOR Geraldine Brooks 

ASSISTANT DIRECTOR Evelyn Armstrong 

SECRETARIAL STAFF ... Joann Hysan/Patricia Lightfoot '. .. ~ 

" 

THIS REPORT WAS PREPARED,BY THE NMCHE STAFF 
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INTRODUCTION 

Summary of Plenary Sessions 

The attached summary represents a comprehensive, but far 

from complete, survey of the papers, plenary sessions and work

shop tapes relative to prison research. Due to time constraints 

on staff in an auditing of the tapes and review of the papers, 

we would like to apprise the Commission that we regard this as 

still not as comprehensive a report as desirable. Without a 

personal audit of the actual tapes, it is difficult, if not 

impossible, to get a true picture of the sessions involved. We 

would recommend, therefore, that we have these tapes professional+y 

transcribed for your further review. 
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PARTICIPANTS ~ Plenary Session - Prisons 

Moderator ~ Professor Heywood Burns 
J.D., NYU Law School, New York, New York 

Presentors of Papers: 
Joyce Cooke, Ph.D., Department of Philosophy 
Howard University, Washington, D. C. 

Larry I. Palmer, J.D., Cornell University Law School 

L. Alex Swan, Ph.D., J.D., Fisk University 
Nashville, Tennessee 

Respondents: 
Lewis Douglas, Executive Deputy Commissioner Correcti,ons 
State of New York 

Ric h a r d II M a fun d i" La k e, '0 ire c tor I FAD e fen see 0 mm itt e e 
Former inmate Alapama Prison System 

Frank Pogue, Ph.D., Professor and Department Chairman 
State University of New York at AlBany 
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SUMMARY OF THE PLENARY SESSIONS AND WORKSHOP SESSIONS 
, 

Use of Prisoners in Human Experimentation 

A careful and thoughtful perusal of the papers presented 
before the plenary session on research in prisons allows the reader 
the opportunity to appreciate the excellence of these in-depth, 
scholarly pieces of work. A review of the workshop reco~~endations 
made to the Commission on this subject provide a terse, cuncise set 
of guidelines designed for action rather than philosophical discussion. 
However, listening to the tapes made during the plenary session --
the presentation of the papers and the responses to their delivery -
and to the following workshop sessions provide the auditor with the 
real essence of the problem of human experimentation in prisons. No 
other medium has captured the interplay of diverse ideas, the 
diversity of the Conferees, the final symbiosis achieved. 

Debate ranged from the complete abolition of the prison system 
to a more realistic -- and hopeful -- change through government 
i.ntervention and the eventual establishment of a national model for 
research design. Between these extremes, even without lengthy 
discourse on the more horrendous examples of abuse in prison-based 
e~perimentation, there appeared a serious concern for the moral and 
civil rights of this captive/coerced sliliject group and the minority 
population which they represent; an immediate need for a research 
moratorium to investigGte and evaluate both behavioral and biomedical 
research in the prison setting; and khe establishment of permanent 
safeguards for prisoner-experiment subjects. 

There are basic ethical considerations about the prison system 
in society and the relationship between the ~eeds of the state and the 
prison system. Experiment subjects are viewed as not only subjects 
of research but subjects of the state; that the imposition of the will 
of the state is an imposition on the will of the subjects. The 
r.elationship of the issue of race, religion and nationality and 
scientific experiments on human beings looms large because of the 
Nazi concentration camp experiments on captives during World War II. 
Since there is a disproportionate Third World representation in I 
prisons today, it is agreed that the issue of prisonexs and race are 
merged. It is uneth.:f.caJ. to ask minority prisoners to bear the greater 
portion of risk when :benefitting society at large. Any required risks 
should be evenly c1:hs1;;::r;ibuted in the prison society itself as well as 
among all ethni~ grou:l?s in society. 

There appears to be an obvious correlation between human research 
in prison and the kind of heal.th care servic'=!s available to those 
people who usually become prisoners: the poor and the minorities. 
The 1ack of adequate h~alth care delivery to this widesp~ead popula
tion, therefore, must bring up the question of the fine line between 
resear~h and treatment. As this inadequacy is shared by the poor, 
both in and out of prison, it is felt that the two concerns cannot be 
separated; that prisoners and the poor share the same inducements, 
the same lack of knowledge, the same lack of legal redress as research 
s~bjects. That, in fact, the poor are the same victims as the prisoners 
in human experimentation. 
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The principle of informed consent, first formulated in the 
Nuremberg Code spells out r~quirements governing medical experimenta
tion on human beings. This principle is of paramount importance to 
the legality of using prisoners as sUbjects. A basic tenet of the 
Code states: "The voluntary consent of the human subject is absolutely 
essential." The prison environment, regarded as intrinsically 
coarcive, casts seriouz suspicion upon the very concept of authentic 
consent, insofar as the latter implies autonomy. Few decisions of 
any nature can be made in the prison setting which are free, which 
are unpressured, which are informed. Whereas there can be no consent 
without sufficient information, there can be consent without 
willingness. Hence the Nuremberg Code stresses the voluntary nature 
of consent. Voluntary consent means free and full affirmative 
judgement. By definition, no informed consent is possible within 
the context of confinement in prison with its coercive environment 
a.s the backdrop of such choices.. Without the ethical requirements 
of informed consent, it is impossible to justify the legal requirements 
now accepted. 

Yet some prisoners insist that they have a legal right to 
participate in research experiments. Proponents of the establishment 
of a research model feel that by including prisoners in the complete 
research process, this facet -- as part of the entire researc1;1 
project -- can be legitimized. The prisoner as volunteer should be 
viewed as a participant in the experimentation proc.ess from the eval
uation of the project's purpose, and its risks and benefits, subject 
selecti"'u, project progress review to final eVCj,ll.lation. 

Obviously, prisoner participation in the research process is 
just a portion of future guidelines and safeguards delineatedQ A 
general consensus of opinion was voiced for a complete moratorium, 
rather than a total ban, on research experimentation until a national 
investigation is completed to determine the nature and current status 
of all experimental research design. The process of human experimenta
tion and the allocation of public, professional and subject decision
making authority within that process must be understood to avoid the 
abuses of the past~ The policies that determine how and why human 
experimentation is started is important to the manner in which value 
conflicts are resolved, whether the process can achieve the desired 
degree of social control. 

A careful examination must be made of the purposes of any 
research that proposes to involve prisoners as subjects. Other 
questions to be answered; Are prisoners the appropriate subjects for 
this particular form of experimentation? What are the societal needs? 
What are the possible types of risk of harm that may flow 'and what 
steps have been taken to minimize those risks of harm? WhO sets the 
priorities of these experiments? Who selects the subjects? Who 
monitors 'me project's progress? Who makes the necessa.ry ethical and 
legal evaluation of the project's outcome? 
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The majo~ method of reviewing the decisions throughout the 
process of human experimentation in prisons and the consequences of 
such experiments is through public scrutiny. Toward the end goal 
of a national model, it is recommended that a research unit which 
will affec~ all funding agencies and all prison administrators and all 
researchers, composed of inmates themselves and designated persons, 
should crystalize and set up guidelines for all prison research 
activities. Every prison experiment must involve a stage where 
either state or professional participants evaluate the research design 
and the scientific merits of the project. Before the question of con
sent is even presented to any prisoners, a host of other issues should 
be resolved in the formulation of research policy and in the administra
tion of research. All prisons should establish an ongoing, in-house 
ethics committee to regularly discuss the absence of health care 
services and misuses on pri~pners in biomedical, psychological, criminal 
and social research. The findings of these committees would act as 
active control in the process. Further, the process model forces the 
investigators, sponsoring agencies and prison administrators to 
articulate their own values about the purpose of incarceration, use of 
experimentation as a part of this purpose and the use of the incar
cerated as subjects. Some serious questions of personal and pro
fessional morality must be faced before -- as well as during -- the 
project's undertaking. 

In articulating the position of the Conference on human experi
mentation on prisoners, it was stated that it was not necessarily 
what position to take about experimentation in general or about no 
.experimentation in society, but a queption of strategy. It should be 
considered a political reali~y that human experimentation will continue 
and a political reality that it will,qe~continued in the prison 
system. The political reality, therefore, is to focus on how best to 
protect, to safeguard the subje(~ts of these experiments. It is the 
obligation of the Conference, the Commission and Congr.ess to safeguard 
prisoners' -~ subjects' -- rights. And, just as doctors cannot 
regulate doctors and lawyers cannot regulate lawyers; a permanent 
commission should be established not with the purpose of learning for 
society, but a body directed toward protecting the subjects of society's 
learning process. 
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STATEMENT ON CONFERENCE RECOMMENDATIONS 

A cursory examination of the recommendations to the Commission 
from Workshops #7 and 8 on the l..~,se of prisoners in human experi
mentation would initially appear to be contradictory. For example, 
an item recommending a complete ban on all research may be in 
juxtaposition with a recommendation to establish ,a permanent 
Commission to evaluate and monitor prison research. 

We would point out that this apparent contradiction reflects 
c,nly the fact that from the outset recommendations were formed from 
a consensus of opinion rather than unanimous vote. The first line 
of *7's Preamble best illustrates this ••• "for-a variety of 
reasons and from divergent perspective •• ~" 

Despite these sets of semmingly polartzed viewpoints and rec
ommendations, we would draw your attention t.o the fact that the 
composite recommendations show a similarity in pattern to the 
various alternatives suggested in the plenary session: a question 
of the validity of the prison system itself; a question of the 
use of the minority population within prisons as subjects, a 
question of the fine line between research and treatment; a question 
of the validity of informed consent in the prison setting. Addition
ally, there is a moratorium suggested allowing investigation and 
evaluation as well as for the establishment of a permanent oversight 
body to conduct and monitor any future human experimentation on 
prisoners. 

12-7 



PREAMBLE 

Workshop 7 

Resolution and Recommendations 
of the 

Workshop on Prisons 

National Minority Conference 
on 

Human Experimentation 
'January 8, 1976 

For a variety of reasons and from divergent perspectives, all of us 
believe that the prison system is in need of fundamental modifications. 
Some of uS believe that prisons should be abolished. Others seriously ques
tion whether ell of those presently incarcerated should be there. Therefore, 
our recommendations on biomedical and behavioral research reflect our honest 
skepticism about making recommendations for institutions whose social utility 
is in doubt. 

I. RECOMMENDATIONS ON BIOMEDICAL RESEARCH ON PRISONERS 

We recommend an immediate moratorium on all nontherapeutic biomedical 
research on prisoners until such ti~e that comprehensive evaluation is made 
of the current status of human experimentation and health care delivery in 
prisons. By "nontherapeutic" .research, we mean to include all biomedical 
research on healthy prisoners, i.e., prisoners who have not been accorded 
status as "patients." .' 

During the moratorium, we recommend that there be a thorough and 
systematic attsmpt to develop methods to adequately control research in prisons. 
This attempt should include consideration of the following; 

1. The purpose of the research. 

2. Criteria for selection of subjects. 

3. Assessment of risks of harm before actual implementation of any 
proposed research. 

4. The responsibility of state and Federal regulatory bodies for 
administration of any prison research. 

5. The responsibility of profess~onal organizations for prison 
research. 

6. The role of prisoners in the supervision of prison research. 

7. The need for mechanism for monitoring and evaluating the prison 
re.search. 

8. The supervision of current research in prisons. 
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9. The need for special legislation to control certain types of 
treatment. 

10. Methods of reviewing the consequences of human experimentation. 

11. Legislation to fix financial responsibility, including responsi
bility for any physical or other harm to prisoners who are 
subjects of experiments, on someone or institution other than 
the prisoner. 

12. Providing means for prisoner access to court, legislatures, 
and national commissions. 

II. RECOMMENDATIONS ON BEHAVIORAL RESEARCH ON PRISONERS 

We understand neither the risk of harm nor the potential benefit of the 
wide variety of ongoing behavioral research programs in our prison system. 
First, we recommend that the focus of behavioral research be re.directed. Any 
further deliberation on behavioral research in prisons should address the 
question of what is there about our social institutions that generates the 
need for so many behavioral research programs aimed at modifications of 
individual behavior. Second, we recommend that there be a shift of emphasis 
in all future inquiries away from be.haviora1 research focusing on the 
individual prisoners to research endeavors aimed at understanding the nature 
of these institutions, and their effect on in.dividual prisoners. 

III. AECOMMENDATIONS ON INFORMED CONSENT 

We are unwil1ingat this time to delineate the requirements of tlinformed 
consent" for research involving prisoners because of our doubts about the 
prison environment and whether true "informed conssntll is possible in our 
nation's prisons. 
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PARTICIPANTS - Workshop #7 - Prisons 

Larry Palmer Law Professor, Cornell University 

Alphonso Tindall, Dixwell Community House, New Haven, Ct. 

Jean Fairfax, NAACP Legal Defense Fund, New York, New York 

Judy Hodges~ New York City Prisons 

Joyce Cooke, Professor of Ethics, Howard University 

Michael ~aden, M.D., Chief Medical Examiner, City of New York 

Lewis Douglas, Deputy Commiasioner, New York State Prisons 

Ed Washington, Washington, D. C. 

Shelia Fox, St~dent 

Dr. Frank Pogue, State University, Albany, New York 

L. Alex Swann, Fisk University, Nashville, Tennessee 

Walker Solomon, Asst. Director, Drug Program, New Haven, Ct. 

Al Bronstein, American Civil Liberties Union, Washington, D.C. 

Dr. Robert Jackson, Multi-Media Associates, Arizona 

William Turner, Dept. of Social Sciences, University of Maryland 

Murray Wright, Black Panther 

Charles Z., Black Panther 
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POLICY: 

Long Range Goal 

Workshop 8 

Resolution and Recommendations 
of the 

Workshop on Prisons 

National Minority Conference 
on 

Human Experimentation 
January 8, 1976 

The group realizes a distinct need for change and advocates abolition of the 
prison system as it presently exists in the United States. 

We also recognize the necessity of federal, state, and local government making 
new commitment to eliminating dehumanizing conditions in prisons and creating 
viable community based alternatives in incarceration. 

Th~refore, the following Recommendations are of an interim mature in order to 
enhance and facilitate attainment of the foregoing long-range goal. 

RECOMMENDATIONS: 

1. That the Congress consider and legislate the establishment of a permanent 
Commission to develop guidelines,' and to regulate and monitoX'. human ex
perimentation. The composition of this Commission should adequately re
flect the diversity of the citizenry regarding race, sex, age, status, 
etc. This Commission should have the powers necessary to enforce regula.
tions regarding human experimentation and set penalties for violations of 
such guidelines as they may extablish. 

2. That composition of the present Commission be altered to include black and 
other minority males, and representation of those persons who become sub
jects of human experimentation. 

l-le express our dissatisfaction at composition of the present· :Commission. 

3. That all bio-medical research and human experimentation in prisons and jails 
be banned. 

4. That Human Review Committee with prisoner representation be established. 

5. That pyschosurgery on all prisoners be banned. 

6. That the U.s. Department of Health, Education, and Welfare or tht~p,X'~posed 
new Commission be mandated to provide technical and legal resour.ces to per
sons particularly, prisoners who' are potential subject's' or hUman 
experimenta tioD.. 
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PARTICIPANTS Workshop #8 ~ Prisons 

Iry Joyner, Commission for Racial Justice, New York, New York 

Frank McClellan, Duquesne University Law School, Pittsburgh, Pa. 

Mafundi - ex-inmate, Al~bama Prison System 

Dorothy Taylor, New Orleans, Louisiana 

Lennox S. Hinds, NCBL, New York, New York 

Dorothy Height, Commission Member 

Lenard Benade, JRB, Inc., McLean,Virginia 

Hay,:ood Burns, NCBL, Professor of Law, NYU New York, New York 

Pat Daly, Institute of the Black World, Atlanta, Georgia 

1eora Mosston, PROD, Newark, New Jersry 

Wayne Slaughter, FDA,Rockville, Maryland 

John Corrigan, JRB, Itic., McLean, Virginia 

Art Leabman, NIMH, Rockville, "!,.!aryland 

William Liu, Asian American Mental Health Research Center, 

LaJolla, Calitornia 

Wilhelmina Rolark, National Association of Black Women Attorneys, 

Washington, D. C. 

Victoria Fulford, D. C. Veterans Assistance Program, Arlington, Va. 
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BENJAMIN WARO 
C:OMMISSIONER 

STATE OF NEW YORK 

DEPARTMENT OF CORRECTIONAL SERVICES 

ALBANY,N.Y.12226 

Mr. M. Carl Holman 
President 

January 19, 1976 

The National Minority Conference 
on Human Exper'imentation 

1201 Connecticut Avenue, N.W. 
Washington, D.~C. 20036 

Dear Mr. Holman: 

This is to let you know that I found the recent 
conference on Human Experimentation one of the best or
ganized that I have recently att~nded. More important, 
how~ver, I found it to be a conference which raised issues 
of unequaled importance to the mincirity community. 

My only disappointment .~ .. and one-which I hope 
can be remedied ... is that three days or a single con
ference was not sufficient time to explore this i~due. 

The conference was the first effort that I know 
of to organize the thinking of the minority "commuqi ty 
about this issue. Indeed, I must confess that I wai un
aware of the existence of the' National Commission until 
first receiving your invitation to participate. 

. . 
, As with the development of all public policy 

positions, it takes two steps., First the oppbrtunity . 
to focus on' the issues ... follo~ed by the second step of 
discussing the issues with associates so ~hat the ideas 
become more crystallized. 

The conference was an excellent first step in 
the process. It 1s important I believe to complete the' 
process and take the second step by conv'ening another 
conference, now that we have all had the time to think 
about these issues. 

Thus, I do hope that the Coalition will arrange 
a second conference and needless to say I will be happy 
to ~articipate in such a conference • 

LLD:ll 
cc: Ms. Geraldine 

. S1nce~. _. 

?5!.7~~ 
Lewis L. Douglas~ 

B E~ecutive Deput'y Commissioner 
,roo s 1.2':13 
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INTRODUCTION 

"Informed consent" has been idl?ntified by a majority of 

writers aathe central, though not exclusive, ethical issue 

raised by the research activity called human experi~entation.l 

This activity is. in my judgment, more accurately to be thought 

of ' as (human) experimentation ~ human beings. The reason I 

propose that we think of this type of research activity as ex·· 

'perimentation ~ human beings is two-fold~ 1) Since we can con

ceive of no experimentation being carried out by giTaffes, 

gorillas, gnus, and the like, we may safely assume that all 

experimentation is human experimentation~ in view of ~hich asSump-

tion 2) we are the more likely to keep steadily in mind the 

crucial fact that such research activity is carried out by human 

beings on human beings. who though commonly referred to as human 

subjects are~ in point of fact~ human objects for the purposes of 

the experiments. 

When we perceive the resaarch activity in this way we are 

the more readily pe~ceptive of the main ethical issue here, which 

has two aspects not always clearly brought out in the growing 

literature on the subject. On the one hand there is the question 

of the ethicality of the experimenter insofar as he i.s acting ~ 

another human beingj on the other hand~ there is the question of 

the ethicality of the human being who agrees to serve as object-

I 
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being-acted-upon by the exper:i.~ent-er.· •. 

Adeqpately to addre.as the iBsu~ of lin~o'tmed consent we must 
~ '. '. ' f .' • : •• " c .. -,;' • ..' '~' • . "= . ~ \ 

cOlUlider both aspects, not. merely in illolation from each ot.her but 
, ". .": ..' • t" • ,"', " I '. " ·t .. ·' .• 

in the context in which they are raiSed. To appreciate t~e poi~t 
..... ,~"'" .... • '. .'; •• : .. ~ • :'.:.' >,"t... • ~'" . . '. • •. t 10' .. 

I am making is to see that we cannot jus~ify ~ given. experimen~ 
, " • t· 'to " ~ , • • f ;" "'. • ~., '.. '. • .... !. I '".. : 

carried out on human beings simply by' poin~ing ou~ t~t .. the ex-. 
.: . .' . ...,... . . . ~ 

peri~ent by its nature and design violates no ~ommonly accepted . ' : .' ~ '. . . ;' .... '. ,.' ;" . 

ethical principles. For ,one implicatio:q, of the two-sid~d eth~cal 
• ,; • • • • • • I • .' '." • ~ t' ! . '.' . ..: ... • . . . . 

question we may raise about any such,experiment is that Expe~iment-.' '. '.. . . . ~ . . '. . . ... '.. . .' .. 
er Jones may peTform exac.tly the same ex,periment on Mr. Smi.th and 

, .'. .' . . . ;,' ',:' .. ,. '." . .' ~ .. 

on Mr. Brown.and his action may be ethical in the case of. ~r. Smith 
1'.. • . .' :. ,....... 1.'J 

but unethical :1.11 the case of Mr. Brown. A further i~pli~atj,on is 

tha.t it may be ethical .for .Mr. Smith to submit to Expedm~ntE!:r 
, . . • 'I 'I' '. ,,.,' ". " ., • "" • ~. 

JOT.1eS' action b11t unethical for Mr. Brown to submit to the same 
"'~. ......' .... 

~ction on the part of Expe~imenter Jo~es. In short~ strictly speak • 
• : ' •• " i • ..,. ......., ~" • 

iug experiments are neither ethical nor unethical. 2 Experi~enters . , 

may be ethical or unethical~ and those who submit to such experi-. \ '. . ... .. '..., . ",' .. . .': . 
ments may be ethical or unethical by th~ir 8ubmisl?ion. 

~ ..' 01 . ' .', • • ..,,'. \. .' • 

It ~l1,be , .. ~~e. burden .of ,t~is pap;~ ~~ ~rgue these po~p.ts . 

and to spell out the ethical requirements, addressi~g the problem 
, ' .. . . ' ~. . ': . . " ". ~.. '. " 

of informed consent al3 directed by the conf~renc:;e organizers by 
• " '. '. ". '. ' .' j ......, 't'· ' • " " , • .. .' ,; ., ~ ': " 

~ocussing upon the problem of experimentation on prisoner/inmates. 
~. '. I ,. . • . '. . ". 'I '.' • ••• • '. " .. " 

A~ t~e conclusion of our a,nalysis we shall be., in a. .pC?,sit.ion to , 
. ': ".' 
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recommend a proposal for the consideration of this body. 

Our set task is not to address the ethicality of experi

mentation on human beings in general. Rather we are to consider 

the problem of informed c,"nsent. It seems a~"l·isablg straight

way to point out the relationship between the tw~ problems. 

In addition to informed consent the following issues have 

been identified as requirements for human experimentation: equality, 

the competence of the experimenters, prior animal experiments, 

prQhibited subjects, and proper records.) It is not clear to me 

whether these are altogether distinct from the issue of· informed 

consent. How; for example, can the subject be informed of risks 

if there have been no previous animal experiments? How can the 

subject be informed if the researchers are incompetent? Depend-

ing upon our characterization of informed consent, some classes 

of persons may be excluded from participa~ion as subjects. 

Pappworth in defending equality as part of the code for governing 

experimentation argues that nno experiment sh~)uld be contemplated, 

proposed or undertaken to which~ if he ~o1ere in ci,rcumstances 

identical to those of the intended subjects, thle experimenter would 

even hesitate to submit himself, or members of his own family, or 

anybody for whom he had any respect or affection. This principle 

of equality should be the corner~stone of the whole edifice of any 
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code. It is eS8f!lu::1ally a 'restateinenb.of the Golden ~le: ••• "4" 

Hans JOl18s makes"i; similar Pbitit w~en he atgii~8" that·: "it 

would be the ideal r ,but is not ,'a real solution, "td keep the issue l 

of human el!:per:l.mentat1on within t'he "research commurlitYitsel'f. 115 

By this JOAaS means that the call' 'for :;v~lunt'ee~s' as 'experir.nental 

aubj ects s1-.ould £1;81:' be put. 'to those p~rsolis :who may liest, by 

virtue of their 'lgJ,owledge and d'ed'ication to 'the, 'cause, identify 
, . 

with the aimlo, such res~arch. 

Both Pappworth, a physician, and Jonas. a philosopher, seem 

indirectly to suggest that ,whereas informed consent may be the 

central,eth:l.cal iss\t'e raif'Jed by experimentation. other ethical 

upheld in, experiment~l medicine. The quality of consent 'ob'taiued, : , 

in their op!nion~ leaves much to be desired. 

************************* 
We begin by asking what, in the language of Pub. !.aw .93-348:,' 

is the '~ ••• nature and definition of informed consent in ~arious 

research s~tt:1ngs, II an1, secondly, how shall we ", ••• idenl:ify t.he 

requirements. for informed. consent to', participation in bil)medical 

8ud behavorial"research by children; prfsone~s, . and the -institu

tionalized mentally inft'nn. ,,6 Tti~ enabling act calls' 'further for· 

an investiga~ion of what in effect' is being done in 're~'rd to these 

matte1:~. It;1s well at the' outset· to' appreciate" the' fact' that', th~ 
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question of what is being done is, an emJ,)ir~ca1 question not 

an ethical question. 'This point seems to have escaped the 

notir.e of Dr .. Lasagna, for', :example, when he observes that lithe 

pr~blem [of informed; ,consent] '1;o:[1a down' toa sober weighing 
, . 

. 
of costs a~d .. gains, not a ,preoccupation',with moral cl.~ches and, 

sterotyped mottc?~s. Much,has been wdttsn ••• ou the, ne~d for 

1 informed consent' t but little research has been c'onducted on what 

this term actually me'ans. What do we 'C~nsider' a t fair f!hake' ~s 

far as the subjeqt ~s, cQI\<!erned? Rowlnuch tailoring of our pre

sentation ls requ,ired by diffe'tences in age, personality, or I.Q. 

among pa\:ients'l What minimal information do we want convE?yed before 
, . 

we' 'a~k whether a su~ject iswi1ling 'to 'participate in an exper,i--:-

men ! ••• ,,7 

I Bubmit that Dr'.L,asagna mistakenly thinks that empirical 

research,is required to ~nswer each of his questions, whereas~ I 

should contend that the. meaning of tlie term "informed consent" in-

vitesanalysis rath"!:r than. empirical research. Hore importantly· 

the question of fairness is also a' ph:ilosophical (value) not an. 

empirir:al., question •. 

In what follows. I sha.l1 examine the"defin±t1en of informed 

consent, '(Section, th Section II add~ess~s 'the special group cate

gory t f~cussing ()n pri~pner I ipniat.es;: g:ecd:on III considers 

difficulties,pecutiar to ~ehav.ior81 research as bPposed to bio~ 

medical research, again chiefly with reference to prisoners. 

Finally in Section iv, I offer conclusions and recommendations. 
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I. INFORMED CONSENT' Nature ana Definition 

There is conSiderable confusion in the literature over 

whether informed consent is a concept or a principle. This is 

nQ mere s~ntic confusion, but a confusion that tends to 

disguise, the ethical, issue in human experimentation. Thus some 

authors s~a~k of the concept of informed consent and having indicated 

what they take it to ,mean~ proceed to refer to it 'as a process 

that admits of steps researchers might iollow to ensure that they 

obtain it. A signature on a consent: form may "prove ll that informed 

consent has been obtained. But a signature on a consent form does 

not prove that the ethical requirements for informed consent have 

been'lll.et. 

Certainly there ~3 a concept of informed consent, just as 

there is a concept of a promise and a concept of truth-telling, 

But truth··telling is also the name of a principle and is defended 

by some persons as a moral principle go:verning statements people 

make. The distinction between truth-telling as a concept and as 

a principle may most readily be grasped in terms of the kinds of 

questions appropriate to each. One sort of evidence is called for 

if we are attempting to ascertain whether someone is telling the 

truth and another type of evidence or justification is called for 

if we are attempting to defend the principle of truth-telling. 
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Sil'.1ilarly ~ in regard to the, prob1.em of inf~ll:tned consent, 

there are two separate questions ca11'ing for two k:f:nd~, of 'evidence, 

If we want tDkribw'whetberinf~~d consent pas ~een o~~ained in 

regard to' a :given ~xperin\ental subject~ we . look for cefta~n d~ter-
. . ,"". . 

minatioris ~ elf' f'a:ct:" such th~t ~he subje~t w~s given ,such. and such 

inform8.tion; ·t:hat hie said' 'he"understood,. fl~d that hE7 s.~~me~ qui~e 

eager to slixt Ithe :eons:e)lt;. form, and. so· on •.. T)le ~mp'ha~is on the .. ",:' 

part of the res~archer'must be·. t9 'inf~rtlH .th~ ;emphasis O,T:!- tbe pa~t 

Clf the pros~ective experimerltal subject ,~~st be to, co~s~nt--will~ng-

1y not reluctantly. But if informed consent: indica,tee. a~ ethical 

principle, as many write:rs have·contende4> something more than a 

recital of faets: is called for if ,~e aye t.o attclnpt :Co eS.tablish 

the principle. "What reasons . may be addressed, in favor of ~he. .. . . .' . 
principle: of informed consent? . What is the,precise,~ormulEJ.tion of 

the princ:;i.ple? 

Accor'din:g to RichS'ruson, the' principle (If, ,informed ~!,nsent 

was first formulated at. Nuremberg 

.... after the Second World War 8S a 
,specification of the wrong done by 
German 'doctors -who used .concent~at~o.n 
camp prisoners for medical experimenta-
tio~" thase doctors'rea~Qned in a 
human:Ltat'ian way. They knew that the 
prisoners were marked for an early death 
and that they themselves were utterly 
helpless to prevant this o~ a~el~orate 
their condition. 'In principle, the . 
pris'oners wer~ a'S 'good as.Q.ead ~n4, 
separated from all friends and family, 
now experienced only the torment of 
anticipating their doom. Since the 
prisoners were going to die anyway. the 
doctoJ:s reasoned» why not take advantage 
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of the situations to benefit all 
mankind? Why not use them for 
medical experimcntation?8 . 

Lest, we wrongly assUme that German doctors invented 

what Pappworth,. among others,has condemned as a violation of 

medical morality, let us recall that a number of these doctors 

during ~heir trials cited as precedents for their own experiments 

published research descr:lbing similar experiments carried out 

elsewh~re in the world, including three American experiments. 

Nor should 'We assume that experimentation with prisoners began 

with those cited by German doctors at Nuremberg in 1947. for 

indeed, such cases have been tecorde'd for centuries. 9 

I would have 'us conddcr this histox-y at this point merely 

to reinforc~ my contention earlier on that it is not experiments 

per se that are ethical or unethical but rather experimenters and 

experimentees. If Pappworth is right, the vast majority of puhlish-

ed accounts of experiments on patients examined in his book fail 

to mention whether informed consent was sought and obtained~ sought 

and not obtained, or not sought at a1l. 10 This omission seemS to 

suggest (though it does not prove) that the researcher/writers 

regarded the consent issue as irrelevant to the conduct of their 

research activity. 

Secondly this h:f.storical note should make us wary of leaving 

such questions of ethics to the r~searchers themselves. whether 
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they have thee~dorsement pf peex ·groups or .not. , ~or can we 

agree that the la,te ·Justice Felix Frankfurter's ·claimwith respect 

to la~erl! should apply to medical researctIer.s. ~ocord;Lng to 

Frankfurter, 'tthere were no cout'ses on ethics [in law school], 

but the place was permeated by ethical presuppositions and : 

assumptions. and standards. On the l.,hole J to this da.y) I am rather 

leery [sic] of explicitly ethi(!al instructior..s. It is something 

you ought to breathe in. nIl Frankfurter seems· not to have appreciated 

the d~fference between courses in ethics and ethical instruction. 

Courses in ethics do not, prqlT:1.de ethical instructions (families, 

churches) friends do that) but rather they provide training ,in 

identifying ethical issues~ in fonllulating ethical prinCiples. 

in exposing presuppositions, assumptions~ in assessing alleged 

ju~tificat~on for eth~cal principles. and so on •. ~ustice Frankfurter 

in the quotation under review here has made the ,common mistake of. 

confusing morals with moral philosophy, of confUSing morality with 

ethics. As for the notion of breathing in ethical (moral) 

instruction I am tempted to· observe, that pollution is an acute 

problem in our society in recent times. 

If I seem to dwell too 19n8 on preliminaries'! do so for what 

appears to me to be a very,good reason. Fa.cts are ·~elevant to 
· , 

ethical decisions but.the latter are not reducible.to the former 

withoug remainder. JheJerinciEl.e?£ i~~ormed consent may be 
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construed as' 'a proposal fot regulating the conduct of interested, 

parties in i::h~ context· of experimenting on human bein2s. It is 

not to be thought of'as'being handed'down from on high, nor ,is it 

to be construed as an eternal ';erity. But notwithstanding these 

caveats, we may ask whether the proposal represents our best 

insight into 'moral situatioiu:i and this questioi,.·:i.n turn 1D.evitably 

leads to's discuss:1on:of 'val~es includi~ the value of per~ons. 

'The wholesale condemnation of the practices of some German 

doctors to wh:i,cl\ ·we:~ve."already alluded is predicatecI upon' the 

compromise' of the fntrtrut.i:c value of persons. The principle of in

formed consent is a 'proposal to ensure that the intrinsic value 

of persons acting ~nd'being acted upon in biomedical experimentation 

shall not be compromised. Thus the Nuremberg Code, grandparent of 

modern' codes~ spells out in ten clauses requirements governing 

medical experimentation on human beings. We shall cite here only 

parts of the first clause: 

The voluntary consent of the human 
subj ect i!'3 absolut,elyessenUal. This 
means that the personiovolved should 
have legal capacity to give consent; 
should be so situated as' to'be able to 
exercise free power,of choice, without 
the interve:mtion of an.)" ~lement of force, 
fraud, deceit, duress, ::l'Ier-t:eaching, or 
other ulterior torm of constraint or 
coe~cion; and should have sufficient 
knowledg~'and cOmprehension of the elements 
of the subject matter involved as to 
enable hilli.tomak~ an understanding and 
enlightened decision. The latter element 
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I 
requires that before the acceptance 
of an affirmative decision by the 
experimental subject there should be 
made known to him the nature, duration~ 
and purpose of the exper:f.ment.. the 
method and means by which it is to be 
conducted; all inconveniences and 
hazards reasonably to be expected~ 
and the effects upon his health or 
person which may possibly come from 
his participation in the experiment. 
The duty and responsibility for 
ascertain.in!:; the quality of the consent 
rests upon each individual who initiates, 
dihects or en~agcs in the experim~nt, 
It is a pe.rsonal duty and responsibility 
which may not be delegated to another 
with impurtity.12 

It is ins·tructive to note that this code spells out not 

only the consent component but the informational component as 

well and that it does this in a way that implies that there can 

be no consent without sufficient information. Whereas there can 

be no consent without sufficient information, there can be consent 

without willingness. Hence tho Nuremherg Code stresses the 

voltmtary nature of the consent. . The second sentence in the 

passage cited elaborates the first' voluntary consent ~ free 

and full affirmative judgment. 

In subsequent formulations and discussion of the principle 

subtle shifts have taken place and it is our purpose to see what 

they are an~ also to ask ~'1hy. I have been unable to trace back 

to the fi,rst occurrence of the shift from labeling the issue 
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"voluntary consent~f to ':informed consent, II The 1946 state-

ment of the American Medical Ass9ciation on requirement~ fo~ .. .'. 

human experimentation includes the older expression~, "l'. The, 
, ' . 

voluntary consent of t.he person. on'1o111om thra experiment :1,s: to· 

he performed must be obtained .1113 .: S,~mi1arly' the committee appointed 

in 1948 by then Governor Gr-een' of Illinois eUlphasized t:he same 

point, 

That the 'subjects must be volunteers 
informed 'of the possible hazards. 
Volunteering exist~ when a person is 
able to say "yesl1 or "no" without fear 
of being punished or of beine deprived 
of privilegesAue to him in the ordinary 
course of events.14 

Webster's Dictionary tells us that consent in<licates "a 

complying ~ g;ranting> or yielding J willi.ng or reluctant, to request 

or dlusnd. Thus to speak of vol~ntary consent is ~o remove the 

am~gUity concerning whether the consent is willi~g or reluctant~, 

~r, since consent, may be lo1illing or reluc tant, is the expression 

redundant as is "informed consent,): as we sha.lLshow anon. 

But consent also implies cognitive awareness, of what is being 

consented to. One cannot say BI c'onsented to x" but lhad no 

idea what x' was .• II Consent is not a b'1ank check upon which the . ',~ . , 

consent giver writes his name: leaving the. 'amount' to be filled out 

by the expe:i~i:mter/endors'ee_ notwithstandin~ 'th~ £,act that all . 

experiments carry some risks. however' slllall. ~.5 ,I~ consent then impl:i.es 

being informed of that to which one consents, why the expression 
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informed consent." which clearly is redundant? To speak of 

informed consent is erroneousiy to suggest that consent may 

be blind or uninformed. 16 Horse yet, and this is why I belabor 

the point, it turns our attention away from the crucial ethical 

c~phasis which lies with the voluntary nature of consent l not 

with the informational aspect. Notice that when we speak of 

informed consent, it always makes sense to ask whether it has 

been freely given: but if we s;1cak of voluntary consent we can 

neither ask whether it has been freely given not whether it 1s 

informed. To ask the former is to betray a lack of undorstanding 

of what "voluntary II means; to ask the latter is to fail to observe 

the cognitive component of consent. If "voluntary consent>! is 

a superior label to "informed consent'" w"hy have we adopted the 

latter label? 

I submit that the shift here noted benefits someone, namely 

the researcher upon whom the responsibility for obtaining consent 

is said to rest, Although it :1.s no easy task to inform the 

prospective experimental subject, who in many cases is poorly 

educated one writer has claimed that it is necessary to nave 

a Ph. ~. in biology in order to understand some of the experiments 

being donel7 -- it is still less easy to blink the numerous evidences 

of reluctant consent. This is particularly true of some of the 

special groups we shall examine in the next section of this paper. 
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It is not only the language of the Wure~b~rg Code that 

has been abandoned;~n contenporary disc~BBion~ of ethical re-

quirements goverrt1ug human experimentation~ :it is alsC? tJJ.~. 

stricture against using certain c.lasses o~. ,persons as experi

mental subjects. I ,believe that the t~o points are conn~cted. 

Thus 1 whereas the Nuremberg Code would proscribe the use of . 

prisoners J children, the mentally infb-m, and seriously ill. 

persons presumed i~capable of free choice, contemporary guide~. 

lines invoking the legal concept of consent by proxy .or third-

party consent tend to bend the concept Ot voluntary consent ~o 

comprise as ~any' classes of per,?ons as p~ssible. The D:'?-o- ." 

Procrus.teans among us' find the principle .of informed co~aent 

to be almost as flexible as the types of research they can 

conceive. 

In the remainder of ·this.section we shall focus on .the 

ethical principle of inform~rl consent with-a vie.w toward de

fending its relevance to the ~ngoing debate as to what. ought 

to constitute the ethical requirements fpr experimentati?n on 

human beings. 

The concept of a petson it sefJrns.to me is a mora! .con-

cept. As such', ithold£l the key .to m.os~ of the ethical issues 

that are examined, in the relat_i~ely. new 'fi~ld called variously, 
I 

medical ethics or bioethics. Is it morally right to pull the 

plug from a heart-lung machine in the case of a patient who 

is :t~';eversibly comatose? Is it morally right to have an 

abortion? Is it morally right for parents to refuse permission 
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to operate on a seriously defective child Tiho wi..1l die without 

the operation but who will live on with the defect after the 

operetion? To answer these questions we must have a clear moral 

concept of a person. 

The ethical requirement of informed con,aent--voluntary con-

sent I shall prefer to call it~~is no less dependent for its 

full explication upon the moral concept of a person. Needless 

to say. I cannot here ,.mo,ertake to attempt to establish a moral 

theory of ' persons. Suffice it to note that a pets on is the locus 

of values and as such is above all values. Persons have dignity, 

a famous philosopher has argued, and are therefore priceless. 

Persons are coequal centers of freedom. 

Jonas shoWG the interconnection between the problem of human 

experimentation and persons in the following passage~ 

What :I.s Nrong with making a person an experi
m81:ltal subjt:1ctis not so much that we make him 
thereby a means ••• , as that ~o1e mGka him a thing-
a passive thing merely to be acted on) and passive 
not even for real action, but toke);l action whose 
token object he is. His bei~8 is reduced to that 
of a mere token or Ilsample.H 

The Erincipl~ of informed consent is a Eroposal to legitimize 

bility of. the . Eerso!1hood ~ the (lxpl'rimental subject. Since, in 

the experiment, violence19 
iSl Baing to be done to someone' s per-

sonhood~ the violence must be redeemed by the full and free 

consent of the person in question. The immorality of·violating 

personhood cannot be redeem",d, by the r!3sul ts obtained. art ... \ by 

results we mean to include material benefits, ext~aneous to the 
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purpoae'of' the experiment, 't~at may aCCDue or falsely may be . . . . 

believed to acct"ue from part:f.c1~ation in. the expe~iment, whe~~er " 

on the part of the experimenter or experimentee. Thus the motives , ' 

of the participant's" are crucial to a determination as to whether, 

ethical requirements are peing met. Not only must th~ mO~fve of: 

the experimental subject be to promote"medic~l progress and/or 

the public good, but also the motive pf the researcher must have 

this end in view. 

The ethical requirement of.'informed consent is justified by 

reference to the inviolability of per~ons and thus implies a test 

for the selection of subjects as well as of, experiment~rs. To 

permit any othet motive a1;1 outlet in the. expe+imental' cont,ext ,. , 

may well be to encourage disr~spect 'for pe~sons, whet~er on th~ 

part of the subject or..the ~xperimenter. In th,is ligh.t one may 

readily acced~ to Jonas.' claim ,that th~' r~s'earch community itself 

COl.'lstitutes the idealpo.ol to which t;o dbElct appeals for vol,un-
, . . 

teers. Prima facie, the research community) better than other 

communities, can identify. with, the goal of tIl.edical progress.~O 

If thehuinber of research community volunteers is.too small . '.-, . '.' .' . 

for research need..s~ the appeal ~il1 be, d:J.rected beyond. 21 Nothing 

we have said' thus' far precludes ~n ethical grounds the use of 
, . 

persons drawn from 'the public at la:rge~, pl.'ov.ided t4ere i!3 ~q

formed (voluntary) consent "and the motive that. redeems losf? of 

personhood. But it does seem, from what,.we have'said, that there 

will' be a class of prohibited subjects. In the next section o~ 

this paper we shall indicate the boundaries of this class. 
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II. INFORMED CONSENT: Should some classes of persons be 
excluded from participation as sub
jects in biomedical experimentation? 

In the precedi~g sec,tion we have outlined what appear to 

be reasonable ~thical requirements governing the use of human 

beings in, biomedical research. We must now co~sider whether 
, , ' 

the ethical requirements,as,outlined can be met in cases ~n 

which the experimental subjec~s, belong to cert~in groups, groups 

identifiable by special settings (i.e.) prisons or mental insti-

tutions) or by special ciT.cumstances (i.e.~ by the circumstance 

of being a legal minor) or of being aged, or of being terminally 

ill, or of being psychiatric,ally ill). 

There is an expression in the literature that bridges both 

the special setting and the special circumstanced group, namely, 

IIcaptive groups.' Although the term does not include all the 

groups I have.mcntion~d it does include two of the three groups 

E'.mphasized by Pu~.' Law 93-348: prisoners and the institu~ionalized 

mentally ill persons. Since the third group of interest to us 

will not be intended when subsequently we shall use the expression, 

"captive groups.:1 I propose that we begin this section consider

ing them first. 22 

A. Infants and Hinor Childrcp. Generally 

As we have seen, the prtnciple of informed consent has been 

tailored with a view toward ~eepin8 the class of "prohibited 

subjects' as small as possible. Thus, in the case of infants 
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and children', the burden of informed consent inust necessarily 

fall, uppn the researcher'· and 'il 'i:hird party, whether parent (8) 

or legal guardian. The use of members of th~~ group as,su~-
'" • • j . 

jects in biomedical research is problematic ~ .nonetheless ..... On, 
. .': r " f, ' .", • 

the one hand, there is the sick child, whose parents Qr ,legal . 
• • • • J • 

guardian may be presu~ed to .. be ~nx~ou~ .~pon leat1ling that, k~own, : 

tested procedures or treatments are ineffective. It is con-, '. 

ceivab'ie ,tha.t an ~nxiety factor:. may impair ft:ee .1..uQgment ,a 
, 

prerequisite to consent to an experimental therapy •. However, 
'. • " c· 

I see no objection on principle ~o fhe us~ of sick .childJ;'enin 

biomedical experiments, provide~.l,> there iS,the relevant thi~~-

party informed consent and 2) the experimental procedure or 
-, '.. ~., . 

. ' . 

'. . 
treatment is directly related t9 the particular i+lne~s of the . ~ " .. 
child to be exp~rimented upon. 23 

As to a second ca t~gory comprising chUd,+.en w~o, are weJ,.l, , 

the situation strik~s me as qui~e different. In tQe cae~.of 
, . 

healthy children who have nothing themselves to gain from the 

experiment, it appears to me that for their pa.rents or guar.d:f.an . ~ . 

to consent to their use in experiments is to offer them upon" 
• ',".. ,': 1 

the sacrificial altar of medical progress, about which :w.e have' 

spoken earlier on. Even if the pa.rentslguarqians themselves 
, ..' . ". ' .. " 

have' volunteered as subjects 'in biomedical research--and I , . 
. ' ;. : .. .. 

! . 

would propose that they do so as a~ .ac'id tes,t .. oftI:teir :co~itlllent 

to medical progress (or to the.P4?lic g<?o,d. ~f they P!efer to. 
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see it in ,this light)~-it is by no means evident to me that 

a parent has a right to consent to the u~e of his mino1;".off

spring in such 'conte~~s as we are here discus~ing~ Nor is the 

right to give consent est~blished in the case of older children 

who themselv~s indicate a willingness to participate in such 

experiments. 

If the state can'i~gitimately interpo~e itself as the ward 
'. .. ~ 

of a minor in order ,to secure mecical relief ,for child'ren whose 

parcnts~ on religious or other grounds, refuse consent, ought 

not the state afford,eqllaJ. protee:tion to p~ysical1Y well minors 

whose parents may have forgotten that experiments,'by their very 

nature, are risky, no matter how small ,the foreseeahle risks? 

Public policy, it seems to me~ ought to extend to t~ese cases at 

least to the extent o'f ensuring a) the competence of the parents, 

b) the competence of the res~archers c) the quality of the re

search des,ign, d),th~ f,avorab'le cost-benefit ratio: and, in the 

case of children j~dsed,old enough to understand what to expect 

from their participa~iorit ~) the willing consent of the prospective 

child so indicated. By monitoring the~e parameters of the research 

proj ec t, the public s~l].ll ha:ve safe,guarded i ~s illteres t in the 

right to life Bnd limb of it~ health! childr~c~ if not to the 

full extent it has been !~nown' to,t~ke in some sick children, at 

least to a greate~ extent than obtains at present. 

With this proposal of safeguards relative to healthy children. 
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we come short of facing the ethical verdict on biomedical 

experimentation, on healthy children. To sharpen the ethical 

issue I now cit.e a case reported by Dr. Lasagna, which seems 

to fall inbetween the two categq,ries of sick and healthy children: 

One experiment with retarded children that 
superficially seems disturbing turns out to 
be unobjectionable, in my opinion, on full 
examination. Newly admitted children to the 
Willowbrook State School in New York 'State 
have actually been infected with hepatitis 
virus by dosing the children with serum =rom 
\~il1owbroQk patients with hepatitis. This 
seems at fit'st glance abhorrent, but in fact 
everyone admitted to the school appears to 
develop hepatitis anyway during the first 
six to twelve months. In the inoculated 
chilrlren) the dose can be adjusted, and. 
immunity can be acquired by experiencing a 
disease that is no more se'lere than the 
usual (rather mild) illne8 clinically ac
quired. Furthermore~ the experimental 
group can be housed separately and exposed 
to the hepatitis virus without simultaneous 
infection from other organisms endemic.in 
the institution. In this case, the protocol was 
reviewed and approved by several agencies~ in
formed' consent is always obtained from the 
parents, and the usc: of children who ~4e wards 
of the state is scrupulously avoided. 

I, for one. cannot agree with the author that the initial 

,abhorrence disappears upon further examination of the case as 

reported here. Three observations seem pertinent: First of all, 

is this a case of :biomedical research, notwithstanding the 

reference to 11experimental groups"? If it is experimental, what 

is its purpose, for there appears to be no ,new knowledge forth-

coming in regard to the aetiology and management of hepatitis. 
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But if it is an exper:1ment, the argument "I shall deliberately 

dose you with hepatitis, because you at'''g going to get it anyway," 

seems to me to have elided down the slippery sl~pe o~ the German 

doctors at Nuremberg who attempted to defend their experiment8 on 
, . . 

the grounds that their subject/victfmewe~e going to die anyway_. 

Shall we allow this sort of rationale to rang~ over the terminally 

ill, who are going to die an:y"ilay, so why not ~xperi1llent on th~? 

Shall it extend to the public at large--we are all going to die 

anyway? 

I would make a second observation to t~e effec.t that cases 

such as Willowbrook·(and I might add the ~~skegee Syphilis Study 

and the experiments of Dr. Stoug~) merely add to ~he wariness 

engendered at Auschwitz of entrusting ethical requ~rements to the 

professionals~ whi~h ~elates to my ~~i~d observation. Let m~ 

indicate it briefly in this fashion: if children.institutional·· 

bed at l-lillowbrook generally contract hepatitis, why not direct . . . . , 

efforts toward improving the physical c.onditions under which t~e 

children live~ instead of regarding the diso~se as inev1table~. 

Or is it much cheaper to dose the children ,with serum than tc? 

attack the conditions that spa~ its high incidence? And to tie 

in with my previous point, why ar~ institutio~alized Ahi14ren who 

are wards of the state, "scrupulously avoided" ins\,19h experi

ments? Why cannot the other children receive e9ua1 protectipn 
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from risks of ,experiments? It seems to me that a.case could 

be made out of ~king all mentally retarded children who are 

institutiona+ized (publicly not privately) .wards of the state thus 

to protect them from being used in biomedicai research unrelated 

to actual illnesses they might have. 25 

As a final point on the subject of .the participation of 

children in biomedical research experimentation I think it is 

insttuctive for us to update the biblical story of Abraham and 

Isaac. In the modern ver.sion we have only to substi.tute medical 

progress lIor the public good il for God to see contemporary Abrahams 

offering their children as sacrificero, though without in return 

having any promise that they will get them back Has good as 

new" nor any justifiable appeal to tho: idol of medical progress 

(or the public good). According to one influential analysis of 

the Abraham story,26 Abraham was remiss, from an ethical point of 

view, for he would violate the moral law that a father should 

love his son. Moreover, Abraham was remiss, ethic.ally speaking, 

in keeping from Sarah his wife and Isaac his son, the purpose of 

his journey to Mt. Moriah. In short, the divine command to 

sacrifice ,Isaac entailed a "teleologicQl ~u~ponsion of the ethical. 1I 

What Abraham resolved to do, from an ethical point of view, 

deserves the name :lmurder", the religious (and higher) expression 

for this is that Abraham would "sacrifice" Isaac. Granting that 
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most experiments involving healthy children pose minimal risks J 

I should.cont.end th~t the analogy still holds, since one must 

trust, 1. e.·J • h~ve hith in the researchers on this polnt •. Thus 

'our updat~ version of the Abraham story raises the question 

how far in the name of medical progress (or the public good) we 

want to suspend. the. ethical requirement that persons and would-

be persons be respected as co-~qual centers of freedom. 1 

reiterate my' contention that we' ought"not experiment on healthy 

children at all. 

B. Captive Groups: Prisoners and the Institutionalized Mentall¥ 
III 

The use. of criminals in medical inves1cigations appears to 

be as old as the history of :rmedical art" itself. In former times 

criminals were known to have been Q~ated.outright to medically 

curious practitioners. 27 What. arguments, if any~ werl:l consto;.."Ued to 

justify this trafficking in human flesh.! ca~not say. I can only 

conjecture ~hat·the status of being a: criminal afforded no residue 

of rights for t.he criminal insofar ··as his life and limb are con-

eerned. A criminal donated for medical'research was not a person, . . 
wbether the term "personll be tak,en in a ~oral .or legal sense. 

In our enlight~ned 'agle, we hear much about the Hright of 

prisoners" to volunteer i'lS :9ubjects in biomedical research 

experimentatiot). Non~thelelSs, a recent. study concludes that 

aThere is enough evidence tIl support the: termination of human 
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experfmentation in the prison, even if the evidence doesn't 

deman~ it."28 Others favor the continuation of inmate partici-

patio,n, a positicm advocated by Drs. Hodges and Bean, who have 

written as follows: 

We feel that the: 'use of prison volunteers 
for medical research is just.ified and highly 
dosirable for the investigator" for the sub
jects, and for society. It not only permits 
the conduct of human investigation under ideal 
circumstances, but it enables the participants 
to feel that they are serving a useful function 
as indeed they are. 29 

In the paragraphs that follow we shall rehearse and criti-

cize 'the arguments both favoring and disfavoring. the use of 

prisoners in biomedical research. Among issues, to be considered 

are 1) what motives prompt the prisoner's interest in being 

.subjects and what motives prompt the researcher's interest in 

using prisoners ,as subjects; 2} what benefits, if any, redound 

to the prisoners themselves; 3) what interpretation is to be 

put upon the notion of volunteering within th~ confines of a 

prison, and 4) the ultimate question: is the use ,of prisoners in 

biomedical experimentation consistent with the ethical requirements 

outlined in Section I. (The empirical quest.ion, Does the current 

practice in regard to participation of prisoners as subjects in , 

biomedical research meet the ethical requi~ements will not be 

gtressed here. One must note, h~~ever, that even those who favor 
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pdsoner patt:le:f.po.t,~Qn, rpad:Lly ack.nowled~e abuse's in the present 

systems Ilnd qU611fy their, advoca\?y by the prO'lliso of 'further 

safeguards 'to'pr!l...s6ner '~9iety and pr~~oner rights to follo~up 

treatmcmt. ) 

1. ' lI!lot,;f.ves: Why do he'altliY ptisonersl irolu~tee-r, ,as ,subjects 
1~lbiomedical research'--if J indeed', they do : 
volunteer? lo'hy do resaa-rchel1S' .invite imnate 
participation? ' , 

Such information as we have concerning the motives' of prison 

volunteers fa "based o~ scat~ered direct tes~i'mOny' of prisoner 

participants. Acknowledging the absence of systemat,ic: studies of 

pris~ner ':8' 'motives, we nee~ not take this testimony at faC~1 value. 

Nor 'should we be oyerly concerned as to 'which~ 'among multiple 
.. . . , 

motives, may be assessl~d as th~, dominant motive. For our purpos1a , , 
;, 

it suffices to consider whl<.:~he~ ~ny of the motives .repot'ted in 

the litera~UTe 'strikes us ss sufficiently worthy so as to count 

in the debate ~vcr continuing ,biomedical research in prisons,. 

The recorded list of prisoner motives includes the following! 

if the"motive to escape th~ ,boredoY"', of. ordinary nrison routine; 

2) the" mtitiV'e to escap~ ,p,<?ssible vioi~nce (~ncii1d:l.n8' sexual. 

~iolenCe') a~ ,the hands of othe,r iw..ates; 3) the motive to increase . . . '. . " 

self-esteem by cpntr.1but~ng to a ';"orthy"cau'se; 4) ,·tl1e motive to 
" 'It' , •• ..... ,.. 

impress other inmates in regard to daredeviltty~. j). tha motive 

to improve chances of getting a job" onc~ released from prison; 
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6) for those prisoners who regard themselves as "loners," the 

motive of acquiring a "substitute parent" in the person of the 

xesearch physician; and 7) almost uniformly reported, hence, 

the universal, if not dominant, motive of earning money. 

Other variations on these motives have also been recorded. 30 

For examples when the research is being carried out in prison 

wards in free-world hospitals, there is the motive to escape into 

the free world. 3l In the words of one writer. there sometimes is 

the motive to gain "feminine proximity. ,,32 ~e may enlarge the 

list simply by referring. on the one hand, to the conditions of 

prison life~ and on the other hand. to the value persons, in

{!blding prisoners, place upon freedom. 

Discrepancies in direct testimony provide the wedge for 

reje,~tlng some testimony at face value. For example, the same 

prisoners who exaggerate to other non-participating prisoners the 

risks incurred by them in the experiment, tend to minimize such 

risks when discussing these matters with-their families. 33 There 

is also the possibility that prisoners report what they think 

investigators want to hear. Moreover, many prisoners believe~ 

despite disclaimers to the contrary, that their participation in 

experiments will influence ~arole boards in their favor. 34 

Two of the reported motives deserve special attention, since 

they ?ear directly upon the determination we shall make of whether 
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to continue human experimentation in prisons. In regard to the 

motive of "conttibudng' 'td society (or tomedic~l progresa); we 

note' that· it has ':biien" ccm';incingly' argued eise~here' that no 

society that:p.iac-es a premium':on the individual as over against 

the state can with logic consistency demand pure sacrifice, ' that 

is to'say, aac:rdftce without 'personal gain~ from any of its members. 

Speaking specifically of human experim'entaUon, nans'Jonas 

observes' that 

What is asked goes decidedly beyond, even runs 
counter to, what it is otherwise d.eemed fair to 
let' the' ·indiv:l,duaI 'sign over or his person to the 
benefit of tha ,icommon good. II Indeed, our sensi
tivity t-o the kind of 'intrusion and use involved 
is such that only an end of transcendent, value 
or overriding 'ur'gency can' m;ake 'it arguable' and 
possible acceptable in our eyes. 35 . . 

Jonas considers a declaration. of war t but not the ~ause of medicc\l 

progress, to posit an : overriding urgency.1I 
'. . 

Although I can readily agree with much of JOtlaS' care.ful 

analysis of the ethical iseues ra~sed.by human expa~imentat~ll. 

I cannot concur with his opinion that prisoners might be allowed'~o 
, ~ 

volunteer for medical experimentation. Whereas Jonas is pr~pared 

to prohibit the use of "captive' groups in medical €;:xperimentation. 

he remarks in a footnote that ':captive ll 

refers to captives of circumstances, not of, 
justice. Prison inmates are, with respect to 
our problem .. in a special class. Ii' we hoB to 

. some idea d'f. gu:t1t)" and to' the suppo~ition that 
our judicial system is not er"tirely at;. £aptt» 
'they",may' ·be· held' to s'tand .'in a special debt to 
society, and their offer to serve--from what
ever motive--may be accepted wit~6a minimum,of 
qualms as a means of reparation. 
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It is this line of thinking that pervades the arguments 

of a number of writers who fRvor use of prisoners as experi

mental subjects, albeit the rationale is only obliquely 1ndi

ceted~ Let us give it a full-dress review. 

According to Jonas in the passage just cited. 'the moral 

acceptability of participation of prisoners presupposes two 

things; 1) tho id~a of guilt and 2)'the supposition that our 

judicial system is \lnot entirely at fault. '\ 

Apropos the first point~ I would ask whose se~se of guilt 

is intended here, the prisoners' ,or ours--the judging public? 

If Jonas is saying that prisoner must have a sense of guilt 

in order for his participation in biomedical research to be morally 

acceptable" then he indirectly is proposing a criterion of 

selection for ir~ate participation. Ough~ we then to require that 

a prisoner demonstrate,a,sense of g~ilt to be eligible to parti~i

pate in biomedical research? On the other he.nd) perhaps Jonas 

is saying that we), the public. must ~ave an idea of guilt by 

reference to which we comprehend the prisoner's motive to expiate 

his guilt. Either interpretation p.o,ints to a sense of guilt on 

the part of the prisoner. and the attendant notion of settling 

accounts. 37 

We come now to consider a critical difficulty in this view~ 

incarceration~ apparently, is not a sufficient penalty for the crime. 
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Havillg stripped the prisoner of all rights we valu(1 we find 

it morally acceptable to invite him to exercise the one right 

moot of us di~value, namely, 'the right to surrender his toehold 

c,u"personhood by becomin8 a subject in biomedical experiments! 

I ,submit that this is curious rehabilitation to say the very 

least.' tet us reiterate Jonas! 'remark, cited in part above, 

which. 'it 'seems to me, deCisively puts the moral issue raised by 

human expeiimentation! 

What is wrong ~7:tth making a person an 
experimental subject is not so much that 
we make him thereby a means (which happens 
in social contexts of all kinds), as ,that 
we make him a thing--a passive thing merely 
to be acted on~ and passive no~oven for 
rcal action, but for token action whose 
token object he is. His being is reduced 
to that of a mere token or Hsample".. ' 
compensations of. personhood a~e.denied to 
the' sub,j act of cxp~lrimentation; who is 
acted upon for an extraneous end without 
peing en~~ged in a real relation where 
he would be the counterpoint to' the other 
or' to circumstance. Merc flconsentll (mostly 
amounting ~o no mora than permission) does 
not ri'glit this reification.' Only genuine 
authenticity of voluntoering can possibly 
redeem thecondition

3
flf llthinghood ll to which 

the 8ubj:ect submits. (Emphasis added) 

Unwittingly Professor Jonas has hem~ed himself into an in-
, '.,' . 

defensible position. Either he m~st say that a prisoner is not 

a person to begin with (in which case,he is incapable of ~eenu:l.ne 
"fC 

• • • <l 

a~thenticity of volunteering!) or he must say that merely by 
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being passive,' by neither acting nor by being engaged in a real 

relatio~, a person may after all do. something, Le., make amends 

for his wrongdoing. I need not elaborate the logical howler this 

latter alternative poses. It seems to me that it is the forme~ 

alternative, the tendency for the most part, to view the prisoner 

as a non-·person that accounts far the lack of moral qualms over 

his use as an experimental subject. But since the advocacy of 

his right to volunteer presupposes the prisoner to be a bit of a 

person, those who argue for this right also espouse the irony of 

the view that a valid expression of personhood is the resolution to 

become a thing. We shall have more to say about the prisoner's 

rieht later on. 

~~e began this discussion by noting that prisoners have some

ti~es repor.ted that th~y ArG prompted to volunteer for experiments 

in order to contribute to medical progress or to the public good. 

By way of evaluating this motive, I have attempted to show that 

by the very same stroke by which the prisoner freely consents to 

be an experimental. subjectJ hi; forfeits his toehold on personhood 

qua experimental subject. His contribution to society therefore 

is' the final capitulation to the image entertained by others of 

him in the first instance, in that he becomes the non-person others 

regard him to be. My assessment of his motive~ therefore, is that 

it fails to be worthy to count in the deliberation of whether or 
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not to continue humlm ex,?eri~t:.!tltat~on il1 prisons. It BOCS with·· 

out saying, th~,t I am not denying th1.1t prisoners may be motivated 

to contribute' ~o medic:~,l proBraSR or to thE! public gcod. Hhat I 

at::!' saY:i,n.~ is that we ought not to nermit a .self-st).lltifyin~ outle~ 

for this motive. One cannot., it 50;;'03 to me~ iecover the d18nity 

':lQ 
of persons by b\~COf1:i,~)q a thine-.~·· 

At this po:!.r:.t I 9h;'111 2ddrcss, th3 wicl~ly l~~ported motivE: of 

earning mo~ey. L·.'-'- U::3 not q.d.1:>ble about the sm.all pittance tn-
" 

valved. As :,es?:~:l:chc~n ,nr.;,~ quick to poin:t out, it ~,s tho .pris?n , 

cffitinlo. generally' B!)G~~in'r. not they ~,'I:J.() detarminc .tll7- quid 

~gy9." and th~ latter a1s0 · ... r8 ':;.l:~c;~ to po;tnt out (~f; indeed, 
! •• , 

they speak at :::.11) that they d.:J.:i,b~·.nl.tr~l-y koep the sums small so 

as to discour:lqG tt.':· : . .loney motivu. Tv t1::ls I should remark that 

if prost:J.tut:f.Oll i.s not 1~8al in th~ free ~{crld(. why £1hould it be 

legal within ;:ha '!OTli::,ne3 of CJ prinon?For wnerc: th(~ mon.ey motive 

predominatGs in thEl ch3c:f.sion to vol.ur~teer e.s an, eXp(:r'i111~mtal sub

ject, make 1.10 mist:.lke. we arn Qt ;i:(in~ .. wi~h p:rostitu~iQn--thc 

selliJ'lg of one Y I'l hdy for. fi~1'.?nd'~1 ·';."::n, The price is thus a 

second.'!!":, :!..'ssua. 

credited alon'2, thr- ::..amc l:bee' cs t 1,,(l altrt..1.i!3t:~.c mot'ive. 1. e. '. that 

it leads tCl ~ ",,' f· C';"1'" t; .f"?i·'~ e"pr""'si-'" .... I~.,.I.. ~."",.~ .~.; "'::'. A ....:.'; v .. _~ 

The inviol:lb:t:l.it~' 0:::: ,~: •.• sons ,i~ ,.iot., thG only r,round from 

which to reach th0. <:e!llG ,cc~~bs~~Oll" (.''1 u''i":::lite.dnn :gt"~unds ~s 
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well OQQ may discredit thr mone, motive. A utilitation'viev . 

regards the beet motives as those that regularly lead to right 

acts and the worst motives are those that least frequently lead 

to right acts. Considered in this light, the money motive of 

prisoners appears to lead to a network of wrong acts and should 

not be encouraged. 

The same authors who concluded their study by obs~~ving 

that there is enough evidence to terminate human experimentation 

in prisons even though the evidence is not conclusive have reach-

ed their conclusion independently of the considerations we have 

just entertained. In point of fact they leave the door open to 

further experimentation in prisons by observing that 

most inmates appear to favor experimenta
tion: and since it is their bodies which 
serve research, their preferences should 
be more heaVily wnighted •••• 

It would be easy to conclude based on the 
current record, that human experimentation 
in prisons should be abolished. But to do 
so would violate one important principle: 
the right of inmates, subject to strict 
safeguards, to make real choices. To force 
the inmate, effectively or directly, to 
participate~ or to probibit the inmate 
from participating, both violate this 
principle •••• 

The importance of prisoner attitudes cannot. 
be undorestimated. In any calculus, the 
views of inmates should b~ given as much, 
if not more~ weight than the sage opinion 
of disinterested experts» and certainly 
more than the assuagements of researchers. 40 



I 
I , 

I 
t, 

~ 
! 

:tt''se~s,'to'nie, on the contrary) for the reasons I have 

sh'o~ abo~e/ t~~t . th~ vie~s of inmates point· to a need 'fo'r a 
, . 
cObsc10usness-raising program. Given the limited range of 

'opt'ion~ f'or 'time-use proj~cts. given also the conditions of 

prison li£e~' the preferences indicated by prisoners need not 

be construed as sacrosanct. 

:The secol1d P<3:rt of the qu~~tion at ;hand focusses on the 
, " ,. 

. !. 
We raise :this ,qU.~.8tion because, as motives of researchers. 

argued earlier, t~o ethicalit.y.of human experimentation turns 
. . 

upon not only'the subject beins experimented upon but upon the . . . .~ . . ' . . .. 

. experime~ter as ~~g.. 'Researchers are commonly said to be 

motived by a' dedre t~ furth~l' med;l.cal progress (and/or the 
, '. 

, I 

Bow far this is a genuinG. motive,.divo!ced from 

ipterest ,in advancement of:gersonal careers, we need ~ot attempt .' ,. . 

to determine. The 'increasing emphasis.on;peer Review' Committees 

apropos research proposals maybe taken as ~n:acknowledgement 

of the fact that p~fe altruism'alone is not a .safficient safe-
o • ' •• 

guard 'l,f the ex;p~rU,lental. subje.c.t insofar .as .ethical and scienti-
~ ... ." . . 

fic requi.r.ements. f:-7:ie c.oncerned. .Thare may be; in, fact) though 

not ne~essa;rlly~ .. a. direct connection between zealous commitment 

to medical progress" and l1\or~l m~E)pia in' r~gard to'ineans .. -end 
, '. 

considerations. 
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Our scrutiny of the motives of researchers favoring the 

prison setting must noC blink the fact that in the words of 

Drs. Hodges and Bean, already cited~ lithe use of prison volunteers 

for medical research •••• permits the conduct of human investiga

tion under ideal circumstances." Drs. Jonsen and Lee make the 

same point as follows: 

Prisoners and prisons offer to research some
thing rarely found elsewhere: constancy of 
experimental variables. Life in the prison 
is simple and rudimentary. All prisoners eat 
the same fare, participate in roughly the same 
programs, and share approximately the same 
quarters. The living conditions of most 
prisoners are comparable to those of experimental 
animals. Consequently, when introducing an 
experimental variable--a cosmetic or a medi
cation--only a few factors have to be controlled 
fo~ research purposes. For this reason prisons 
have been natural targets for experimentation 
requiring human subjects. Based on fragmentary 
deta~ most of the activity appears to have been 
bio-medica1 in ncture~ but food, personal 
products, and cosmetic interests have also 
been involved. 4l . 

If it is morally acceptable to carry o~t human experimentations 

within the prison setting, researchers are extremely fortunate 

indeed to have available such ideal (and not easily dup1icatable) 

conditions under which to conduct their experiments; if on the 

other hand, it is not morally acceptable, the ethical require-

mente for conducting such experiments may aJways be bent. 

Finally, on the subject of motives~ we may observe that 

whereas it is important to consider motives if we are to under-
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staM why' w,; 1,lX'~" fac~ ri'th 'this prc:1blem "!l.ntlu\ :f:l.rst ,!~S~~~C~. 

it is not important to consider motivesas,pivota~ to tb~ 

question of ethical requiremeqt8 8overning' human,exper~ta~, 
• W •• !'. ," f 

tion in prisons, unless they meet the sp,eeific;atton of those re

quirements' in, Section t. 'What~e~ position we tak~ on th~~ la~8~r 

oq,uesticn, 1J'.dtives such' as ~~, ha..Je' dis,cussed, h~re a~e l~e~y ,tq 

keep the question,a live issue. I t1"".1dt,'.that I have indicated eome . . " . . 
possible interpreta~ions to'putupon known priso~r p~ote8t~ 

against de~lared mo~8.'toria oJ!. h~ experimentat1on, in ~,r,isonfl. 42 

2. Benefits: What benefits, if any. redound to the pds6nere 
thecselves? 

We may treat vel'y briefly' the question of pri~,oner .be~ef:l.ts, 

in view of our extended discussion of motives •. Motives, after 
• .. \7 

all, ~ply ends~in~view--in th~s 'case benefits to the prisoners. 
, ... -:. ,,: .. 

A numb~r ~f ben~fits to.prisoners have been, po1nted·o~t, in- , 
' • .of';"'" . 

cluding relief fram boredom~ personal,satisfactio~ st~~ from . . . ." 

contributin8 to a worthy cause. ~rove~ self-esteem, .mQney with 
, ,\ 

which to purchase cigarettes frC?,m the· commiss;f.onary.' land ,so ~n. 

Moat of these benefits; I should th~nk. ~re not inextricably 

connected t~ pat'tidpation, in biomedical research.. 'lt pdsone 
.. 

afford· very.little op~ottun1:t'Y .. t:or 8/lining these b"mef1ts by' &mne 
, " 

means short of partic-ipatic)U in exp~rimen.ts; so much the worse 

for ,prisons, or more pointedly, so, much, the:warse for ~he public 
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'that countenances prison systems. Here I shall dwell upon the 

alleged benefit of the prison resulting from his participation 

in dec'is1on-making so far as biomedical research is concerned. 

Again I am citing Jonsen and Lee: " ••• a more important 

"benefit" [tban'fiitancial c~pensation] may be inmate 

decision~king. Prison drastically reduces the number and 

. quality of decisions for the inmate. Prison life is routine 

and regimented:'" ·the only "real" decisions are often rebellious. ,,43 
, - , 

A'rea1 decision these authros argue, is made concerning 

.whet~~r or no~ to participate in biomedical research. Moreover 

these authors and others as well contend that prisoners have a 

right to decide fo'r themselves whether they shall participate 

in experiments. 

The question of the prisoner's right surfaces again and again 

in the present debate, It is implied that the exercise of this 

right is precisely what brings about benefits such as improved 

self-esteem. Th~ devoted advocacy of prisoners' rights (in the 

limited context we have in mind bere) from such quarters as we 

have seen (mainly from. r'esearch-minded pereon~) in undoubtedly 

without parallel i~ the annals of the ~erican Medical Association. 

, tie' now raise the hard question: does the prisoner have a right 

t~participate in biomedical experimentation? I have no intention 
. . .. . 

of entering into the centuries' old discussions among philoso~hers 
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as to the nature of rights. Suffice it to notice that we should 

be W!!l'}T lest we are forced into what I"consider to .be C\n unt.enab1e 

position~ namely, tha~ of construing human experimenta~io~ ~n 

prisons as obligatory on the one hand or'const~~in8 prisoner's 

rights as unenforceable on the other hand. As I see it, although '. , 

human experimentation ~~y be desirable in some contexts, we . '. 

must reject the notion that human experimentation is ne.cessalry 

in any context, except in the sense identified by Dr. Beecher - . : .. 

when he ~"I'ote that ";Every act of a doctor soundly tq relieve or 

cure a given patient is experimentation of an easily'justifiable 

kind. ,,4'4 

It may well be that writers who support the notion of a 

prisoner's right to participate i~ biomedical resear~h actually 

are thinking of a privil~gc rather than a right. 'or whereas 

righ~s are thought of as entitlements to press claims and to 

obligate, privileges have no.such standing. 

We must conclude, I think, that prisoners at most may have 

a privilege, not a right, to participate in biomedical research. 

Since privileges, unli~e rights, are conferred upon persons 

and may be revoked at will) i,t is not clear to me' that prisoners, 

by deciding·to'offer ~hemselves as experimental subjects are 

exercising the. (legree of auto'nomy some writers have attributed to 
< • • ••• 

them in this context. Drs. Jonsen and Lee have contrasted tpe 
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decision to participate in experiments with the decision pri

soners make concerning whether to learn to paint, finding the 

latter to fall outside the category of ;'real" choices ti In. the 

light of our distinction between privilege and right, the same 

finding TIUl',Y apply to the decision to partilCipate in biomedical 

research. I would go so far as to suggest that the dangling 

of such a privilege in front 'of prisoners is itself an induce-

ment on a par with inducement,s such as escape from intolerable 

conditions. Nor can I think of 1'1 better way tCi insure a. ·suffi-

cient supply of prison ;'volunteers" than to encourage prisoners 

to think they have rights to volunteer. Of course, if it should 

be demonstrated that I am wrong, then prisoners who volunteer 

but who are n,ot selected for participation in a given experiment 

may legitimately seek redrGRs. 

How then to summarize my position on the alleged benefits '. 

of prisoner part:I.cipation in biomedical :t'esearch, considering 

such participation to presuppose privilege rather than rights? 

In a word--prisoners should beware of Greeks bearing gifts! 

3. Volunteers--\~at interpretation shall we put upon the notion 
of prisoners· volunteering themselves as ex
perimental subjects in biomedical research? 

Privileges, no less than rights, are exercizable with or 

without restraint. The institutional setting in which prisoners 
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live is regarded by a number of writers as intrinsica~ly 

coercive. Hence they argue that prisoners" cannot be said' to 

give voluntary consen,t. to their, use as exper:l.ment;~i subje.cts. 45 . . . ,'. . ~ . 

In Section I we observed that 'cqnsent,may..b~ wil,ling o~ re-
I ~ • .. • 

luctant. Reluctant 'consent ~oes not satisfy tne ethical re-
• 1· • 

quirement. Shall we.con!3~r~~ the lIqual~tyl of consent obtained 

from prisoners as willing or reluctant? ' 

Aga~~ priso~er!s testimony m~y 9ave some ,bearing ~n:~he 

question although it remains to be seen wh~ther s~ch testim~~y 

ought to be taken at face value. The acid test appears to me 

to lie in isolating the, motive, to serve society" pr, me,:1ical progress. 

I have alroady argued that th':ts altruisticmoHve should be 
" . 

discounted in the determination of the fate of"hQman experimen·~ 

tat ion ~ prioons. 46 ,~~re I might add the ob~~~ation that the 

very existence of multiple motives having no intr.ins~c connec-

Uon with the p\l:t'po~e of. the cxp~riment rev~als the extent tll: 

whi~h the decis1.ons of prisoners to participate in oxpe~iments 

are made under pressu,re and~ hence, do not m~~t the ethical 

requi~e.ment of, free or willing consent. 

'! Ma~tin Miller reports the ~e~timonyof one pris?~er. as 

follows: 

When I went to. the [pflr!,l~] boa~4 last time I , 
toll them I was doing research, but they said 
they dUn 1 t care·"~'like it wasn't nothin l to 
them. r didn't digit man; didn't they want 
me to ••• I mean, wasn't it helping no one? 
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A second prisoner is quoted; 

This doctor;. Ithillk he was, asks me 
to signthe're1e1.:l.se" and I say could 
I read it 1 and he says, there's.a long 
line of guys wa:f..tins and if I 'Vlant to 
read it> it's parfee tly all right,. but 
I'll ~ave to get out of the line and 
take it back to the ce~l. ThElO if ther~~ 
is any roum next week, I might be able 
to Bet on it. I need the dough, ',so 
I signs it.1f7 

To be sure 1 there is t;ostimony of different tenor, aa for: 

example, to quote one inmate~ 

Medif,:al I'esoarc;h 1s' one (.)f the very 
free choices a mal,'l. has :1.n prison. 
Where his every action is governed 
by a. mass of 1Cules and i.~gul~tions • 
• • • he is ·allo'wed ..•. to pursue' a. program 
that benefits SOciety, his family, 
and, himself. 1.8 

Even this 8.pparently conflicUng testimony about the quality of 

choice is conjoined with t:\ pC'Jinted'indication tel the coercive 

ellvironment ~ha t is the l')!lcltdrop for such ch01./{.:.es. 

Recognizing -the weight of prOSBut;"es upo~h prospe,ct;1.ve volunteers, 

Professor Jone.s):las a1:gued that the researc11 r.t.ommunity itseH, 

ideally speakinJ[5" should supply vo1untel~rf:l in the first instance 

and that "rJOe. should 1001t for addit;ion.aJ. subj lacU where a maximum 

of .1dentif:1:c~ktion, understandin:!~. I~nd 13pontal,'I,eity can be expected 

that is~ am~')'ng the most highiy I!not:lve,ted:> thl;~ m(.)st highly educated, 
.. 

and the lea~t f captive t membersi. of the comnll:r,nity. ·,49 As we have 
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, 
noted JOU8 would exel~de pri~nerll 'from the class of, cllptive 

persona. !:,u~~V1ng, ,et 'adele his double penalty theory, we would 

inClude' pl:'!a011!!rBwhen heobseneB that 

'~e ruling pdnicip,le in our eonslderatioU8 
,is that the "wrong of· reification [becoming 
a thing/object for the purposes of the ex
periment) can only be made "right" by such 
authentic identification 'with the cause that 
it ia the subject's as well as the teoearcher's 
cause --whereby his role in its service is 
not just permitted by him but willed ~ That 
sov~reign will of his which embraces the end 
as.his own restores his,personhood to the 
otherwise depersonalizing context. To be

SO valid it must be autonomous and informed. 

Vo3.unteeJ:ing is ~enu:Lne (willing) volunteering only if the 

erad to lbe pursui!d. in the experiment is an ena to which the 

volunteer is devoted. Wherever motives operate'for ~nds other 

than those pursued in ~he experiment. there is no devoti6h to 

redeem ~h1t depersonalization of the' experiment •. ' Given the 

extraneous motives of p'Otsoners who ''volunteer'' for biomedical 

experir.lllentation we must conclude that :most prisoner ''volun~eer8'' 

give reluctant conaent and hence are volun~eers in name only" 

Befq~~ leaving thet subject of volunteering 'I 8ho~ld like to 

meet one'objection ra1a~ by La8a~. an~ others, ~o the effect 

that some form of coer.c1~n. for all we know" may infect' the 

decisions of all volunt.e~r~. not just the decisions 'Of prisoriers. 

It may well be true that a twi.n to 'l,u~e Laeagna' s example, 'is 

under more c9ercion to donate a It£e~saving kidney ,to ~is twin 
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sibling, than is a pris~ner in volunteering as an experimental 

subject in· biomedical research. 51' . However, the twin' iii mo.tive to 

save a particular life is not extran~ot\s "to the procedure to 

which he submits and hence escapes the criticism noted above. 

4. Th~ Yltimate Question: Is the use of prisoners in bio- , 
medical experimentation cqnsistent 
·with'the ethical requirements. out
lined in Section 11 

To answer the question that introduces this part of the 

paper we have to reiterate the ethi~al requirements outlined 

in Section I and to summarize our find~ngs in regard to priso-

ners' motives, benefits, and volunteer status. In Section I 

we noted that 

1) the principle of informed consent may be construed as 

and that 

a proposal for regulating the conduct of interes:ted 
parties in the context of exper~menting on human beings, 

2) the principle of informed consent is a proposal to 
ensure that the intrinsic value' of persons acting 
and being acted upon in biomedical e~perimentation 
shall not be compromised, 

furthermore. that 

3) the principle of informed consent is a proposal to 
legitimize on ethical grounds the experimenter's 
intrusion upon the inviolability' of the personhood 
of the experimental subject. 52 

Professor Jonas comes very close to admitting that ~his 

principle cannot~ by itself, ensure the ~thicality of human . . . ". .. .-. 
experimentation when he writes as follows: 

the mere issuing of the appeal, the calling for 
volunteers~ with the moral and social pressures 
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it inevitably generates, amounts even ~nder 
the moet meticuloua rules of consent to a sort 
of· conacriptinfl" And s·om-~s·01idcit:f.h8 i's necessa
rily involved. This was in par.t meant by the 

. eatlier remark that' in this area sin. and guilt 
can perhaps not be ~olly avoided. And this is . 
why .Hconsent/' surely' anon-negotiable minimum re
quirelllent~ is npt the full answer to the problem. 53 

Thus Jonas is le.d to direct the appeal fr:>r volunteers"to 

the research c01llllunity itself' l:With the fact of self-so~ici-

tation the issue of consent in all itS.tllsoluble equivocality 
~ • . . ' t 

is bypassed per sc •••• By hiniselfJ.~he SCientist is free to obey . ,. 

his obgession, to play his hunch, to wng.er on. chance;. to follow . . . 
the lure of ambition. "54 

Criteria for selection of .volunt~~+s ~ if .. bsl;!eq on J0!l8s' . 

description of the idc:!il pool ~f vol'f:1n,teer'!3'. d.n~lude being highly 

educ4ted, highly motivated to the point o~,beige,able·to.identify 

with research aims I and being free from ~oerd.on ,,"8 far as possible 
.' '".. . f ., 

(unless being touched with the divine ma~n~ss. il'l .. i1;self a form of' 

coercion). The profile of the aver,a?ep.risph~r.se~m~ a lon8.dis~ 

tance away from the profile of the dedicated scientist. Far from 
", I\:~ .~\ .• ~ •.. ' 

being highly educat~d, prisoners have. b~e.n .repor~ed to have a law 

verbal ability.55 As J:onsen and Lee .hav,e ,Put, it,;, .:Isome inmates lack 
'It '1·,;. .' • 

even r~dimentary skills •• 156 Citing Mill5=r' s study., .they hold that 

"rarely do the hiBh ideals of re~ea~.~h held ~y ~~perimenters pe;

meate p~isoners' perC~Ptions"."57 ~!ld~\1rth'!lr,. that. ttlnmatcs are 

generally J.~S$ likely to be litrJrate,. ma~y research pro.tQcola and 
• I '9" ' •• ' • ~ • • 

accompanying COnsent fOl:ms~ould as Re~lJ?e· S~nskrit. ",58 
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In the light of these considerations, as well as those put 

forth above in regard to pris?n~rs! motives and expected benefits, 

it seems to me that it would be the rare prisoner indeed who would 

by his participation meet the ethical 'requirements we have out-

lined. Thus~ as I see it, the appeal for volunteers from prison 

populations ought not generally to be made; I would go so far as 

to hold the experimenter mOl:ally responsible for issuing his 

appeal to the Bri~he' persons--·that is, to persons who enj oy the 

perquisites of personhood. On the other hand, if the experimenter 

can identify with the subject in accordance with th~ principle 

of equality defended by Pappworth and cited above,59 then he is 

being morally responsible in issuing his appeal; otherwise, not. 

Final!y we should here recall that the prison environment 

casts suspicion upon the very concept of authentic cons~nt, insofar 

as the latter implies autonomy. If experimentation intrudes upon 

personhood, the prisonar?s inviolaoility as person (a morals not 

a legal concept) is already intruded upon by his being a prisoner. 

This strikes me aspcnclty enough for the kinds of crimes 

that pass the screet).ing t,cstof prison officials for prison volun

teers, not to mention the American Medical Association. 60 Certainly if 

informed consent as an ethical prinCiple is seen to derive from 

the moral concept of a pe~aon~ the loss of p~qu~&~tes of person

hood should also be seen as the most seve1:£.l penalty, short of 

, death and possibly physical torture, exactable from persons. In· 

a word, prisoners ;:lre diminished persons and as luch should not 

be solicited or permitted to give most to a society from which 

they have gained least. 
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III. INFORMED CONSENT: Special Difficulties in Behavioral 
,R~search 

Our discu~~ion thus far has referred specifically to bio

medical research, but oqe area in which 'eXperimental subjects 

are human beings. Another area, behavioral research, poses 

special difficulties :I.n its use of 'human subjects. We can= 

not h~re explore all s~ch difficulties, not even the majority_ 

Giv~ that our problem is still that of informed consent,.and 

our' fo(~.us on the special groups enumerated in th~ preceding 

section, we shall here point out the nature of'the difficulty 

of meeting ethical requirements as far as some'kinds of psycho-

logical research are co~cerned. 

Of th~ ten e~~ical principles adopted by the Council of 

Representatives of th~ American Psychological Association in 

December 1972, we cite two here that s.eem to erj.unciate a princi

ple of informed consent' 61 

,3. Ethical practice requires the inves,~lgator 
to inform the partictpant of all features of 
the research that reasonably might be expected 
to infru~nce willingness to p~rticipata and to 
explain all other aspects of the research about 
which the particip~nt inquires., Failure to make 
full.d~~closure gives added emphasis to·the i~
vestigator's responsib~lity to ,protect the weI
~a,re and dignity of the research participant. 

4. Ope~ness and honesty are essential chnrac~ 
teristics of the rc.?letionship .be.tween inves
~igator and research participant. When the 
methodological' requirements of a s~udy neces
s.1tata concealment or deception, the inves
tigatoT is required to ensure the participant's 
understanding of the reasons for this action 
and to restore the quality of the ,relationship 

,with the investigator. 
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Close attention to the wording of these principles (as 

well as to the other eight and to the commentaries accompanying 

them) reve~ls that the principle of informed consent is given 

a qualified endorsement only. On the one hand, l1ethical prac

tice requires the investigator to inform the participant ••• ," 

on the ot~er hand. "failure to make full disclosuce r;ives added 

emphasis to the investigator's responsibility to protect •••• " 

Similar left-handed giving and right-handed taking away 

may be' seen in the, statement of other IIprinciples" es well, 

e.g., in Principle 

8. After the data arE:! collected, ethical practice 
requires the investigator to provide the partici
pant with a full clarification of the nature of 
the study and to remove any misconceptions that 
may have arisen. Where scientific or humane 
values justify delaying or withholding informa
tion, the investigator acquires a special rcspcn
sibility to assure that there are no damaging 
consequences for the participant. 62 

The first sentence of Principle 8 clearly takes for granted 

that the participant wi,ll not be provided with a full clarifi

cation'of the nature of the study before he consents to partic-

ipate. To appreciate the full force of this claim, we must 

recall that, whereas in psychological experimentation as in 

all experimentation the out~ome cannot be foreseen in every 

detail, the ~Eure of the study is assured by the research 

design. Thus, Principle 8 is a continuation of Principle 4-

the Principle of Informed Deception. 63 
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Admittedly, to atteIript to conrorm.to the 'principle of 

infomed consent as we have outlined it in Sedion I would 

be to imperil mucppsychologicnl 'r~search of designs so far 

conc~ived, of' by psj·~~_.:,: I1gists. ' of, course,. no one knows what 

,ingenuity'might produ'ce if informed consent were to be accepted 

as a requi'.:emEmt for expe~m(mts on human beings.' The framers 

of the' ethical principles 'concede'as much tJhen they observe 

that "ipr'actic.=s such as those just nient:i.o~ed (failure to obtain 

informed corlse:nt'~ decpti6u l , exposure to stress and possible 

harm, in~~sion of privacy~ withholding of potentially beneficial 

experiences from mecbers of:a control group) raise important 

ethical issues. Responsiblh psychologists'will'obviously avoid 

using them in pointless and unnecessary ways. They will invest 

'their insenuity in discoverinp, ways of c'onducting research that 

avoid or minimize these probler,1s. ;64 '(Empha:s:f:s added) 

Far from bcin~a requirement for psychological research 

using hUrru:!n subjects; tlie'~rinC:iple of informed consent, as we 

have seen is tentatively c>ndorscd. The rationale for this 

tentative endorsement Rppears in the following s~atement~ 

. 'Han)' psychologists b~1ieve (althour:;hi some question 
this) ,thnt to obtain vnlid and generalizable data, 
it is' often essential that the research participants 
be na~vc. The requirements of r(~search may thus 
seem to demand that the participants'be unaware of 
,the fact that they are bains studied",pr unaware of 
what is baing studied or of the hypotheses under 
,inve~tigation. Or ,d"'ce,pUon 11).ay appear ~o be 
naccssaryif a 'ps'ycholo~fcal re.:!11ity is to be created 
under experimental conditions that permit valid 
inference. 65, '.. 

Here we have a double appeal to the end-justifies-the-maans 
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principle. ~irst, the requirements of research (as end) 

justify the withboldinG of information or providing mis

infoTmation (as means). Second creatine ,a psychological 

reality (as end) may necessitate deception (-unreality? as 

m(ans).ln fact, the end-ju8t1fies-the-m~an8 clearly emerges 

8S the overridinn principle--I hesitate to call it an ethical 

principle. This may be seen to b(~at the principle of informed 

consent into hasty retreat throughout the detailed discussion 

of the ethical guidelines for psychologic.al research usinp, 

human subjects. "The general ethical qUEistion abl'ays is, \I 

the manu~l claims, "whether there is a nE:gative effect upon 

the dignity and welfare of the participa~~s that the importance 

of the research does not warrant.,,6~ 

The framers of thel;1E! Ethical PrindLples in the Conduct 

of Research With Ruman Participants" takE~ care to disavow 

advocacy of ethical absolutes. 67 It becomes apparent, however, 

that the end of benefittinB all mankind 13erves as an ethical 

absolute wherever the end-means principl1a is invoked. A num

ber'&f assumptions are made. I shall pass over the contention 

that ethics is ian empirical. science., 68 a point t have touched 

upon earlier on. This assumption allows the psychologist to 

pass easilY'betwee~ $peaking of their scientific obl1g~tions 

and their ethical obligations: " ••• for psychologists, the 

decision not to do research is in itself a matter of ethical 

concern since it is one of their obl1gaUons to use their 
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research skills to extend knowldege for the sake of ultimate 

Again, under the he~dinlThe Scientific Obligation, they 

report, 

We begin wi~h th~ commitment that the distinctive 
contribution of scientists to human welfare is thel ' 

development of knowledge and its intelligent appli
cation to appropriate problems.' Their uuderlytng 
ethical imperative, thus, is to carry forward their 
research ~s well as they know how. 70 

I submit that there is' a pross confusion exhibfted in t~e~e 

statements. 'Ethical imperatives~'I should have thought, , 

address them'seives to men' qua men--to- ll'er:sons 9ua persons--

not to men qua psycboIo'gists', or to men qua medical researchers, 

or to men·~_philoBophers. Professional obligations- are one 

thing; eth:f.cal'obJ.'igations, B.ltotller. 

Apart from offe~ing themselves as the saviors of m~nkinds 

the psychologists make a further ~ssumpt1on that people 

generally want' to know 'the'b:ilth about human behavior, or that 

those who want to ~ow it,,' ~~I!-t .. to know it at a~y cost. ~ny 
'. ' 

ethicists who a~guo ~6r the' 'invlo1abil'ity of persons would 

demur to the f9liowirig statatncnt~ "6ntb'e one hand, there is , .... - .. , ' 
" . 

the contribut~on~that the research may ultimately make to human 

welfare, on ~?e other, there is the cost to the individual 
. . . ~ .. ' 

research participant. Put in t'hese stark terms, the essential 
: .;. .' 

conflict is between the values of science to benefit all mankind . '" ", ... 

and the values thst dict'ate: cont.erri' for':the research participant."n 
, , '; 1 • ' .. ' : 

Finally, I wo~ld ~ote that;. some' 'of .the' ethical dlleuoas 
, '." I, • .' . . 

faced by ,PS,chOlOgists doi~g ie'Bear~h--th'ey say' "withll<, I say 

J-an"--homan participants may he traced to core assumptions under-
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gists believe there is often a difference between the unob

served beha:'$'ior and' the observed behavior of a given parti~i-

pant~ Bnd hecause thei wish to be ;:ble to lIobserve the un-

observecl behavior" of par.ticipants, they sometimes use deception. 

But the problem may pose"no~ only an ethic'al but a logicai 

dilemma as well. A part:i,cipant' is deemed "naive r: provided 

he does 'not know the exact, nature of an experiment; lacking 

this kn()'~13dge, he may not be so naive after all, if he 

happens to kno"r something about the practices of psychologists. 

Moreover, insofar as informed (willing) consent ;is con-

carned, psycholof,ists ask~ 

What doer. it mean to speak of the research partici~ 
pant's "freedom of choice ll when one considers that 
such ch~ices are the lawful psychological conse
quences of past and present influences in the en
vironment? And how can we propose.t~at a person 
deciding whether or not to participate in research 
should be free from coercion and at the same time 
maintain that all decisions are motivated and that 
they are affec~ed by forces t~at act upon the de
cision maker? 7 . 

We juxtapose to these' questions that statc=ment of Principle 5, 

which seems to blink the determinism implied in this passage 

and raises another pOint of logical consistency: 

5. Ethical research practice requires the investi
gator, to :t;'espect the indi.vidual' s ,freedom to 
decline to participate in research or to dis
continue participation at any time. The obli
gation to protect this freedom requires special 
vigilance when the investieator is in a position 
of power over the pl'\rtic1pant. The decision to 
1ill'.it this freedo:n increases the 1J?vestigator' s 
r~spo~sibility to protect the participant's dig
nity and welfare. 73 
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invest1gato,r' 8 beins ;tn a"posit?ion of' powe~ over ~he partici

pant and altho~8h the. 8uide.1i~es: exhort'vigilance against' 

extreme coerc~ve, measures to gailn·. the prisoner I B partiCipation 

in research, they find it acceptable for investigators to 
:! ..•.. ' 

attempt to persuade the p~1soIJ.et's that such re'searcli is 'for' 
. ~'.. ,~·.f 

their own benef~t.74 

Quite unintentionally, in the next ~ut last Passage cited, 

the psychologists have lent support to my contention argued 

in the previous section that the eoereive sett:ing of a prison 

spawns motives extraneous to the ends of biomedical researeh, 

motives that ought not to count in the debate over whether to 

continue biomedical researeh in prisons. For if the psychologists 

are right that "freedom of choice" is a nonsensical notic!\.~ OJ:'. 

the grounds that choices are "the lawful psychological conse-

quences of past and present influences in the environment,1l 

the ease against inmate experimental subjects in biomedieal 

research may be reformulated. Coercion in the prison setting 

consists precisely in the fact that choices--they mean options--

are too much the product of present influences and not enough 

the product of past influences. for if the motive to serve 

the public good is the product of past influences, how does 

the prisoner come to be in prison in the first instance; but 

if the motive to serve the public good is the product of present 

influences, meaning prison influences, has not the prisoner been 

rehabilitated to the point of deserving release from prison? 
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We cannot advance the same case in regard to psychological 

research designed to benefit the prisoner-participant himself. 

But we will raise this question= If the end of the research in 

question is to rehabilitate the prisoner are we not implicitly 

acknowleging that prisons are institutions for socially ill 

persons? Pappworth, among others, has pointed to this problem 

by observinc that the ;'basic p1'oblem of the essential purpose 

C"f prisons and punishments has not been solved. tl75 
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. IV. CONCLUSIONS AND RECOMMENDATIONS 

Our s~atement of the p'~ncip1e. of informed consent has 

rece.ived three formulatio.na, that are 'offered to ahow the 

intent r$the1<' th~ . letter of a moral principle. We havs reasoned 
, . . 

. that it :ts .. easier to cover mn-iad cases. if we are quite clear . 
about tl\e intlmt pf the principle and les8 easy to ha't:xlle diversity . ~ '. . . 

if we try .to, apply .the le~ter of the princip,"e. . ~ ';' 

The~f1r~e fprmulation refers to int¢rested parties, 
.' . . . .' ". . .. ' 

and 1.8 ~roa~ enough to include the public interest as 

well as intere,ts ofreaearch,ers aud experimental subjects or 
.', 

th~ir;legal;g~rdians~ .By defining the principle of informed .-.' . .' . '. . 
c:onsent as a proposal. we have intended to reflect the w:l.despread 

, .• ' . '. ! . •• I • ~. • 

v:t~ in ethics that .there are no rationally justifiable. ethical 
.. 'l : 

ultimates. ~adc ethical values are arbitrarY_ 

·l11e second formulation postulates the intrinsic value . ~. 

of persons t,hus set,ting it8el~ aga.inBt a consequential1st 

ethics or an:.ethics based .. on th~end-justif1es-the~ana 

!principle. ~',in~~ly, the thi,d pri~ciple imposes on reaea~cher8 
•. ,0 .. ' . • . 

. who comprise the ;lnvio,labi;t.ity .. of personhood an obligation . .. ....' . 
. . to.legit,iJllbe t~ir ,a~tion ,by ob.t,ail\ing the infot:med(w11ling) 

• 1. ~ • 

consent of their eltper:im.ental s~bjec.~s. 

The~~xenot to be thought. of. as three separate pr1nci-.. . .". ': ..... . . ' .. " 

.ples, but,as 8~cce8'~~~ elabofations of a single principle. By '.. .'. . 

considering the co~~ept ,of .info~~ed,~onsent, we also should have 
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~~icated the nature of the content of the principle of in

formed consent. In thi8~CO'tmection, we noted the shift from 

the elq)ression lIvoluntary (!().n8~nt to .Iinformed consene' and 

we reiterate our recommendation that the former expression be 

ad~pted, not only because it escapes the redundancy of the 

expression ·1nformed consent: hut more important than the 

point of lo~ic~ because it emph~sizes the intent of the 
, 

principle of info::omed (mUling) consent to ensure the ethical 

legitimacy of any intrusions upon the inviolability of persons. 76 

tole have attempted to apply this principle .of informed 

consent to special groups, focussing on prisoners. By appeal 

to the principle of informed consent as herein outlined. t~e 

would exclude, as a gen~ral rule, from biomedical experimentation 
.' 

all healthy persons qunlifi~d by special circumstances of 
. ,. 

institutionalized settings or minority a~e. Exceptions might be 

made depending upon close scrutiny of motives; in the case 
. .' 

of prisoners p and competence of parent/gua~dtan as well as 

sincerity of their own commitment (as indicated by their o~m 

history of participation as experimental subjects) to the cause 

of medical progress. 

As far as behavioral research is concerned) ~1e stopped 

short of an.ythinr. more than tentative di't'ections pointing to .. 
the moral admissability of research that directly benefits 

participants 9 ~'7here the benefite are consistent lv1th the ends 

of the research in question. l~e expressed criticisms of the 
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----------------------------------------...... . 

~ripan, rsr.c~ol!lg~c;~l As8Qc:l.~tion t s ,~uidenn .. l!., for ~erime1ntation 

on human ~ubj~t~~ nqUne tl:uii~ divernenc1es fz:on( tiie :~ti1;l~iple " 

of infc)~ed CO~S\!~t. , 

o,;lt tl)Qst inlportant Jiuding, is that, given the extraneQus ' 
•. I,' 

motiveSI ,of mqst pdso,n volunte~rs in· biomedical rese~r~ alid . 

given als~ the ethical ,~e,qQirement of informed (wflling):c;onsent' 

experimentation on: pr1~oner~ 'ought to be abpliBhed. :"1here t'he 
, . 

money mtJti~~ pr~~~~at;:es,amon~ priso~ers: expet'imen~eT,s may b~· 

seen as solicitors of human fl:,esh and pr1aone~,s~'1l)ay be viewed as 

prostittlt~1i .\>le have tlrg~ed ~hat 'only th~ a~~rqistic 'm(')tiv~ of 

benefitting soct~~y ~hrough medicalpro~ress can rede~m the de~ 

personalizing :con1:ext, of b~comine; an experitlentall subject and .. . . -' .' . . 

we have queried l-1hether p~~~9ners, having beenl,d1v~st~ of the 

perquisit~es of !)~rsonhood gan" in 't\leir coercive enviy;o~nt make' 

the morally r~demptive act of,informe~ (willinB),consent. 
. " " 

We have said very little about the risks of experimentation) 

since to appreciate, t~e e~h,~ca~ que~tion i~ to,~ocus elsewhere in 

the disculBsion. Nor have we sa1d ~uch ~bout ~ ,m111ority pej,!'sp~t1ve 
. ; 

for the, E!llille reaQon ..... BY' t:~is. 1; "ean to. ,<lmply ~hat :f..f certain kinds of 

experiment~~i~~s,afe ~ora~~y pff~n~iv~'in certain, contexts i they a~e 

offensive rE!~ardles. of whether the subjects are blue,!reen ,e~lpw 

or wha~" ~<1~~ yo~. :, At; ,tJ;1is juncture, h~w~~~r ~ we;:;B~aliperniit :our.;.,' 

selves the,. follqwiIJ.s ,9b~l}!~va;ion. . one ur1t~t; ~ ·~fter n!~~'1ne'that, hutr:lan 
. ,'. ~ . 

exper:lm.entation !-s nece~sllr¥'for medical progr~ss to be. made. notes 

that risks of ~~~;~rcl~ ~:'~sn~ot :be ,~ve~~y. clt~t:r~but~~"~bng the. ~ember8 
of society) the many will continue to henent: from the contributions of thf 

the few. 1'77 
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,It seems to me tha:t historically when the few have contributed 

to the many. they have 'been treated as. heroe~ not, to ~e denied 

rewards of a gT8tefu1 public. But a double stand.ard seems t,o : 

be in effect ~n this issue, inso~ar as,p~isoners' contribution 

to medical progress are ,concerned. ~u~h money ae prisoners are 

paid for b6\1n8 human guinea pigs is d~liberately kept small in 
, , 

order to dbcourage thnmoney motive. Yet the GUilla, howeve'r, . '. . 

paltry, do provide incentive not1etheles~ to impecunious prisoners • . , 

Thus a 8up~ly' of volunteers is ensured. 

There is an overwhelming irony, ,it seems to me that Qn 

the experimenter's table, no less than on the autopsy table, 

true equality is achi1eved, for the exp!,;rimental subject, like 

the corplle i~ to u~e Jonas' words, "a token object for,token 

action. II For my part, I should like to see eqllall,ty first in 
" ' 

the free-living world, and llJscondly, may it filter into the 

prisons. 

In view of the. foregoing considera,tions t I should like -;:0 

recommend fo~ the Bc~utiny of this body, 

1. That biomedical experimentation ~n prisoners be abolished. 

2. That exper~Elntation on healthy chlldren be subjected to 

public sc~tiny. 

3. That behavioral research on prisoners be conducted in hos-

pital wards and be limited to therapeutic treatment or procedures. 
, , ' 

4~ That behayic~ral research"on tq.e, institutionalized mentally 
'... ,,0' " • 

infirm be limited to therapeuti~ treatment or procedures. 
, " 
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11 t , Cited in Jousen and Lee, op.' cit'., p. 31 as excerpted from 
John Romano, MD., "Reflections on Informed Consent," !!£h. 
Oerh Psychiatry 30 (Jan. 1974), p. 130. 

12. Cite~ in Pappworth,op. cit., :p; 188. ' 

13. Ibid., 189. 

,14. nM., p. 63. 

15. Pappworth quotes ~r. McCance, former president of the Roya! 
Society of Medicine, "All experi.J!1ents involve sOllte risk. It 
may be an infiniteSimally small'one, but it is always there. 
If the experiment involves special techniques, then the risk 
is considerably ~nhanced." Op. cit., p. 19. 

16. On my analysis, so-called "misinformed consent" turns out 
not to be consent at all. If, for example, I saY·tht I 
consent to x, but 1 mistakenly take y for x, then I have 
consented to y, not to x. 

17. Melvin Heller, l~rob1ems and Prospects ~n the Use of Prison 
Inmates for Me'dieal Experimentation." Prison Journal 47 
(Spring-Summer 1967): 2i-38. Cited from Jonsen and Lee, 
02. cit., p. 29. 

18. j~nas,op. cit., p. 3. 
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20. See page 5 above. 
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the moral fabri~ of society. . 

22. A case can be made for construing minor children as 'captive 
groups. Among authors I have read, Jonas is the only one 
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below, p. 28. 

,1. The ethically redeeming pr~nc1p1e here is the weli-being of 
the patient'. '. 

24. Lasagr~, OPe cit., p.' 271. 

25. Here I agree< with Richardson that the "mark of a caring per
son or soci.ety is the protection and special advantages ·it 
accords to the weak, to those unable to fend for themselves." 
Cp. cit., p. 170. 
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34. Jonsen and Lee. Ope cit., p. 10, p. 35, p. 50. 

35. Jonas, OPe cit., pp. 9-10. 
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ed. James Rachels (N.Y., etc.:','Harper" Row Publish., 1971). 

38. Jonas, Ope cit., p,. 3 
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sou, or other heinous crimes, and also urges that in
dividuals who have lost their citizenship by due process 
of law be considered ineligible for meritorious or COTmnen
datory citation." Quoted from Katz" op. cit., p. 1025. 

61. Ethical Principles in the Conduct of Research with Human 
Participants (Published by the ~'1leril'!an Psychological 
Association, Inc., 1200 Sevenll:eenth Street, N. W., Washing
ton, D. C., 20036). Drafted by the Ad Hoc Committee on 
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62. APA, p. 2. 
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65. 

66. 
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76. 
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is misled as to the nature of the research, I would say 
that he has not consented to participate in the research 
at all (unless he is one of our not-so-aive participants 
who is on to the ways of some psychological research on 
human beings and thus does give blanket consent (see page 50). 

APA, p. 9. 

Ibid. 

APA, p. 11 

Ibid. 

APA, p. 3-4 

APA, p. 7. 

Ibid. 

APA, p. 10. 

APA, p. 39. 

APA, APA, p. 2. 

APA, pp. 39-42. 

PapPworth' op. cit., p. 64. 

See esp. pp. 10-13 above 

Lasagna, op. cit. , pp. 273-71 •• 

13-61 





14 

BIOMEDICAL AND BEHAVIORAL RESEARCH ON PRISONERS: 

PUBLIC POLICY ISSUES IN HUMAN EXPERIMENTATION 

Larry I. Palmer, J.D. 
Cornell University School of Law 





INTRODUCTION 

Our increasing awareness and uneasiness about the course 

of biomedical and behavioral research in this country has led 

to the establishment of yet another National Comrrtission. The 

creation of the National Commission for the Protection of Human 

Subjects of Biomedical and Behavioral Research to study the 

"problem" and make recommendations can be interpreted as a 

national statement that we have a problem of enormous complexity. 

Ordinarily such national self-recognition should be applauded. 

However, our most recent attempts to resolve our national 

problems such as llcrime ll or lI v iolence" through the commission 

process should make us question the efficacy of our present 

approach. If we think the ability of the nation to face the 

fundamental issues and to increase the nation's understanding 

of the "problems" is the purpose of the commission process, 

some of our previous attl.~mpts at commissioning a "problem" 
1 

should be termed failures. The reasons for failures by this 

standard are numerous and extremely complex, but I will suggest 

two explanations. Perhaps those participating in the debates 

of the previous national commissions failed to ask themselves 

wha.t the "problem" was that led to the creation of the commission. 

Or perhaps those participating in the debate and the nation as 

a whole looked too quickly for "solutions" without a firm grasp 

of the enormity of their tasks. 
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By these standards the potential for "failure" looms large 

f'ox: this National Commission, this Conference, and my special 

topic. We are going to discuss basic ethical issues of "bio-
2 

medical and behavioral research" without any working consensus 

as to the meaning of those terms. In other words, we are faced 

with the question of what is the "problem"? Furthermore, we 

have added the present confusion surrounding public policy 

considerations inherent in any topic on prisoners to the murkiness 

surrounding the ethical issues. Finally, by trying to ascertain 

the special perspective of minority communities, this Conference 

has added to our other two difficulties, the sociaL psychological, 

economic, and moral ambiguity that race, nationality, and religion 

engender in this country. If these three inherent difficulties 

are not faced explicitly in our discussion, we are in danger of 

not even developing a dialogue and not coming forward with any 

recommendations. 

Rather than offer a solution to our first difficulty of 

defining the "problem" before us, I will face the issue through 

a frank acknowledgment of its existence and enduring power. The 

terms used in the Commission's statutory mandate, "biomedical 

and behavioral research", could· be narrowly or broadly defined. 

In its broadest sense, behavioral research could include certain 

sociological investigations that involve graduate students doing 

participant observation or prisoner responses to a simple 

questionnaire. In a more narrow sense, behavioral research 
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might be interpreted to mean certain types of psychological 

experiments that are designed to change the behavior of the 

prisoners. Such experiments in "behavior modification" could 

include the use of "token economies" in prisons. ~he term 

biomedical research is full of similar difficulties since the 

term might include everything from the testing of new drugs 

to psychosurgery on prisoners. There is nothing in the 

statutory language that argues for either a broad or a narrow 

definition of these terms. The confusion inherent in these 

terms is exacerbated by the statute's specific instruction to 

the Commission to distinguish between biomedical and behavioral 

research and the "accepted and routine practice of medicine".3 

Rather than attempt to give definitional contents to the terms, 

"biomedical and behavioral research", or distinguish these 

terms from something else we would have to define, I propose 

to use terminology that encompasses all of these ambiguities. 

The term used by the Conference organizers--human experi-

mentation--is broad enough to encompass all of the widely 

diverse issues we might want to consider. 

Clearly within the Conference's consideration are the 

testing of new drugs on prisoners. Non-therapeutic medical 

research on prisoners that is not related to drugs such as 

cures for malaria are also within the notion of human experi-

mentation. Testing new cosmetics, bandaids, or hand lotions 

is perhaps less clearly within our concern but certainly 
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contains some of the risks of harm to the subject inherent in 
4 

the notion of human experimentation. In addition we must 

include methods of "treating" prisoners to cure their criminality 

within our discussion, since these methods raise the question 

of the distinction bBtween routine medical practice and biomedical 

and behavioral reseclrch. Examples of known proposed experiments 

utilized so far on prisoners include "aversion" therapy for 

"acting out" prisoners, and social experiments involving early 
5 

release for some prisoners. Perhaps farthest removed from 

the core meaning of the notion of human experimentation is a 

sociological study of prison life. Nonetheless, such studies 

must be included since they are representative of the pervasive-

ness of the scientific or research ethos in this society. 

I will thus employ the term human experimentation to describe 

certain phenomenon knowing that at the perimeters we will have 

disagreement. 

I will also discuss human experimentation as a process 

involving various actors and events. Looking at human experi-

mentation as a process means that I will attempt to identify 

the participants, their purposes, an~ the values they seek 

to uphold in western n~n's desire to increase knowledge 

about the world and to ensure respect for individual worth 

and autonomy. The actors in the human experimentat.ion process 

may include, for instance, drug man~facturers, investigators, 

physicians, hospitals, prisoner-volunteers, and ultimately the 
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recipients of their services--members of the general public. 

I will be keenly aware of ways in which the various participants 

in the process may have conflicts with regard to their purposes 

and values. I will also pay close attention to how these 

conflicts are and should be resolved. 

Besides helping to illuminate value conflicts within my 

specific topic, my approach to human experimentation allows for 

a division of our discussion into functional stages where the 

decisions and underlying values of the participants can be 

analyzed more fully. For the purpose of this paper, the process 

of human experimentation is divided into three distinct but 
6 

interrelated stages. These stages are: 

(1) the formulation of research policy; 

(2) the administration of research; 

(3) the review of research and its consequences. 

If for some reason these functional stages are inadequate ways 

of addressing the problem, other divisions are possible. Regard-

less of the analytical framework adopted, you will have to 

resolve the value conflicts that I identify, and decide if 

the process method of dealing with the issues is sufficient 

to meet your own definitions of the problems before this 

Conference. 

The other major advantage of the process approach is that 

the explicit assumptions that I bring to the other two difficulties 

in my topic--prisoners and minorities-~can provide a means of 

stimulating discussion and furthering much needed dialogue. 
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Since a large percentage of human beings incarcerated in prisons in 
7 

this country are members of minority groups, we might assume 

that the issues of prisoners and race are merged for the 

Pl~'r.'poses of our discussion. Yet: both issues are so inflammatory 

that we should be explicit rather than implicit about the 

relationship of race and prisoners within the process of human 

experimentation. The explicit assumption that guides the 

following discussion is that the fact that a large percentage of 

prisoners are members of minorities means we should not try 

to separate out the "minority issues". There are two reasons 

for my assumption. First, the most determinative factors in 

guiding the actions and decisions of the investigators, prisoner 

administrators, courts, and prisoners are the public policy 

decisions that are explicitly and implicitly made about human 

experimentation in prisons~ Therefore, this Conference cannot 

ignore the difficult issues of what kinds of research, if any, 

should public and professional authorities allow in prison? 

Second, and ironically, in order to make explicit the moral 

lessons we have learned or failed to learn about minorities 

and human experimentation, we must first see the public policy issues. 

The relationship of the issue of race, religion, and nationality 

scientific experiments on hnman beings looms large in our 

~estern consciences because of the Nazi Concentration Camp 
8 

experiments 011 captives during Wor:Ld War ,II. A ca.reful 
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ey.amination of those horrifying experiments convinces me that 

~le must understand the process of huma.n experimentation and 

the allocation of public, professional, and subject decision~ .. 

making authority within that process to avoid such future 

holocausts. It is also too easy for the participants in this 

Conference to evoke the Judgment in the Nuremberg Case without 

giving any explicit guidance to the persons involved in.the 

decision-making process that leads to the use of minority 

prisoners as subjects of experiments. Rather than build special 

mechanisms for the control and promotion of experimentation on 

minority prisoners, my assumptions lead me to argue that the 

special methods are needed for experimentation on all prisoners. 

I will thus use a process method to identify three major 

issues that must be resolved in order to design the necessary 

kinds of special mechanisms of control for research involving 

prisoners. I will first develop some guidelines surrounding 

the formulation of research policy for studies involving prisoners 

as human SUbjects. The policies that determine how and why the 

human experimentation is started are important to the manner in 

which value conflicts are resolved, and whether the process can 

achieve the desired degree of social control. Second, I will 

propose that we look critically at how research involving 

prisoners is administered. At this point, I will be particularly 

concerned with who should participate in these administrative 
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decisions. Within this discussion, I will be able to address 

the issue of the "consent" of prisoners to human experimentation 
9 

as required by the Commission's statutory mandate. Thirdly, 

I will address the question of how the decisions and consequences 

of research on prisoners can be reviewed. Review mechanisms, 

however, are not the only means of control that will be included 

In my recommendations. Within these discussions I will include 

my overall recommendations, derived from my process approach. 

These recommendations will avoid absolutist positions on the 

various issues that I raise. By the time I conclude this short 

discussion of an enormously complex: problem, I hope you will 

see that this Conference is a part of the process of human 

experim8ntation. 

I. 

The Formulation of Research Policy for 
Research Involving Prisoners as Subjects 

First, we should insist upon a careful examination of the 

purposes of any research that proposes to involve prisoners as 

human subjects. Examination of the purposes of research before 

it is implemented will increase our awareness of the value 

conflicts inherent in any proposed human study. Such a require-

roent hCLS the additional purpose of helping those engaged in 
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resea17ch to become more articulate about how their own values 

and goals are furthered by the proposed research. Such general 

scrutiny of research rather than assuming research should go 

forward, will help us understand the powerful social forces 

that lead humans to experiments with other humans. We should 

not be surprised that without such an approach prisoners were 
10 

used in experiments to develop vaccines long before our 

present neightened awareness of the issue of prison research. 

The purpose of the requirement of careful scrutiny is to 

aler~ all the participants--individual investigators, the 

sponsoring agencies, and the prison administrators--in the 

research formulative stages that the use of prisoners as subjects 

is a special case of human experimentation with high risks to 

fundamental values. This level of scrutiny should lead those 

engaged in research policy formulation to ask and resolve for 

themselves in a satisfactory fashion three issues. First, 

are prisoners the appropriate subjects for this particular 

proposed foym of human experimentation? Second, what are the 

societal interests to be gained from the proposed experiment 

and how do these relate to other pressing societal needs? 

Third t what are the possible types of risk of harm that may 

flow from the experiments and what steps have been t~~ken to 

minimize those risks of harm to the subjects? Ideally, unsatj,s-
! . 

factory answers to these inquiries could lead to the decision 
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not to implement some proposed human experiments. An examination 

of previous cases will demonstrate, however, that too often 

research involving prisoners goes forward without this type of 

"strict scrutiny" before implementation. 

The participants in research policy formulation should begin 

with a presumption that prisoners should not be chosen as subjects 

of experiments. For instance, the investigator might ask if there 

are others in a non-captive setting whQ are willing to volunteer 

as healthy subjects to help find a cure for malaria. In point of 

fact we know there are few, if any, "free world" volunteers for 

such non-therapeutic biomedical research endeavors. Despite the 

"fact" that prisoners are the only potentia1 subject pools, our 

method of strict scrutiny should alert us to the research policy 

implications of our limited knowledge about why prisoners volunteer. 

One study indicates that prisoners who volunteer for non-therapeutic 

biomedical research may view longterm and shortterm risks in a 
11 

different manner than that of the free population in general. 

On the other hand, another study indicates that the social.position 

of prisoners within the institution was more determinative in the 
12 

decision to volunteer, than was their attitude towards risks. 

Us eli ff""rPrl'F 'I'h i ncrs rihnul" whv t"H=i sonpj-=<; 
_. .,. - - --- - J - - - -- - -,.&. .L - - -- - ---

volunteer, they are nonetheless useful in developing policy on 

how prisoner-subjects are recruited. First, the study makes the 

decision-maker go beyond the issue of the boredom and general 
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level of fear in most of our state prisons and jails in deciding 

whether or which prisoners to attempt to recruit as subjects. 

Second, depending upon what is known about the particular insti-

tution as research policy is developed, we might try to eliminate 

certain prisoners from the potential subject pool according to 

the studies' criteria. The investigators, sponsors, and prison 

administrators would try to determine, for instance, if the level 

of fear of harm is so high in the particular institution that 

all "loners" without protection are likely to volunteer. Or the 

participant may try to develop a means of eliminating those 

prisoners with the least J.version to risk from the potential 
13 

subject pool. I am not suggesting that such tasks are easy, 

but they are better means of developing subject pools in prisons 

than those previously suggested in the literature. Investigators 

should not eliminate prisoners as "unworthy" of participating in 

the "gr-cat" scientific enterprise as was suggested by one pro-
14 

fessional organization. Nor should the subject pool be developed 

by categories of offense, for instance, "eliminate those convic~ed 

of rape, murder, arson, kidnapping, treason, or other heinous 
15 

crime". If, for instance, we concentrated on "aversion" to long-

term risk as our criterion of selection~ we migllt tVf'D. di~cQver 

that the per$ons convicted of violent crimes are more averse 

to longterm risk than a repeated petty thief incarc.erated in a jail 

f(~cili ty. The formul.~tors of research policy must face directly 

the issue that incarcerated prisoners general~y want most research 
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16 
to continue, regardless of the prisoner motivations. If the 

prisoners are to be denied the opportunity to participate--be 

it to relieve boredom, earn money, etc. ,--that decision should 

be as explicit as possible. In general the value conflicts 

inherent in using prisoners as subjects is made more clear 

if the volunteer pool is developed so as to ensure that the 

subjects are those with the maximum opportunity to refuse 

to participate. In general, researchers should be required 

to explain why prisoners were chosen as subjects. The failure 

to develop an adequate subject pool for the proposed study 

according to the method of criterion chosen by the investigators 

and administrators should lead to a decision not to proceed with 
17 

the experiment. 

The process of requiring those engaged in research to decide 

about. societal interests and priorities will lead to the rejection 

of certain research under certain circumstances. This process 

further forces the investigators, sponsoring agencies, and 

prison administrators to articulate their own values about the 

purposes, of incarceration, and their attitudes towards the human 

beings who are incarcerated. Two kinds of examples can hiqhlight 

the usefullness of the second stages of decision-making about 

proposed research. First, it was once suggested that those 

sentenced to capita~ punishment be given the opportunity to 

volunteer for medical experimentation instead of receiving the 
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18 
death penalty. At one level it might be deemed more "worthy" 

to die in the pursuit of some scientific advance rather than 

suffer a "useless" death in the gas chamber. But if the issue 

is phrased in another manner, we will see that some serious 

questions of personal and professional morality must be faced 

before the project is undertaken. Does the investigator agree 

with the apparent social decision that the condemned person's 

life is useles~? Are the administrators of the prison entitled 

to authorize such an experiment if the public's attitude about 

capital punishment and the purposes of punishments in general 
19 

are in doubt? A more likely example involves the use of in-

mates at a city jail facility, for the purposes of cm1ducting 
20 

a controlled experiment involving "heroin maintenance". 

If the purposes of legal confinement of heroin addicts is to 
21 

"treat ll them, would a jail administrator of thE.~ city jail 

be justified in deciding that a pilot program might be tried? 

I will not answer this question since the answer depends upon 

one's theories of heroin addiction, upon one's attitude towards 

the prevailing ethos of "treatment of prisoners" which i~ under 

heavy attack, and upon one's attitude about the efficacy of 
22 

the alternatives--jai~ methadone treatment or outright release. 

The third part of designing research policy that uses 

prisone~s is to decide about harm. Here it is useful to articulate 

as precisely as possible the types of harm--psychological, physical, 
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privacy and self-determination, etc.--involved in any 

proposed research~ The purpose of this inquiry i~ to force 

the investigator and the sponsoring agency to identify the 

kinds of additional risks of harm involved in the proposed 

research, so as to minimize those risks. However, it is 

important in dealing with prison research not to romanticize 

the harm that the proposed experiment, adds to the prisoners' 

life. Moreover, it is never possible to eliminate all risk of injury. 

Nonetheless, greater care coul1 be taken to provide, for instance, 

for psycholcgical counseling in the research design, if the 

threat of psychological harm was recognized before the project 

began. Similarly, biomedical research should include backup 

medical facilities for the prisoners. These kinds of pre-

cautions have often not been taken because of the failure of 

the researchers to engage in the type of strict scrutiny 

proposed here. 

II. 

l'~dminis.trati0!1 of Research Involving Prisoners As Subjects 

We need not go back to Nazi Germany 'to realize that the adminis

tration of experiments on human captives should include persons: 

other than individual investigators. Several well publicized in

cidents in this country in recent years indicate that we cannot 
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leave Phase I testing of drug or blood plasma testing to the 
23 

discretion of individual investigators. The essential 

question then becomes--who besides the individual investigator 

should participate in the administration of research on human 

subjects in prison? There are four basic issues that must be 

resolved before we can answer the essential question. First, 

in response to these well publicized abuses on captive popu-

lations, we are naturally inclined to look to state regulation 

as one solution. But that question is still essentially--who 

among the variety of state officials with the power to regulate 

research should administer the process? Second, we will address 

the question of who shou.ld participate in the professional 

r~gulation of research in prison since professional controls 

are possible alternatives or 0\);:lplements to state regulation 

of research in prisons. Thirdly, we will discuss whether the 

special status afforded prison research in the research formu-

lation stage should lead to a process of monitoring and evaluating 

the design and scientific merits of any project that is implemented. 

Finally, we will discuss whether the consent of the prisoners to 

the experiments should be supervisF0 

In general, we will find that the elements of "consent" are not 

the overwhelming issue in prison research that we might assume 

from the statutory ma.ndate to the National Commission. Rather, 

defining the functions of consent in the human experimentation 

14-15 



.------------------------------------------.-----

proces3 in prison will remain the most difficult issue to 

resolve once the research design has been implemented. 

state regulation of the administration of prison research 

might ordinarily be a matter of ensuring that volunteers for 

research projects are not given special institutional advantages 

such as better chances for parole as a reward for participating 

in the project. But two larger issues loom in the public eye 

today. First, whether the legislatures should prohibit all 

research ill prisons. Second, whether the legislatures should 

require special kinds of administrative structures for certain 

kinds of human experimentation in prisons. 

As to the first issue, I would urge this Conference to 

refrain from recoIT@ending a complete prohibition on all research 

involving prisoners. Not only would such a position not deal 

adequately with what we do and do not know about the complexities 

of the situation, but also the prohibition is likely to lead 

to the recruitment of new subjects. Such subjects, for instance, 

for Phase I drug testing, are likely to be "disadvantaged" by 

would be encouraged to seek volunteers in poor and loss developed 
24 

countries if there were a complete prohibition in this country. 

In other words, a complete prohibition in this country will simply 

displace the value conflicts we alr~ady have about research on 

prisoners, but not eliminate those conflicts. 
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As to the second issue of whether some form of legislation 

is needed for certain types of special treatments utilized in 

prisons, I agree with the growing consensus that such legislation 

would be useful to the proper administration of these types of 

experiments. These types of experiments, usually called treatment, 
25 

aversion therapy,or organic therapy, are crucial to this Confer-

ence because of the statute. These types of experiments are the 

prisoner's version of the distinction between "biomedical and 

behavioral research" and "routine medical treatment". Even though 

aversion therapy has been utilized on free world population, in our 

discussion the label "treatment" might hide the potentially extra 

coercive effect of these kinds of biomedical and behavioral 

interventions. We should bear in mind that the definition of 

prison used in the statute includes " ... any ?lace for the 

confinement or rehabilitation of .•. individuals charged with 
26 

or convicted of criminal offenses". Thus the treatment or 

rehabilitation aspects of the definition of potential subjects 

means that our area of concern should include a host of treatment 

prQgrams~ WA mi~ht need to conEider whether ~ny trc~tmcnt oxfGrad 

or forced upon individuals confined in a specialized institution 

for "defective delinquents" should have special administrative 

mechanisms for what the officials call ordinary treatment. F..t 

the other extreme we should consider whether "social experimemts" 

such as a decision to conduct a controlled experiment on early 
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release should also be the subject of special legislation; or 

left to the administrators of the prison and parole boards. 

At this stage of our development I would suggest only special 

legislation for "organic therapies" such as psychosurgery, a 

special topic addressed by others at this Conference. I would 

be wary of relying on legislatures to develop effective legis-

lation that singled out "aversion therapy" or organic therapies 

for special treatment. The present state of public awareness 

ought to lead correctional officials to question whether any 

proposed therapy to cure the prisoners of their criminality is 

authorized without special legislative authority. We must also 

insist that other regulatory bodies, such as the Federal Drug 

Administration, share responsibility for research in prisons. 

Our apparent public posture that more state regulation of 

prison research is needed ought to alert us to the need for 

professional regulation to control those areas where state 

regulation is likely to be ineffective. As an adjunct to state 

regulation, we might easily agree that all professional organi-

zations whose members do any research involving prisoners ought 

to develop guicleliile::; Lllt::ir investigatG:Ls. ,.. ~ ~ 

loUl. 

controversial question is whether prisoners, as a source of 

potential subjects, ought to be included as part of the pro-

fessional regulation of research involving prisoners. For instance, 

is it not possible that a sociologist engaged in certain types of 
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"advocacy research" in prison might come to conclusions that 

are "harmful" to prisoners? What if his honest scientific 

conclusions were that more frequent use of "isolation" would 

in fact eliminate certain types of prisoner behavior deemed 

undesirable? Would not an even greater claim for prisoner 

participation in the research project be made by an assertion 

by the advocacy researcher claiming that his research would 

"benefit" r;>risoners? 

The claim for prisoner participation in the professional 

regulation of at least some research in prison becomes more 

plausible if we consider that the prisoner as volunteer ought 

to be viewed as a participant in the human experimentation 

process. In addition, we should be skeptical of those pro-

fessionals who would resent any prisoner participation since 

professionals are protective of themselves when it CO.dles to 

the risks of human experimentation. It is noteworthy that 

some of the leading medical schools prevent the use of their 

own medical students-professionals--in experiments that involve 
28 

"risks to health and well beings". Why shouldn't the 

experiments--be allowed to develop some means of self-protection 

that is binding on the other professionals in experiments? 

While I hav~ no specific suggestions as to the form that prisoner 

participation in professional regulation should take, I can point 
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to a tentative direction from a combination of the two guidelines. 

lnvestigators who claim that the research will "benefit" 

the prisoners as a group should be required to include some 

prisoners in the administration of the research. Prisoners 

are in some sense the best de terminators of what is a "benefitil 

On the negative side prisoners are also in the best position 

to see the adverse social, psychological, or moral consequences 

of race in the appropriate institutional setting. If professionals 

are unt'lilling to see the prisoner-subj ects as true participants 

in cases of alleged benefits to prisoners, we might begIn to 

question the meaning of the supposed "benefit". On the other 

hand, with regard to non-therapeutic research on prisoners, for 

example, the malaria experiments, ironically might be conducted 

without prisoner participation since there is no claim of benefit 

to prisoners as a primary justification for these exp6riments. 

Every vrison experiment must ,involve a stage where either 

state or professional participants evaluate the research design 

and the scientific merits of each project. One purpose of this 

stage is to see if the violation of the explicit guidelines 

developed should lead to cessation or modifications. As mentioned 

earlier, a lack of sufficient volunteers could lead to termination 
29 

of a project. Another purpose of the evaluation of the design 

and sc~entific merits of prison experiments is to develop over , 

time some sense of the kinds of research that should be conducted 

in prison. We will find that those experiments most in need of 

research design evaluation because of their public policy impli-
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cations--social experiments--are the most difficult to evaluate 

because of our ethical doubts. For instance, to do a controlled 

experiment on early release, it might be necessary for the 

correctional officials and the investigators to employ the 
30 

technique of "deception". And yet the requirement of 

evaluation should not frighten off the researcher seriously 

interested in these kinds of empirical tests, provided he can 

meet the ethical objections or doubts. More importantly, we 

should insist that the evaluation of both the resear.ch design 

and the scientific merits of other kinds of research be under-

taken, e.g .. , the evaluation of Phase I Qrugs tests in prison. 

Not only is such evaluation relatively easy, but the results 

of such tests have wide social implications since the marketing 

of a new drug or product is dependent on the prison experiments. 

Again our awareness of past abuses and our interest in self-

protec"tion indicates "that research design and scientific merits 

of prison research should be prophalytic requirements. 

Our final issue in establishing a structure for the proper 

administration of experiments involving prisoners--whether 

consent should be supervised--is the most confused. Congress 

apparently thought the National Commission shoulc.~ determine the 
31 

"requirements" of consent for prisoners. Unfortunately, we 

cannot identify "the elements of consent for prisoners because 

we have not underst.ood the notion of consent in human experi-
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mentation generally. Our public discussion indicates, for 

,instance, that some notion of voluntary consent can eliminate 

issues such as whether there is sufficient scientific merit in 

the experiment to allow any human being to consent. Second, 

we forget that "consent" is not a well developed legal doctrine 
32 

in therapeutic settings. Thus the functional relevance of 

"consent"to the human experimentation process generally, and 

prison experiments in particular, ought not to be assumed. 

Third, we often fail to realize that there are inherent 

limitations to the function of "consent". 

The issue of whether consent should be supervised is best 

seen if we concentrate on the "informed" portion of the notion 

of "informed consent ll
• Essential to this notion is a willingness 

33 
on the part of participants to share knowledge with the subject. 

The imparting of knowledge to the prisoner'-~ubject thus requires 

certain preliminary measures of maximum information-gathering 

and dissemination to the prisoners-subject pool. In practical 

terms these notions require diagnostic screening of all subjects. 

For instance, in a drug test, one of the requirements of an 

informed consent is that the prisoner knows his present medical 

condition. The medical diagnosis should be documented and given 

to the potential subject in b0th written and oral form before 

his "consent" can be deemed informed. The dialogue would thus 

include a discussion of the risks vis-a-vis what is known about 

this particular person rather than simply the general risks. 
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These rather elaborate process will help to alert the investigator 

to whether their facilities are adequate to take care of all known 

risks. Besides hospitals or medical resources, in some experiments 

the investigator would be required to provide and inform the 

prisoners of psychotherapeutic aids if there were psychological 

risks apparent in a particular experiment. All of these remedial 

measures for handling the risks must be offered to all prisoners 

witho-lt charge so as to avoid their possible use as an inducement 

to volunteer. 

We must then delineate the consent issues very carefully in 

prison research so as to further the purposes of consent. Prisoner 

consent cannot authorize an experiment but it is a necessary 

ingredient to the ethical legitimacy of prison research. Nor 

should we be afraid to face the possibility that consent is 

limited and not determinative of all issues. Before the question 

of consent is even presented to any prisoners, a host of other 

issues should have been resolved in the formulation of research 

policy, and in the administration of research. 

The supervision of consent in the context of prison research 

thus plays an important part in the proper conceptualization of 

human experimentation. Consent does not, however, categorize a 

legal relationship between the prisoner-subjects and the public 

authorities and investigators. Rather consent seeks to assure 

that the subject is a full participant in the process of human 

experimentation. 
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III. 

Reviewing the Decisions and Consequences of Human 
Experimentation in Prisons 

The major method of reviewing the decisions throughout the 

process of human experiments in prisons and the consequences of 

such experiments is through public ~crutiny. This Conference and 

the National Commission is an important part of the review mechanism 

governing experimentation with human beings. It is apparent that 

we need more public scrutiny of the current experimentation being 

carried out in prisons. One way to subject this experimentation 

to public scrutiny would be to require all prison administrators 

to make public all the research that they have authorized in the 

various institutions that they administer. Other governmental 

agencies such as the Federal Drug Administration or HEW should 

develop means of reviewing research in prisons where they have 

some means of controlling or xvgulating such research. For instance, 

each prison should be required to have an institutional review 
34 

board for all experiments. Such boards could include prisoners 

who are not subjects, as well as various types of professionals 

some of whom are not connected with the correctional system or 

with human experimentation. 

The other method for reviewing the consequences of experi-

mentation is a willingness to allow the subject access to legal 

process for the vindication of all claims of injury. While it is 

noteworthy that a few courts have insisted that lower courts consider 
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the claims of prisoners subjected to lIexperimental therapyll by 
35 

public officials for damages against those officials, these 

decisions have not eliminated all issues of access to court and the 

public. It is more important to focus upon the emerging issues 

of whether the state can incarcerate a person for the purposes 

of "treatment ll without adequate treatment. However, the IIrightll 

to be out of state control may be more important to the subject-

captive than whether or not he receives treatment. 

Included in these discussions of giving access to the courts 

is the notion that all research in prison should be done on a 
36 

IInon-fault ll basis. That is, the prisoner need not assume the 

risks of physical injury and need only prove his participation in 

the experiment and the resulting injury. Such proof should be 

relatively easy to establish if there is adequate screening and 

documentation of the subject's physical condition before the 

experiment is undertaken. As to psychological or emotional injury, 

I am not as certain that such matters ought to be subject to suit. 

But HEW and all federal agencies should require that as a condition 

of obtaining funds for an experiment in prisons there be a special 

contract proviso prohibiting the waiver of defenses, and requiring 

an authorization to bring suit on the basis of any injury without 

regard to consent. In other words, consent will not be used as a 
37 

"defense ll to any lawsuit. In order to prevent the non-fault proviso 

from creating a "mor'l hazard ll and in effect increasing the amount 

of experimentation, the first issues of access to court to question 

the public officials is the more important means of public scrutiny. 
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IV. 

SUImnary 

My general recommendation is for this Conference to avoid 

absolutist positions. There is little justification for a complete 

ban on all research in prison at this time. On the other hand, I 

should reiterate that our experience with race and human experi

mentation means that we should similarly eschew the position that 

we can leave the ethical issues to the individual investigator. 

The forces that led to the abuses of the Nazi concentration camp 

experiments are deeply engrained in our culture. It is not just 

that "racism" is so endemic, as it surely is in this society, but 

that the need to experiment with human beings is also so endemic. 

With such a positive force to contend with, we must understand 

that force in order to evaluate the kinds of risk of danger to 

prisoners in the experimentation process. Then finally, we must 

articulate the dangers to minorities inherent in the process of 

experimentation on prisoners. Values about race, religion, and 

nationality are part of the value conflict that must be resolved 

in prison research. 

From my process approach, I would recommend that the Commission 

be instructed to inform Congress and the society at large that the 

decision to experiment on prisoners requires very careful scrutiny 

because of the subject's status and because of the minority status 

of most prisoners. I would further recommend that we avoid trying 

to scrutinize the "ethnic authenticity" of investigators in order 
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to deal with this problem. Just because the investigator gives 

assuran6es of his "civil rights" background or his own minority 

status does not adequately deal with the problem. Rather the 

process of scrutiny of the values involved in the fashion that 

I have proposed is the only remedy I can suggest at the present 

time. Thus, along with the policy statement on the experimentation 

on prisoners, I would suggest that all persons sponsoring research 

in prison require from the investigator a statement explaining why 

p~isoners are chosen for this particular experiment rather than 

"free world" volunteers. Such a statement should include a clear 

delineation of the kinds of harm, and the measures taken to 

insure that harm can be avoided. The statement should also require 

an explicit discussion about the societal interests and priorities 

for the particular research project, as well as a discussion of 

how consent is to be supervised. Finally the public officials and 

professionals should readily grant the prisoner the right to 

question in court of law and other public forums any harm resulting 

from the experiment. Such prisoner access will help to assure the 

kind of public scrutiny of human experimentation that we are 

engaged in at this Conference. 
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1. For an excellent critique of the National Commission on Crime, 
see generall~, Lehman, Crime, The public and the Crime Commission: 
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3. Pub. Law 93-348, §202 (a) (1) (B) (i) • 

4. See, ~1ills and Morris, Prisoners as Laboratory Animals, 11 Society 
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646-653 (1969). 

6. See generally, Katz, Experimentation with Human Beings, 1972 
[hereinafter Katz] • 

7. The adequacy of the statement depends upon how one defines minority. 
In New York, for instance, if we take Black and Puerto Ricans as 
our definition for minority, 70% of the prisoners are members of 
minorities. Sostre v. Rockefeller, 312 F.Supp. 863, 876-877. 
In California Blacks and Chicanos constitute nearly 40% of the 
prison population. Ridenour, Who is a Political Prisoner?, 
1 Black Law Journal 17 (1971). If we use "poor" or "socially 
disadvantaged" tc d~fine minority, the percentage would be 
probably larger. I am unable to document the exact percentage 
of "minorities n in prison. For the purposes of this paper, the 
exact figure is irrelevant. 

8. See United States v. Karl Brandt, reprinted in Katz at 292-311. 

9. Pub. Law 93-348, §202 (a) (2) . 

10. As early as 1906, there are reported instances of prisoners being 
used to test a vaccine against the plague. ~. at 1014-1016. 

11. Katz at 1022. 

12. Katz at 1024-1025. 

13. The formulators of research policy would have to decide if some 
form "testing" of volunteers is ethical. For instance, a general 
questionnaire on "risk-aversion H might be administered to all 
volunteers. Would it be ethjcal to administer the proposed 
questionnaire without telling the volunteers that its purpose 
was to eliminate some volunteers from the study? 
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14. See, e.g., a statement from the American Medical Association 
that expressed disapproval of "citations" to prisoner-subjects, 
in 1952 as well as criticized "early release" for volunteer 
reprinted in Katz at 1025. 

15. Id. 

16. See supra note 4. 

17. In the well known psychosurgery case of Kaimowitz v. Department of 
Health, Civil No. 73-194 34-AW (Cir. ct. Mich., July 10, 1973), 
the research protocol called for at least 24 subjects. When only 
one subject meeting the investigators' own criteria could be found, 
shouldn't the investigation have stopped? 

18. Kevorkian, Capital Punishment or Capital Gain, 50 J. of Criminal 
Law, Criminology, and Police Science, 50 (1959) reprinted Katz . 
at 1027-1028. 

19. The nine opinions in the Supreme Court's first decision on the 
Death PeBalty in the United States represents great disagreement 
about the purposes of punishment. See, Furman v. Georgia, 408 
U.S. 238 (1972). 

20. Such an experiment was proposed in recent years by the Vera Insti
tute in New York City, but dropped after public criticism. 

21. See generally, Robinson v. California, 370 U.s. 660 (1962). 

22. The efficacy of methadone programs is under some attack. Epstein, 
Methadone: The Forlorn Hope, The Public Interest. 

23. Katz, at pp. 1041-1050. 

24. See s~pra note 4. 

25. See generally, Shapiro, Legislating the Control of Behavior Control 
of Behavior: Autonomy and the Coercive Use of Organic Therapies, 
47 S. CALIF. L. REV. 237 (1974). 

26. Pub. L. 93-348, §202(a) (2) referrs to 42 U.S.C. §378l for a 
definition of correctional institutions. 

27. I do not mean to imply that this type of research is necess~rily 
good scientifically. 

28. Harvard Medical School Rules Governing the Participation of Medical 
Students as Experimental Subjects, reprinted in Katz at 1036. 
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29. See supra note 17 and accompanying text. 

30. See supra note 5. 

31. See supra note 9. 

32. Katz at 523. 

33. For a discussion of consent in a therapeutic and experimental 
situation see Capron, Informed Consent in Catastrophic Disease 
Research and Treatment, 123 U. Pa. L. Rev., 340 (1974). 

34.' See supra note 4. 

35. See, e.g., 1141 Knecht v. Gillman, 488 F.2d 1136 (8th Cir. 1973); 
MaCke~ Procunier, 477 F.2d 877 (9th Cir. 1973). 

36. See, e.g., People ex rel. Blunt v. Narcotic Addition Control 
commiSSIOn, 295 N.Y.S. 2d 276, aff'd, 296 N.Y.S. 2d 533 (1968); 
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Ethical Issues in Research Clnd 
Experimentation in Prisons 

Historically, the prison as an institution in society has 

been a place for the research activities of many social and 

behavioral scientists. Some have not concerned themselves with 

an immediate practical result but rather with investigating 

fundamental facts, processes, and phenomena. On the other hand, 

there are those social and behavioral scientists who have estab-

lished research projects within the prison which were designed 

to answer specific questions usually for control purposes, that 

arise within the prison system in the process and pursuit of 

administrative goals. Those who have been innovative and have 

produced progressive ideas have for the most part, left their 

findings to the decretion of prison and state officials to 

interpret, translate into policy and apply. 

Research in prison has traditionally been undertaken under 

the guise of determining the causes of criminal behavior, and 

the development of approaches and programs that would assist 

the innlate to live more successfully in society. Because most 

researchers attempted to locate causes in the individual "offend-

ers" the program and approaches have focused on changing the 

personalities of the offenders. The problem here is that the 

approaches were generally app lied to selected offenders who 

had to follow certain programs regardless of the true nature of 

their guilt. 

15-1 



In the last 30 years the Federal Government and private 

foundations have developed an interest and concern in research 

in corrections. So much so that an enormous amount of money 

has been spent in an effort to develop plans and programs to 

deal more suc,cessfully with "criminals ." Not only has research 

been undertaken to add to our fund of knowledge about criminal 

behavior and society's response, but to ~valuate the effective-

ness of the new techniques and approaches in the programs in 

corrections. 

A considerable amount of cooperation has always been 

extended by institutional administrators to researchers who 

seem to recognize the need for involving social and behavioral 

scientists in applied research and solving problems in correc-

tion. More recently, a more important and practical reason 

for institutional administrators interest in research is their 

concern for enhancing the effectiveness of rehabilitation pro-

grams. Somehow, this defined need has been recognized by 

officials, working professionals, and social and behavioral 

scientists. Sellitz and others have argued that: 

Historically, the scientific enterprise has 
been concerned both with knowledge for its 
Olm sake and with knowledge for what it can 
contribute to practical concerns. l 

The real question is whose concerns have social and 

behavioral scientists served and what is the principle ideo

logical guide for resea.rch in prisons? When we engage in 

research we must concern ourselves with our particular concerns 

and the ideological principle that undergirds the research. 
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The Prison Condition 

To deal adequately "lith the issue of research in prison 

we must first look at the relationship between the needs of the 

state and the prison system. Almost everyone who has visited 

prisons agree that they are probably the worst places in all the 

world for human habitation. Guards have been oppressive and 

repressive and have created certain conditions which forced 

some inmates to carry out atrocities such as beatings and flogg

ings against those inmates who defined their presence in prison 

in political terms, and attempted to organize political action 

against oppressive conditions. Inmates are required to work 

every work. day and the labor is practically free to the state. 

Inmates do not benefit from their labors which bring income 

and profits to the prison system and to the state. The inmates 

did not wear clothes from the cotton they grew, neither did 

they eat any of the fresh vegetables they grew on the prison 

farms. Instead, they ate leftovers and rotten potatoes. No 

money went to the inmates or theil~ families, and very little 

money was spent to improve the living conditions in prison. 

Slave labor, brutal treatment, and inhuman living conditions, 

inadequate medical attention and insufficient dental care, 

characterize the majority if not all of America's prisons. 

These conditions have persisted because the prison system 

serve the same purpose today as it did thirty years ago - that 
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of exploitating the labor of poor and working-class people who 

have been judged by state officials to have violated the 

criminal law for which they have been convicted. 

Prison conditions are the f~nction of the definition of 

inmates as subjects of the state and prison officials as 

agents of the state in terms of the needs of the state and the 

powerless nature of the presence of inmates in the prison system. 

It is within this context that research in prison may be under-

stood and the associated ethical issues discussed. Research by 

social and beltavioral scientists within t.he prisons must take 

as its concern exposing opprassive conditions and th~ material 

and psychological needs served by prisons, and the relationship 

between the prison system and the state. 

Consequently, the aim and major objective of research in 

prison must be to promote the basic ideological principle of 

human liberation. Under the basic concept there are certain 

issues to be addressed in prison research: 

1) Exposing the nature of colonization in 
prison. 

2) Exposing racial practices and policies in 
prison. 

3) Expos~ng the capitalist nature of the 
prison system. 

4) Translating theoretical knowledge into 
methods for change. 

5) Exposing the parasitical relationship 
between the prior subsystems of the 
criminal justice system and the prison system. 
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To provide state and prison officials with information to 

oppress powerless people and the exploitation of prisoners' 

labor is unethical to the basic principle. of freedom. Conse

quently, it is unethical to violate the basic ideological 

principle of human liberation for a system which is oppressive 

against powerless people who are in prison. 

Prior to 1957, so called minorities in the prisons were 

model prisoners who submitted to the power arm of the state 

through prison officials. Since 1957, however, we have wltness

ed the rise of a powerful people I s movement outside of and 

inside the prison fo~ equality, justice, and an end to oppressive 

condition, repressive racial policies and exploitation. The 

liberation movement in the United States and the Third World 

movement in general have influenced events in prisons in 

America. The struggle included young students and other work

ing-class people who attempted to change the way in which the 

society cunducted its business against oppre~sed people and the 

way prisons conduct their business against confined inmates. 

The response of the rulers was to resort to force through the 

use of the police, attorneys, courts, and prisons. Open 

oppression of the most militant individuals characterized the 

earlier sta.ges of the movement, but as more people got involved 

in the struggle, CI.ud the economic situation reached crisis 

proportions for working-class people the prisons became overcrowded 

with blacks, brow'"l1s and other poor people who had become more 
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critical of society and its oppressive apparatus, including the 

criminal justice system. More importantly, many of these new 

breed of inmates had developed a politica~ conscience which 

afforded them an understanding of their presence in prison in 

political terms. Some had even suggested that if oppressed 

people defined their presence and conditions in the American 

society as oppressive, then anything done by such people to 

change those conditions should not be defined as criminal. 

Control of prison inmates became more difficult to 

achieve and the concern for control increased. As the prison 

population increased the prison conditions got worse. Conse

quently, those who were involved on the outside began to 

involve themselves in bringing about change on the inside. 

However, some have come to realize that no real change will 

come to prison conditions if there is no real change in the 

nature and function of the American system of racism and 

capitalism. These systems establish a need relationship bet'tveen 

the police and the state and a need relationship between the 

prison system and the state. These relationships translate 

themselves into repressive action against the oppressed and 

are facilitated by the powerlessness of racially oppressed 

groups in American Government agencies and commissions. These 

agencies have suggested certain liberal and concervative changes; 

courts have issued decrees, and other private organizations and 

individuals have made certain recommendations for change, 
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however, these recommendations, suggestions and decrees have not 

been implemented or complied with. Instead the State through 

its agents - prison officials - have allowed social and behavioral 

scientists to conduct research in prisons which is designed to 

control the behavior of the: politically conscious and active 

prisoners who are defined as "trouble makers." In this sense 

~ocial and behavioral scientists are used by state agents to 

facilitate control of prisoners who are critical of the State, 

prisons and pr:Lson officials and who define their presence in 

prison in political and economic terms. 

Although some researchers would argue that social science 

research has in some sense enhanced a more liberalized climate 

in the American society, oppressed people who have had to 

intensify their struggle for liberation and freedom would argue 

that social science research has been a part of the colonial 

relationship which exist between institutional power and oppres

sive control over the prison population. 

To the'prison population of inmates, in the presence of 

their raising consciousness, social and behavioral scientists 

have begun to look like oth~r agents of the power structure. 

They are perceived to he outsiders who entered the prison 

system to advance personal and institutional goals that are 

defined and determined outside of the interests of the prison 

population of inmates. The "new" consciousness demanded self 

definition, the rejection of officials definition as "criminals" 
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and "trouble makers; II self-determination and the move to 

decolonize research. These moves made it apparent that the 

norms of pure disinterested scientific investigation were in

adequate. Noreover, prison officials recognized that the 

scientist's control over the research enterprise, including all 

the intergroup interaction which he/she sets in motion, is 

supported by the norms of professional autonomy and expertise 

and may be organized to support and enhance institutional 

power and control over prisoners. Within this context, the 

view is held that only the social scientist can define a suit-

able problem for research because he alone knows ~'he theories 

of the field and the methods by which theories are tested. In 

this model of science there is no place for the prison community 

of those stud:!.ed to share in the determination and the outcome 

of research objectives. This stance is unethical and contrary 

to the basic ideological principle of human liberation. The 

life problems and needs of the prison community affect us direct

ly and indirectly and should be the starting point for all prison 

research. Therefore, the traditional gulf between the researcher's 

purposes and the subject's awareness of what the investigator 

and his research inst·c·.~ment is all about can be closed. 

The in-depth interview is used in prison research and "it 

is exPected that the respondent will spill his guts about 

various aspects of his personal life and social or political 

beliefs. The interviewer is supposed to be a neutral recorder 
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----------------____________ ~ _______________________________ , __________ __ 

revealing nothing in return about his own life, f::..elings and 

opinions. 1i2 The attempt to avoid "bias" in the data and its 

intel~retation has also produced certain questions of ethical 

proportions. "The monopoly, domination and control continues 

through the stages of analyzing and publication of the results 

of the studies .,,3 The prisoners unique outlook and specific 

responses are typically lost in the aggregate o.f data which 

are subjected to standardized statistical summaries, ideal 

type classifications, or some other operation. Because social 

and behavioral scientists write for other scholars and "experts," 

those who are studied usually cannot make head or tail of the 

research report toward which their own responses contrib~,lted. 

Whenever there is a markedly unequal exchange between ~~o 

parties and this inequality is supported by a discrepancy in 

socia.1 power, exploitation is manifested. 4 

In social research, subjects give up some of their time, 

energy and trust. In the process they get nothing from the 

transaction. Social scientists get grants and research awards 

which pay part if not all of their salary. Their professional 

status is enchanced and through the publication they are 

advanced in status, income, and rank. 5 The gap is further 

widened between the subjects and the scientists. It is un8thi

c~a1 to exploit the subjected in or out of the prison in this 

mann;.:;.:. Because it is unethical to use oppressed people as 

objects. things, and as means only to our own ends in our 

research projects means that there is need for change. 
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The poor and racially oppressed in prison have been 

promised much from social science, but these groups 'with their 

pragmatic sense and sensitivity to phoneness know before the 

social scientists that no tangible change will be achieved in 

those conditions which oppress them. 

Payoff must come from closing the distance between the 

theoretical and empirical concerns of research activities and 

the life problems and situations of the inmate population, and 

from the organization of power to implement and influence 

6 change. 

Research in the prison, therefore, must begin with the 

idea of building into it specific strategies that might permit 

the social and behavior scientist to transcend the exploitive 

dynamics of the research process. One principle to fo11O\\I is 

to pay the respondents for the time they spend talking with 

researchers or othe1."\vise involved in the research. The 

rooney should be defined as a wage 'for labor-time not a bribe 

for information. 'fhe other principle is that funded research 

on oppressed connnunitie3, including the prison inmate population, 

should include sizeable grants to the prison population and 

their organization for development and the enhancement of their 

programs. 

Another principle is for social and behavioral scientists 

to be honest about the nature and purposes of the research and 

the difference it would make. Because prisons have been a 
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complete failure by most definitions, it must be clear that 

there is dissatisfaction with the way social and behavioral 

scientists have approached research of opp'ressed peop1e 

especially in the prison. We cannot change the total situation 

through research and we should not make such promises. Nonethe

less, every effort must be organized to expose the relationship 

between the state and the criminal justice system, especially 

the prison syst.em of which the inability to realize significant 

liberating changes is a function. 

It is unethical for social and behavioral scientists to 

take sides with those who are defined by inmates as their 

enemies since they see themselves in a life-and-death struggle 

with prison officials and the state. ~']ithin the context of the 

principle of Hberation it is also unethical to create labels 

of inmates that distort or humiliate and place them in insidious 

categorical bags. The principle of human liberation for iIlllltltes 

requires that the gaps between research and action be bridged. 

This means that certain positions must be taken, and the so(!1.al 

and behavioral scientist may also become partisan. Consequently, 

such scientists cannot consider themselves dispassionate research

ers without responsibility for possible misu~ of their res~arch 

findings and recommendations. 
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More Specific Issues 

There is tUn1luil in corrections today concernin.g more 

specific unethical issues 'which are secon4ary to the issues 

of the need relationship between the state and correj~tions. 

Although most of us, :tf not all, experience some degree 

of behavior modification in the process of development and 
, 

decisions as to which behavior would be changed or challenged. I growth, the individual takes the initiative and makes the 

Behavior modification in the prison are activities insti-

tuted by correction officials for the defined purpose of 

changing the so-called "criminal" behavior patterns of those I incarcerated. It is defined so that most of the efforts a:r.e 

focused on repeated offenders and the so-called "trouble 

makers." It must be understood that the first offender is most 

vulnerable to being a repeat offender whether guilty or not, 

and the subjects most subjected to behavior modification 

techniques are the politically active who have defined their 

behavior and presence in the prison in political and economic 

terms. 

Various methods to alter behavior i:n prison fall under 

the broad categories of surgical and psychological techniques. 

Group therapy, drug dosages, reward and punishment conditioning, 

psychosurgery and shock therapy constitute the major approaches. 

These techniques are used in human experimentation programs in 

the pcison to change behavior as well a~ to test new medical 
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techniquc.'Jsi. Pris on officials and the state, through their 

agents, (social and behavioral scientists) have defined the 

involvement of certain inmates as infcl'rme~ consent. That is, 

the prisoners had been given all of the necessary information 

concerning the experimentation before consent is requested. 

However, by definition no informed consent is possible within 

the context of confinement in prison. The very fact that cer-

tain prisoners are defined and selected to be informed about the 

techn'J.ques and programs are develoIled to a1ter the behayiQr patterns 

of prisoners suggest that informed. C01\Sent c:ioes not exist in 

prison and is not possible given tIle nature of coercion in 

prison. 

The essential issue is the ability of t~"e individual to 

exercis,~ the fundamental right of freedom of choice and the 

freedom of man to make decisions which affect her/his own 

body and life. What is unethical is the imposition of the 

will of the state through prison officials and social ,illltl 

behavioral scientists, by manipulating the will of priso'ners 

within the .::ontext of incarceration. To operate in prison in 

this manner violates the ethical principle of integrity and 

makes void the dignity of man especially in prison. 

It is also unethical to use these techniques and proce-

dures for disciplinary or punitive purposes. It is cruel and 

inhuman to practice dehumanizing experimentation in prison by 
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psycho-surgicaJ behavior modification methods. The attempt to 

alter the behavio~ of selected persons in prison cannot solve 

the socio-psychological and political-economic problems which 

are basic to the nature of the society and related to those 

incarcerated. 

Special programs are established in America where those 

defined as "aggressive" by the state through their agents in 

correctional institution, attempt to take short-cuts to the 

problems of crime by victimizing the victims who are exploited, 

oppressed and repressed in a system which places more emphases 

on property rights than human rights. The right to read, have 

visitors, have exercises daily, have certain personl property, 

to take a shower more than once per week are basic and funda

mental constitutional rights. Punishment is implicit in the 

sentence to be imprisoned upon conviction for an accused vio

lation of certain moral v:-.lues upheld by legal princip les. 

Therefore, to use strageties and techniques in the absence of 

informed consent (which is impossible to obtain in the prison 

context), to attempt to alter the behavior of selected prisoners 

is cruel and unethical. 

It is also unethical to force the oppressed and exploited 

to accept responsibility for their behavior in a society that 

has been violent to them; a behavior which has not been defined 

by the legal system as criminal. 
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Most programs in the prison which attempt to alter the 

behavior of prisoners are anti-resocialization and anti-rehabili-

tation because they seem to suggest that l;>ehavior can be changed 

permanently without altering the very nature of the American 

society and the socially developed attitudes of individuals. 

More importantly, is the forc(~ used through these progranls 

of experimentation to facilitate the adjustment of inmates 

to the prison environment which is contrary to the principle 

of human liberation anu the goal of self-respect, self worth, 

independence, and the development of the individual's ability 

to cope with the respon£ibilities of society. Consequently, 

the goal of submission, and the deatruction of initiative is 

cruel and unusual punishment. 

Another question in prison research and experimentation 

is the question of the definition of subjects. In order to 

establish certain tests, or determine sets of relationships 

or correlations, the definition of "uncontrollable aggression" 

is applied to rapists and those who have been convicted for 

murder. Now it must be understood that the tests do not 

. establish causation. If they are organized correctly, the 

researchers can show correlations and relationships regardless 

of how significant. From such, most researchers also talk 

about causation. It is dishonest to talk about causation 

or give the impression that the correlations are the causal 

factors to explain the behavior. Most rape is political since 
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men attempt to gain power and control of the body of women. 

This is why resistance is so essential to a rape and the rapist. 

This behavior is an extention of the behavior in the general 

society where power and control is used against people defined 

as powerless. Most murders by black people are secondary acts 

to robbery, burglary and the like. They are secondary crimes 

to the primary crimes of survival. This is also behavior which 

is an extention of the historical crimes of exploitation, 

oppression, violence and racism, employed by white power elites 

and their agents who talk about these crimes in the history 

books with pride. However, they have not defined them in 

criminal terms, and those against whom the criminal acts were 

perpetuated have never had the power to define them as such or 

to put their definitions into operation. The Janger to the 

oppressed communities is that once their subjects are used as 

guinea pigs to determine whether or not there is a relationship 

beOveen electrical discharges in the brain, and aggressive 

behavior, their communities which lack the power to defend 

themselves, are the natural subjects for the exercise of control. 

For every twelve personality types in prison today, there are 

twenty-four similar personality types in the so-called free 

society. 

It was after the 1967 riots that it was suggested by a 

few white scholars that "psychosurgery might be an appropriate 

way for society to deal with violent-prone dumb young male 
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participants." The riot participants in the Detroit and Harlem 

riots ~ere black. However, the participants in the 1917 East 

St. Louis riots, and those who initiated the Chicago riots were 

white. In fact, we have not since witnessed a riot as destruc

tive to human life and property as the 1917 East St. Louis riot. 

The question is whether or not this procedure (psychosurgery) 

restores the individual to the community? No, its design is to 

make him more manageable in the prison. There is no answer in 

these procedures to the essential principle of human liberation. 

A further question is who would make the decisions if it were 

found that the procedures can restore the individual to the 

community? Clearly, the use of these behavior altering proce

dures within the prison context is evidently for political 

purposes a.nd points out the danger to the American society as 

a whole, 

There is no question in my mind that most scientific 

research in America is politically determined, controlled and 

manipulated in order to repress healthy dissent and legitimate 

disagreement in a society which has used violence to solve its 

problems and only condemn it when others resort to it. 

The American society, because of its very capitalist 

nature to exploit and oppress the powerless, limits achievement 

and advancement in employment, education and politics for this 

group. The prison is a manifestation of the failure of society 

and reflects its inability to address the basic needs of power-

1ess'people who are racially and economically oppressed. 
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Sunnnary Issues 

1. Any technique or procedure that invades the inmates body 
and/or his personality involuntarily within the context 
of imprisonment is unethical and cruel. 

2. The prison system is inherently coercive, consequently, 
it is not possible for an inm~te to freely consent to 
risky procedures to alter his/her behavior. Therefore, 
informed consent is a myth in the context of confinement 
in prison. 

3. To intrude upon the brain through experimentation to alter 
the behavior is unethical because it violates the inmates 
right to privacy. Further, it violates the rights of the 
individual of free speech and impairs the individual's 
power to create and generate ideas. 

4. Psychosurgical and biomedical research on violence to 
pacify, and other experimental techniques whl.ch curtail 
the individuaVsinitiative, independence and freedom of 
thought are repressive and oppressive. 

S. Labeling individuals in the prison as violence-prone and 
aggressive for the purpose of experimental research is 
dishonest, dangerous and serves the same purpose of 
political control as the definitions of militant, 
radical and subversive. 

6. Constitutional liberties are seriously in danger ,.;rhen 
certain behavior modifying techniques are allowed to be 
operative in a closed setting as the prison system where 
these liberties should be protected. 

7. In a custodial setting where coercion is operative, due 
process and voluntary participation is impossible8 
Behavior modifying techniques erode the right to privacy 
and individual dignity and destroys the development of 
self-respect and self-esteem. 

8. Research which does not promote human liberation, inde
pendence and freedom is oppressive, repressive and 
destructive to human growth and the progress of society. 
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FOOTNOTES 

lClaire Sellitz, Marie Jahoda, Morton Deutsch and Stuart 
W. Cook, Research Methods in Social Relations (New York: Holt 
Rinehart and Winston, 1961), p. 4. 

2 
Blauner, Robert and David Wellman. "Taw'ards the Decoloniza

tion of Social Research." in Racial Oppression in America. Harper 
and Row, 1972. 

3Ibid • p. 6. 

4Ibid • p. 7 

5Ibid • p. 8. 

6Ibid • p. 8. 
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PRISONERS AS RESEARCH SUBJECTS 

I. Introduction 

Research activities involving prisoners in the United States are 

primarily of two kinds: 1) non therapeutic research, which is mainly 

the evaluation of new drugs as to safety (and sometimes, by first inducing 

a disease, efficacy). and 2) research involving new approaches to behavioral 

therapy or rehabilitation. The history of the use of prisoners in nonthera-

peutic research, and of the concern about such use, is long. By contrast, 

the use (and the concern regarding the use) of prisoners in innovative 

approaches to therapy and rehabilitation is relatively recent. 

The circumstances under which nontherapeutic biomedical research 

and therapeutic behavioral research are conducted in prisons differ suf-

ficiently that the the two areas should be examined separately. The 

issues raised by the participation of prisoners in nontherapeutic bio-
1 

medical research revolve arotmd the question whether prisoners are 

in an environment which is so restrictive or coercive thai: voluntary cop.-

sent is impossible. The issues raised by participation of prisoners in 

therapeutic bebaviora1 research include not only the question of coercion 

but also the extent to which an individual retains the right to refuse 

treatment for deviant behavior, or to refuse to be rehabilitated, following 

conviction by a court or commitment (as an alternative to criminal penalty) 
[, 

based upon psychopathy, insanity or drug addiction. Articles 

about one kind of research in prisons generally do not express concern 

about the other kind. 
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II. History: Nontherapeutic Biomedical Re~earch in Prisons 

1/ 
The use of prisoners for nontherapeutic research has a long history.-

Ancient Persian kings and the ptolemys of Egypt are said to have employed 

the practice. It is attributed, as well, to Fallopius (in Tuscany, in the 
I 

sixteenth century) and to Queen Caroline (wife of George IV, in eight

eenth century England). At the turn of this century, criminals under sen-

tence of death in the Phillipines were infected with plague (without their 

knoWledge) by Richard P. Strong, who later became Professor of Tropical 

Medicine at Harvard. Colonel Strong used another group of Phillipine con

victs to study beri-beri. reportedly rewarding them with tobacco in return 

for their submitting to a disease which caused paralysis, mental distur-

bance and heart failure. In 1915, Goldberger induced pellagra in twelve 

white Mississippi convicts in an attempt to develop a cure. In this instance, 

formal contracts for subsequent parole were written with the assistance 

of the prisoners' attorneys. In 1934, a program was established at Leaven

worth Prison to assess the abuse potentiality of narcotic analgesics (ana-

logues of morphine, codeine, etc.). These studies are. c,ontinuing at 
" 2/-

the Addiction Research Center in Lexington, Kentucky . .,.... 

During World War II prisoner participation in research increased 

considerably in this country. Hundreds of inmates in Chicago and New 

Jersey prisons volunteered to be infected with malaria to test the 

safety and efficacy of experimental drugs in treating that disease. 

This involvement ~f prisoners in research was considered accep'~ 

table and even praiseworthy, since malaria was a serious threat to 
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our military men during the war, and the reses.rch project afforded 
3/ 

the prisoners an opportunity to contribute to the war effort:- Nathan 

Leopold, who (with Richard Loeb) committed what became known as the 

"crime of the century, " was one of the participants in the malaria project. 

Of that experience, he wrote: 

The coming of the malaria project was probably the most 
stirring and exciting event of my prison term. Here, 
without any question, was a real chance to be useful .... 
The length of the war in the Pacific could be very well 
affected by those who got the answer to malaria first .... 
In some not too farfetched sense our bodies would be the 
battlefield in a not unimportant war . .. . 

TheN,' were some who, I am convinced, went into the 
thing entirely on an idealistic basis. They didn't want the 
money . •. and they had little hope of getting their sen
tences reduced. But they saw a chance to do something 
decent and worthwhile for a change. They were more than 
willing to undergo the necessary discomfort and run the 
neces sary risk. in order to make their tiny contribution 
to humanity. . .. 

4/ 

It was, of course, during the sanle war that the Nazi concentration 

camps became the site of infanlOus medical experimentation, which 

was at issue in the Nuremberg Trials and led to the e:punciation of the 

Nuremburg Code, the archetype of codes for research involving human 

subjects. The German physicians who were accused of pe:rforming brutal 

experiments on nonconsenting inmates of the concentration camp~ tited in 

their defense the studies conducted in this country on prisoners. - The 

first principle of the Nuremburg Code addresses the problem of re-
6/ 

search on unconsenting individuals, - but does not distinguish between 

therapeutic and nontherapeutic research and never states explicitly 
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whether or not prisoners should be considered acceptable subjects 

of biomedical, let alone behavioral, res~arch: 

The voluntary consent of the human subject is abso
lutely essential. This means that the person involved 
should have legal capacity to give consont; should be 
so situated as to be able to exercise free power of 
choice, without the intervention of any element of force, 
fraud, deceit, duress, over-reaching, or other ulte1'ior 
form of constraint or coercion. 

7/ 

The central issue regarding the use of prisoners in nontherapeutic 

research is whether or not they can be considered to be "so situated as 

to be able to exercise free power of choice . •• ". 

In the years following the Nuremburg Trials, a number of countries 

decided that prisoners are not acceptable subjects for certain kinds of 

experimentation. Thus, in 1955, the Public Health Council of the 

Netherlands stated that: 

Experiments 011 children; in institutions for children, old 
people, etc.; on the insane; or on prisoners, which in
volve dangerous risks, inconvenience or pain are not 
approved. 

8/ 

The Draft Code of Ethics on Human Experimentation which was 
I 

f;resented to the World Medical Association in 1961 stated that: 

Persons retained in prisons, penitentiaries, or reforma
tories - being "captive groups" - should not be used as sub
jects of experiment; nor persons incapable of giving consent 
because of age, mental incapacity, or of being in a position 
in which they are incapable of exercising the power of free 
choice. 

9/ 

It is reported that pressure from the United States resulted in deletion 

of this proviSion from the final version of the code vlhich was adopted 
10/ 

in Helsinki in 1964.-
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Renee Fox has described a number of factors which contributed to 

the interest of the United States in continuing its use of prisoners in 
11/ 

nontherapeutic research. - In the decade following the war. clinical 

research came into its own. The United States enthusiastically supported 

biomedical research through government and private grants. and the 

establishment of prestigious university positions. in a manner which 

wa.s apparently unique to this country. We were committed heavily (both 

emotionally and financially) to clinical research. In 1953. the Nation.al 

Institutes of Health (which was already supporting research through grants 

and contracts) opened its 500 bed Clinical Center hospital. which Fox 

called rra colossal version of the growing number of research wards 
12/ 

specifically designed to carry out studies in American hospitals. rr-

Prison research was also endorsed during this period. Governor Green 

of Illinois convened a committee to study the ethical issues surrounding 

the participation of prisoners in projects such as the malaria study. 

In 1948 that committee reported that: 

Since one of the purposes of the parole system is refor
mative. the reformative value of serving as a subject in a 
medical experiment should be considered. Serving as a 
subject in a medical experiment :l.T;l obviously an act of good 
conduct. if frequently unpleasant and occasionally hazardous. 
and demonstrates a type of social consciousness of high or
der when performed primarily as a service to society. 

13/ 

In like manner. the Deputy Commissioner of Institutions and Agencies 

of New Jersey said. of the prisoners who had participated in research 

during the war. that: 
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All prisoners who had participated in medical experiments 
were given certificates of merit, copies of which were put 
into their records and called to the special attention of 
the Court of Pardons or the Board of Managers when parole 
was under consideration. Apparently no definite policy was 
ever formulated, and the participation in a medical experi
ment was considered only as one favorable factor in the 
whole case. 

14/ 

In 1949, after a prisoner from an Iowa penitentiary was enlisted by 

chance as a subject for their metabolic research ward, two inves-

tigators set up a formal arrangement with the Iowa state board of 

control to provide inmates on a r~gular basis for their research. 

When a state attorney general questioned the legality of their arrange

ment, they suspended operation for two years while the,i obtained enact

ment of legislation specifically permitting inmateEl to participate in 
15/ 

medical research at the University Hospita1s.- They report, in 

retrospect, that: 

We feel that the use of prison volunteers for medical 
research is justified and highly desirable for the investi
gator, for the subjects, and for society. 

16/ 

Prisoner participation in research appeared to be such a salutary 

experience that the American Medical Association's House of Delegates 

passed a resolution in 1952 expressing its disapproval "of the participation 

in scientific experiments of persons convicted of murder, rape, arson, 
17/ 

kidnapping, treason or other heinous crimes .... ,,- The concern was 

that such prisoners might receive a pardon or parole through their par

ticipation in research, and they were deemed to be unworthy of such 

consideration. 
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Impetus was also provided by the Kefauver-Harris amendments 

to the Food and Drug Act in 1962, which established additional require

ments for testing the safety ,and efficacy of all drugs to be sold in interstate 

commerce. Phase I of such testing involves evaluation of the safety of 

new drugs in normal volunteers. The Deputy Director of the FDA's Bureau 

of Drugs has been quoted as saying that IIvirtUally all" of Phase I tests 
18/ 

involve prisoners. - (Prisoners may also participate in Phase II 

tests, by submitting to a disease in ord.er to test the effectiveness of 

a new drug in combatting the illness, as in the malaria studies of the 

1940' s). The business arrangements between large pharmaceutical manu-

facturers, individual investigators, and state prisons have been described 
19/ 

in detail by Jessica Mitford. - She suggests that biomedical research 

in prisons is a big business, precipitated in large part by the require-

ments of the Food and Drug Administration and perpetuated by the economic 

self-interest of the drug firms, the investigators, the prison authorities, 

and the inmates, themselves. 

The use of prisoners in research in this country was first seriously 

challenged by several articles in the anthology edited by Irving Ladimer 

and Roger W. Newman for the Law-Medicine Research Institute of 
20/ 

Boston University. in 1963. - Next came the classic "expos~" 

(Human Guinea Pigs) by H. M. Pappworth, in 1967, cateloging ques-

tionable research activities. Hans Jonas and Louis Lasagna critically 

examined the problem in the Daedalus special issue on human experi-

mentation in the Spring of 1969. In January, 1970, the New York 

Academy of Sciences published the p:t:';)cedings of a conference on legal 
21/ 

and ethical concepts in human research, chaired by Irving Ladimer.-
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In all of these, the arguments for and against research in prisons may 

be found. The conference published by the N. Y. Academy of Sciences, 
22/ 

however, was supported largely by four major drug firms,- which may 

explain the preponderance of articles in that symposium which support 

the participation of prisoners in drug research. Nevertheless, included 

among the articles is a classic in the field by John Arnold and others, 

which identifies the important factors contributing to prisoners' decisions 
23/ 

to participate in research. -

In. History: Therapeutic Behavioral Research in P~isons 

... [I]n the Future, when the Courts convict a prisoner, ... he may 
have to undergo a course of treatment varied according to his 
special need, which may, or may not, be painful in its operation . 
. . . They will inflict no moment of unnecessary suffering; if they have 
to give any pain, there will be purpose in it, and a friendly purpose. 
(G. Ives, A History of Penal Methods, 266,335 (1914).] 

24/ 

I:p the late 19th century, the theory of retribution or punishment for 

criminal deeds was replaced by theories of rehabilitation. The original 

rehabilitation concept was that isolation from the temptations of the com-

munity, and subjection to a highly disciplined existence, would themselves 
25/ 

transform the criminal into a well-behaved citizen. - Later, fixed 

sentences based upon the nature of the crime gave way to a system 

of flexible sentencing which adjusted the "treatmentll to the physical, 

mental, or social shortcomings of the offl~nder. The idea of a conditional 

and therapeutic sentence was described by Ferri, in 1917: 
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The application of a conditional sentence •.• is a wise concession to 
practical utility, being in perfect theoretical accord with the doc
trines of anthropology and of criminal sociology ..• As the sick person 
is kept in the hospital just as long a time as is necessary for his cure, 
and the insane patient remains in the asylum all of his life unless 
cured and leaves it when he is cured, so it should be with the 
delinquent •••• 

26/ 

The theory of curing the offender was applied ,in this country, by 

creating a class of "defective delinquents". The first legislation was passed 

by Massachusetts in 1911, followed in the next three decades by similar 
27/ 

legislation in over half the states and the District of Columbia. - Such 

legislation provides for the ina.efinite commitment of persons either accused 

or convicted of criminal acts, so that treatment may be provided and 

they may be released, when cured. These statutes apply generally to sexual 

offenders and habitual miscreants, or both. Maryland's law, for example, 

is ai.n1ed at the individual who "evidences a propensity toward criminal 

activity and who is found to have either such intellectual deficiency or 
28/ 

emotional unbalance so as to require. .• confinement and treatment. ,,-

The states differ as to whether indiYiduals may be committed before or 

after conviction, and as to whether they still may be convicted and imprisoned 

even following their release from treatment. Psychopaths are not generally 
29/ 

consid~red "insane" nor are they acquitted on the basis of their defects. -

The relevance to research of legislation based upon the concept of 
30/ 

rehabilitation is first, that the concept itself is uncerta:in, - and second, that 

it pro'lrides the framework for applying new and unproven approaches to 

treatnlent. 

Throughout the first half of this century, it was widely thought that be

havioral scientists could explain, diagnose, and treat the criminal offender. 
31/ 

Psychiatrists became actively involved in the correctional programs - at the 
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same time that psychiatry, as a profession, was doubling its membership 
32/ 

every ten years. - Psychologists, having mastered the art of behavioral 

testing and classification for the military during World War I, applied their 
33/ 

techniques to civil prisoners, following the war.- In 1909, a psychologist 

(William Healy) had founded the Juvenile Psychopathic Institute in Chicago, 

a clinic which gave advice to the new Juvenile Court and offered therapy 
34/ 

to youngsters under it~ jurisdiction.-

In the 1950' sand 60' s, behavioral scientists interested in criminology 

organized formally. The American Association of Correctional Psychologists 

(now, 300 members) hegan i.n 1951. and published the Journal of Correctional 

Psychology (now, C:drrLtn.:al Justice and Behavior) three years later. In 1968, 

two more societies were formed: the American Psychology and Law Society, 

and the International Acad.emy of Forensic Psychology. A year later, the 

American Academy of Psychiatry and the Law (350 members) was founded. 

Courts and legislatures were impressed by the promise of the behavioral 

sciences. Legislatures repealed fixed sentences and gave the courts wide 

discretion to base sentences upon detailed personal information. ParolE: boards 

were given similar discretionary powers to release a convict upon demon

stration of rehabilitation. Probation was another alternative made available 
35/ 

to, and utilized by, the courts.- It was assumed that the practitioners 

knew what they were doing. As one noted jurist optimistically observed: 

The criminal law cannot fulfill its function 9.S a social tool if it 
continues to i,gnore the complexity of causation .... Though there 
are great gaps in our knowledge about the causation of behavior. 
this does not mean that we have no such knowledge from psychiatry, 
sociology. anthropology, physiology and other disciplines. We are 
not morally justified in ignoring what we know. . 

36/ 

Eight years later, that same judge noted that "our entire correctional 

"0BS is a shambles, " and chastised correctional psychologists for failing 
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to realize their limitations. Noting that mc;:>st c7cime in this country is 
1 

committed by individuals "at the ~ottom of society's barrel, " he said: 

I fear that we may be trying tlb rehabilitate these offenders 'With 
techniques that can work, if #t all, only on the middle class. Poor, 
black offenders are not necelssarily sick. They may simply be re
sponding to an environment 1;hat has impoverished them, humiliated 
them and embittered them .... Have we, perhaps, been focusing our 
attention on the wrong part of the problem the offender and his mental 
condition instead of the conditions which produce him? 

37/ 

IV. Other Kinds of Research In.volving Prison,ers. 

Although nontherapeutic biomedical research and therapeutic behavioral 

research are the most publicized (and cause the most controversy and con

cern), other research is being conducted in prisons. Most of the projects 

may be characterized as nontherapeutic behavioral research. They include, 

for example, studies of the factors contributing to criminal behavior (such 

as cytogenetic anomalies or socio-economic and psychological stress), 

comparison of effectiveness of various rehabilitative programs in reducing 

recidivism, psychological assessment of crim:inals as compared 'With non

criminal counterparts, tracking the outcome of judgments concerning 

"dangerousness", and evaluating standards for determining competency to 

stand trial. In addition, NIMH has been directed by Congress to study the 
38/ 

factors contributing to homosexual rape in prisons. -

Therapeutic biomedical research is also conducted in prisons. Examples 

are studies to reduce the spread of infections :in crowded environments, or 

to develop new methods of treating drug addiction. Other research may :in

volve investigations to increase understanding of the nature and causes of 

narcotic or alcohol addiction. (These studies mayor may not be therapeutic.) 

Therapeutic biomedical research has not been the focus of public concern, 

however j compared to nontherapeutic biomedical research programs or 

experimental programs for treatment or rehabilitation. 
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v. Issues: Nontherapeutic Biomedical Research in Prison~ 

As indicated earlier, the central question concerning the partici-

pation of prisoners in nontherapeutic research is whether or not they 

are so situated as to be able to volunteer, or whether the nature 

of a prison is such that free choice is impossible. Much has been 

written on this subject, and the issue does not simply positition 

the ethicists against the scientists. Rather. reasonable people from 

various disciplines see the same conditions differently. 

Hans Jonas believes that those who are poorer in knowledge, 

motivation, and freedom of decision (the "captive" in various senses) 

should be the last candidates for research. This, he explains, is the 
39/ 

opposite of a standard of availability.- On the other hand, Pa.ul 

---------..-

R.amsey has written that it is possible to arrange matters so that prisoners 
401 

"may be as free in volunteering as persons in normal life. fr- Agreeing 

that there are circumstances in which their participation may be un-

accepiable (for example, wnen prison authorities are corrupt), he still 

concludes that with proper precautions, "since we have deprived a 

prisoner of a large number of his consents, we should yield to his 
41/ 

consent to do good if it is an lmderstanding. voluntary consent." -

Similarly, Paul Freund has written: 

The basic standard ought to be that [the prisoners'] will should 
not be overborne either by threats of punishment or by promises 
of reward. Within those limits, although some investigators rule 
out prisoners as subjects, there seems to be no good reason for 
depriving this group of the satisfactions of participation on an 
informed basis, satisfactions that to them are often great, indeed, 
bolstering their self-esteem and furnishing links to the general 
community and its values. 

42/ 
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Others see the prison settirlg itself as so coercive and dehumanizing 

that the promise of better food, more comfortable quarters, additional 

contact with outsiders, and relief from the boredom (and fear) of the 

cell block all constitute coercion. This is said to be true even if no 

reduction in sentence is promised, and even if the payment for parti

cipation is comparable to that of other jobs in the same facility. 

In a study of why prisoners volunteer to participate in research, 

John Arnold and his colleagues found that over 50% of the prisoners 

volunteered, at least in part, out of a desire for better living conditions. 
0.-' 

Moreover, many of them were "loners", and sought membership in 
437 

"the only group that would take them - the research project. ,,- Altruism 

and patriotism have also been cited by prisoners as motivating factors. 

In addition, the relative security of the research ward has been cited, 

but on the other hand, the research (at least in the perception of the 

.inmate) seemed to offer the status and personal satisfaction associated 

with risk-taking. Finally, it appeared that money had great appeal, 

for paying legal fees, supporting families, purchasing items at the 
44/ 

canteen or for savings to use after discharge.-

J ef)sica Mitford has described in detail the business arrangements 

through which, she says, the pharmaceutical manufacturers and the 

phYSicians profit from the use of prisoners in research. She claims 

that even when paying rates which are greatly disproportionate 

to other pay available in the prison ($30 per month as against $2 to 

$10 per month), the drug firms are paying a prisoner roughly one tenth of 

the compensation which would be required on the outside (although this is 
1\ 
:).L~, 

true of all prison jobs). Mitford says that through their~~bntracts with 
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drug companies doctors conducting research in prisons may gross 

$300,000 per year, and participating physicians may double or triple 
45/ 

their regular incomes. -

A complicating factor in the prison setting is the hope for early 

release or parole resulting from participation in research. As 

already noted, some research projects have incorporated this 

possibility in their negotiations ,vith the prisoners. In other projects, 

even when reduction of sentence is explicitly not a consideration, the 

prisoners apparently continue to hope that it may be. Thus. as Leopold 

has written: 

There was no assurance whatever that volunteers would be rewarded 
by having their time cut. Of that fact each group was solemnly 
and emphatically reminded before they were allowed to sign their 
contracts. But the possibility did exist that there would be time 
cuts. And that was a chance I could not afford to miss. .. I had 
some reason to hope that public opinion in my r'S!gard might be 
softened to some degree ... 

46/ 

Perhaps this hope is sustained by the ambiguity reflected by Hodges 

and Bean (two investigators): 

... for their participation in research activities [prisoners] 
receive no reduction of their sentence nor any favoritism regar
ding paroles. We do, however. send a letter to the warden at the 
termination of each experiment expressing our appreciation for 
the inmate's participation in the study. It is possible that this 
letter in the prisoner's file may favorably influence the parole board. 

47/ 

Striking the proper balance may be difficult. On the one hand. 

prisoners should not be offered so much (either in the form of payor 

through favorable co:nsideration) that the offer itself constitutes undue 

inducement. On the other hand. not to compensate p1'isone;rs for di.scomfort 
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and risk is to take advantage of their captive state and availability; it 

is to capitalize on the factors of deprivation which might make the 

induction of illness, for example, appear to be an improvement over 

the prevailing conditions of the cell block. 

An additional problem is that of the freedom to withdraw 

without prejudice. This is an integral aspect of informed consent. 

for consent is a continuing process. The right of withdrawal may 

be difficult to exercise in a prison setting, however, particularly in those 

facilities which limit access to the outside. If telephone calls are 

difficult or impossible to make, and if outgoing mail is censored, 

( 
" 

then a complaint to an advocate, or an appeal for help, may be unachievable. 

In addition, the purpose otthe communication may be frustrated if the 
..... 48/ 

reply ne~'er reaches the prisoner because it is "Refused by the Censor".-

Some research involving prisoners nlay be counter-therapeutic. If 

prisoners who have a documented history of drug addiction are offered 

money to leave prison and enlist in a program where they will be given 

narcotic drugs over a period of a year or so, this conflicts with, 

detoxification. To the extent that research in drug addiction utilizes 

anyone to test the addictive potential of drugs, this should be con-

sidered cOUllter-therapeutic if the participants are drug-free when 

enlisted. Even the testing of drug antagonists is counter-therapeutic 

if narcotic drugs must first be administered to a detoxified inmate in 

order to evaluate the efficacy of the antagonist. 

A current operations manual of the Addiction Research Center 

in Lexington, Kentucky refer s to the II statutory responsibilities II under 

the Narcotics Manufacturing Act of 1960 (now incorporated in P. L. 

93 -351) for the Secretary, DHEW, to identify the drug abuse potential 
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of strong analgesics. The manual describes the procedures for induction 

of prisoners (who must have a history of two or three treatments for 

drug abuse to qualify) in tests of this sort. If a prisoner is oyer 25, 

in good health, with "no major psychiatric disorders in and above sociopathic 

or neurotic personality, " and with at least 18 months of a sentence left 

to serve, he may qualify for unrestric,ted participation. Unrestricted 

participation, according to a 1968 memorandum of understanding with 

NIMH, "means that the subject can participate in any experiment involving 

narcotic analgesics, sedative-hypnotics, marijuana, cocai!ne. alcohol, 
49/ 

or psychotomimetic agents as well as other centrally acting drugs. 11-

For such participation, the prisoner will receive both good time and 

cash awards "commensurate with awards given to comparable prisoners 
50/ 

by the Bureau of Prisons. ,,- Although there is some indication that 

involvement of prisoners in tests of this sort is being phased out 

at Lexington, the testimony of HEW officials at a recent congressional 

hearing endorsed the participation of prisoners in studies to determine 

the addictive potentiality of new narcotic analgesics, saying: "there is 
51/ 

no alternative way this information can be obtained at this time. 11-

An additional complication is that prisoners are not always adults. 

nor are they always free of mental disabilities. In fact, according 

to a survey conducted in the mid 1960' s, approximately 9.50/0 of the 

individuals in all correctional institutions in this country (except local 

jails and workhouses) had 1. Q.' s below 70. The actual number of retarded 

individuals (based on the total prison population at that time) would 
52/ 

have been 20, 000. - Similarly, 1. 6 % of the surveyed population had 

I. Q. I S below 55, which would indicate a total number of approximately 

3,300 moderately to severely retarded inmates. (The range of I. Q. 
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scores reported for 90,477 inmates was from 17 to 145.) The first 

critical issue identified by the NIMH report for which the survey was' 

undertaken is "the lack of awareness of the complex legal, sociologica.l 
53/ 

and psychological problems of the mentally retarded offender. ,,- This 

factor must be kept in mind when considering the conlpetence of prisoners _ 

to consent to pl:l.rticipation :in res~al:,clil. 

VI. Alternative Solutions 

There are two alternatives to the present use of prisoners in non-

therapeutic biomedical research: 1) to control the practice more vigorously 

and uniformly through careful regulations and monitoring; or 2) to pro

hibit the practice through legislation or administrative policy. 

A. Restricting and Regulating Research :in Prisons 

In November 1973, the Department of H~alth, Education and Welfare 

proposed the first alternative, i. e., striltt supervision of prison research 

I 

through a combination of additional :roonitoring by IRB's and c1oS~~ super-
54/ ~ 

vision by Protection Committees.- Mechanisms to ensure co~hparability 
II 

of pay, access to members of the Protection Committee, and prjptection of 
,( 

the right to withdraw without prejudice were to be reviewed and approved -:J 

as part of the grant or IND application. In addition, \'prisons were to be 

accredited for research purposes on the basis of the generalUving;5::on-

dition? ~ opportunities for other employment. and standards of medical care 
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. available in the facility. The Department also proposed to apply the 

regulations to research conducted pursuant to FDA regulatory require,:" 

ments in addition to research conducted or supported by DHEW. The latter 

two provisions were omitted from a subsequent DHEW proposal (August 23, 

1974). 

At least two states have attempted to implement some DHEW controls. 

The state of Washington wrote the Department that it had established an IRB 

which was constituted according to DHEW requirements and was charged 

with determining the appropriateness of all research proposals involving 

prisoners. It is noteworthy that the end result was an unofficial moratorium 

on prison research in that state, inasmuch as the IRB has not been able to 

approve any applications for research in prisons because of a failure to 
55/ 

resolve the ethical problems.-

Connecticut adopted the November 1973 proposals in full and wrote, a 

year later, that "typically about 24 studies are cleared by the system in a 

year and it is not unusual to have five or more studies in process at one time 
56/ 

in our largest facility. 11- Another year has gone by, and it now appears that 

no research is being conducted in the Connecticut correctional facilities, 
57/ 

although the mechanism still exists.- The Pharmaceutical Manufacturers 

Association has endorsed review mechanisms and standards similar to those 

proposed by HEW in November 1973. including on-site review by an institu-
58/ 

tiona1 review committee and prisoner representation on that committee. -

B. Prohibiting Resea.?ch in Prisons 

It has been claimed that the only way to dE;monstrate the safety and effi

cacy of new drugs is to test them on prisoners. It has further been claimed 

that to prohibit such testing :in prisoners would be to introduce unsafe drugs 

il"1.to clinical practice or to discourage the development of n'ew drugs. 
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It is sometimes suggested, in addition, that prisoners should not be deprived 

of the right to earn money, contribute to society, and have some contacts 

with the outside. through participation in biomedical research. Finally. 

it is claimed that prohibiting research on prisoners in this country would 

drive research overseas. 'These arguments will be examined l.t"'l turn. 

The Question of Safety 

At an interdisciplinary conference on the regulation of new drugs held 

in December 1972, many comparisons were made between the British system 
59/ 

and our own.- The primary purpose of drug testing in Britain is to establish 

safety; it is assumed that a determination of efficacy will emerge through 

scientific literature and debate after a drug is introduced into clinical 
60/ 

practice. - In fact, the British require that all adverse reactions be 

reported by phYSicians to a special branch of the safety of drugs committee; 

and it was this system of reporting that picked up the blood -clotting effects 
61/ .. 

of oral contraceptives.- The British also test for addictive properties 

(without using prisoners for that purpose) and until very recently, "the 

incidence of addiction to potent narcotics in Britain was so rare as to be a 
62/ 

matter of almost incredulous envy in other parts of the world. ,,-

Most of the participants in the conference agreed that the British system, 

by all evi.dence, was as safe as ours and required much less time for the 
63/ 

introduction of new drugs.- In fact, Sam Peltzman, an economist, 

calculated that the FDA would have to catch a hazardous drug like 

Thalidomide luore than once each year in order to offset the direct 

cost (in lives) of a two-year delay imposed 01'1 a once-perdecade 
64/ 

innovation such as TB drugs. - In addition, James L. Goddard 

(then Commissioner of FDA) estimated in 1968 that 1...'11 a five year 

period, 1. 4 million people :in this country (300 .. 000 each year) will 
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65/ 
be involved in the testing of drugs which never reach the market.-

These reasons have prompted a number of people to suggest that the United 

States revise its system of drug evaluation to approximate that of the British, 

that we shorten considerably the amount of testing required prior to the intro-

duction of drugs into clinical practice, and have strict requirements for moni-
66/ 

toring and reporting adverse reactions after a drug is in general use.- As 

Lasagna observes, controlled clinical trials give no indication of how a drug 

will affect sick people, or how it will interact with other drugs such as cold 

pills. contraceptives and similar medications which people take as a matter 
67/ 

of course in this country. -

Alternative Populations 

On the other hand, the Thalidomide incident was a close call. and there 

is a consumers' movement in this country which is pushing for better scrutiny 

of drugs. both for safety and for efficacy. It appears that such scrutiny may 

be possible without the participation of prisoners in research, by utilizing 

alternative populations. The idea is not new. In World War II. conscientious 

objectors fulfilled their service obligations by participating in research 

programs in the Public Health Service. At one time it was estimated that 

"4000 Quakers. Mennonites. members of the Assemblies of God and Church of 
68/ 

the Brethren, or other pacifist sects ... choose this course each year. "-

It would be hard to characterize participation under the Selective 

Service Act as volunteering; but individuals not subject to the draft have 

also participated as a means of fulfilling the public service obligations 

of their sect. The National Institutes of Health Clinical Center has, since 

its beginning, had a permanent corps of normal volunteers drawn from these 

religious sects. The government may actually contract with a university or 

other organization to enlist volunteers. and then to arrange for their 
69/ 

transportation to Bethesda and nominal compensation. A 
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" large proportion of the volunteers at the Clinical Cerlt~r are students, 

especially during the summer months. They may spend\ several months in 

the hospita.l participating in studies of normal behavior and physiology 

(pel'ception, sleep, metabolism, circulation, etc.) and the development 

of new instruments for monitoring body functions, as well as some 

testing of new drugs. These studies may require 24-hour blood pressure 

measurements, special diets. monitoring blood or urine, recording EEG's 

during c;;leep. and the like. Often arrangements are made for the volunteer 

students to work with scientists in career development programs during 

their free time. Thus, they may acquire experience in basic laboratory 

sciences, computer programming. medical arts, public information, 

photography, or library science. Volunteers are provided with room 

and board, laundry service, entertainment, television sets and modest 

stipends in addition to the experience and education gained from their 

participation. Currently, nor:rnal volunteers comprise nearly 15 per 

cent of the new admissions to the Clinical Center. A similar program 

is conducted, on a smaller scale, at an NIH metabolic research 
70/ 

facility in Phoenix, Arizona.-

Others have tried using alternate populations with similar success. 

The University of Maryland, under a contract with the National Institute 

of Allergy and Infectious Diseases. is testing strains of respirator:- I 
viruses and microorganisms for possible use in vaccines. using no~ ~ 

~ y 
volunteers. They are paid $20 a day for their participation in the study,".:=-;/' 

which may last from 15 and 30 days. During this time, they are confined 

to an isolation ward, but am.ple provision is made for their comfort and . 
recreation. It is interesting to note that in one group of 15 subjects (most 

in their mid or early 20' s, only two over 30), a majority of the men had 
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been arrested and most of those had served prison sentences, some for 

resisting the draft. Several of the subjects were high school dropouts; 
71/ 

three had college degrees. -

John Arnold. fohiJ.er dh"'6ctor of the Trw-uaIl Research LaboratOl"Y 

in Missouri. who conducted malaria research (with prisoners as 

subjects) for 27 years. is now advocating and using normal volunteers 

as an alternative population. In 1974. he used 200 such subjects in both 

metabolic and drug studies. They are paid the local minimum wage 
72/ 

and learn to negotiate their contracts with sklll.- In recent testimony 

before a House Subcommittee. Arnold said: 

The prediction that alternate populations were not available has 
been wrong ..•. We no longer need to propose that important pro
grams be dismantled if we discontinue use of prison volunteers. 

73/ 

In addition. he suggested that the use of alternative populations would. in 

fact. be an improvement since their commitment to research is stronger. 

the quality of their consent is better. there are fewer problems with con

traband drugs. the research staff is better (in prisons. inmates often serve 

as staff), and the subjects are less dependent upon the investigator (which 

means that the option to withdraw is more realistic). He added that it is 

easier to develop systems for follow-up care and compensation for these 

populations" and the research is more open to public inspection. Arnold 

estimated that changing to alternative populations will increase the cost 

of new drug development by only 1%. while improving the credibility of 
74/ 

clinical research as well as its product. -

Prisoners' Rights 

A number of states have already prohibited the use of prisoners 

in research. At last count. one state (Oregon) prohibits the partici

pation of prisoners in biomedical research by state legislation. Seven 

other states and the District of Columbia have written regulations or 
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departmental policy prohibiting such research. One state (nlinois) has 

declared an official moratorium. Of the 20 states which specifically permit 

it.. July Beven (a.nd the ~-euera.1 Bti.:reau of Prisons) seem to be conducting 

such research at this time. No research is currently being conducted 
75/ 

in states which have no written policy or regulation. -, 
76/ 

Prisoners have protested such bansj- but whether or not prisoners 

have a right to participate in research, or an interest in doing so which 

must be protected, is a matter yet to be resolved. 

It is clear that at least some prisoners perceive participation in re-

search to be an infringement of their constitutional rights. In a class 

action suit brought against officials of the state of Maryland, DHEW. 

and the Department of Defense, prisoners at the correctional facility at 

Jessup have challenged the validity of consent given under the conditions 

of deprivation which exist there. In addition, they charge that prisoners 

who are not participating :in studies of infectious diseases are infected 

by those who are, because of the crowded conditions in the prison and 

the fact that the subjects of research are not isolated from the others. 

They conlplain also about the absence of follow-up care, and charge 

(; 

that in at least one instance. a former prisoner was unable to obtain treat-

ment for recurrent malaria (with which he was infected as part of the re

search project) and as a consequence, incurred large debts for treatment 

which he had to obtain on his own. The petitioners request" in~r alia, 

a declaratory judgment I1that the use of prisoners in nontherapeutic bio

medical experimentation of this type is unconstitutional per se, because 

of the impossibility of truly voluntary consent and because confronting' 

prisoners with such a choice is cruel and 'unusual punishment and subjects 
77/ 

them to involuntary servitude. u-
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A second case which is pending in New York charges the Federal 

gQyernment with negligence. pnd charges individual doctors with negligence, 

malpractice, and misrepresentation. The plaintiff states that while he 

was a federal prisoner, he participated in research sp')llsored by NIMH 

at the Addiction Research Center in Lexington, Kentucky. The research 

involved a study to determine the effectiveness of a drug thought to pre

vent the euphoric and dependency effects of narcotic drugs. The plaintiff 

claims that he suffered a heart attack as a direct result of having re-

ceived an injection of the experimental drug, and that whereas the doctors 

knew the drug was dangerous. they told him that the dosage involved was 

too small to cause harm. The U. S. District Court dismissed the case on 

several technical grounds, including a finding that the plaintiff had no 

real cause of action. The Appellate Court reversed that decision, saying 

that the complaints Ilalleged a callous disregard for the safety of human 

subjects in medical experimentation, a problem which has drawn increas

ing public and governmental attentiontr. Referring to the creation of the 

National Commission for the Protection of Human Subject of Bioemdical 

and Behavioral Research, and the legislative history of the charges to that 

Commission, the court held that Ilin view of these expressions of public 

policy. a court should not be quick to dismiss on pleading technicalities 

an action involving experimentation on humans. II The Appellate Court 

therefore reversed the decision of the District Court with directions 
78/ 

that the case be heard.-

16-24 



Shifting Drug Research Overseas 

Prohibiting research on prisoners might deflect drug researqll Qye:r~ 

seas, but it appears that it would only cause an increase- over a considerable 
79/ 

amount which is already being conducted abroad.- Furthermore, it is 

unclear why, or even whether, this would be disadvantageous in and of itself 

with respect to protecting human subjects. It cannot be that the result 

would be to involve prisoners overseas in research, for none of the 
80/ 

J~uropean countries seem to allow it; - and it is yet to be demonstrated 

that research conducted overseas is either less reliable or conducted 

less ethically than research conducted in this country. It should be 

possible to control for all such contingencies by rigorous standards 

governing all research submitted to FDA, whether it is conducted in 

the United States or abroad. 

The real problems with an increase in overseas resear~h may be 

peripheral. For example, to what extent would it be ethical to shift the 

risks to subjects in other countries, when the benefits W9".lld be distributed 

in the United States? Or, to what extent is it ethical to conduct reseaI'ch 

abroad simply because it may cost less to do so? Would we not, in that 

case, be tak:L:"1g advantage of people living in the economically depressed 

countries? These are questions of policy which should be kept in mind 

when considering the possible effects of a limitation or prohibition of such 

research in this country. 
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I VII. Issues: Therapeutic Behavioral Research 

Perhaps the earliest II experimentlf in behavior modification in prisons 

was an attempt mandated by the New York legislature in 1821, to test the 
81/ 

effectiveness of total isolation. - Eighty prisoners were placed in solitude; 

and the results were less than successful. Before a year had elapsed, five 

men died, at least one went insane, and so many became depressed that 

the Governor pardoned twenty-six, and permitted the rest to leave the pro

ject. As to the rehabilitative effects, the warden reported "not one instance 
82/ 

of reformation'1. - Severity and ineffectiveness are still major issues. 

·'·:'3etween 1950 and 1960, disillusionment with standard rehabilitative 

methods and the emergence of procedures to alter the behavior of individuals 
83/ 

through methods based on theories of learning coalesced. - The appli-

cation of these procedures in the correctional system raises a num~dr 

of questions concerning: 1) the rights of prisoners to refuse to participate, 

and 2) the appropriateness and effectiveness of such programs in a prison 

setting. Central to the consideration of the rights of prisoners in programs 

designed to modify their behavior are questions regarding the purpose of 

incarceration, the severity of the techniques involved in the program, and 

the extent to which the program. is experimental. 

Criminologists list four possible reasons for imprisonment: punishment. 

the protection of society, deterence, and rehabilitation. As noted earlier, 

the stated purpose of the "correctional" system :in this country, since 1900, 

has been rehabili.tation; and the introduction of programs designed to alter 

behavior is consistent with that purpose. Probems arise, however, when 

the design includes either the application of organic therapy (such as surgery, 

electric or chemical shock, psychotropic drugs, or drugs to :induce extreme 
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discomfort) or the deprivation of basic amenities. 

Concern about this prcblemis not confined to anyone profession. 

Ralph Schwitzgebel, a lawyer, has written: 

... (T ]herapists should not be permitted to do under the label of 
treatment or behavior modification that which cannot also be done 
under the label of discipline. Ultimately, the justification of dis
cipline or behavior modification is the safety of the community and 
not a supposed benefit to the offender. ;. . 

84/ 

This concern is reiterated by David Rothman ( an historian) who writes: 

... [A] willingness to accept the promise to do good as the equiva
lent of the ability to do good is certain to legitimate a network of 
intervention schemes which would otherwise be suspect .•• : [W]e 
cannot debate preventive detention if it calls itself rehabilitation. 
And if we are incarcerating people for treatment purposes, then 
let us measure the effectiveness of the treatment .••. 

85/ 

Similarly. Gerald Klerman (a psychiatrist) has taken correctional psycho

logists to task for redefining basic rights as privileges which may be wfth-
86/ 

drawn in order to serve as incentives in a behavior modification program;- ,I 

and a professor of law and ethics, Benjamin Freedm.an, suggests: 

... [T]here are certain basic freedoms and rights which we -
possess which entitle us (moralljY) to certain things (or states 

of affairs) ..•. When the "reward' is such as only to give us the 
necessary rights and freedoms - when all the reward does is 
bring us up to a level of living to which we are entitled, and of 
which we have been deprived by man - then the "reward," I think, 
constitutes duress. 

87/ 

A more dramatic approach was taken by a research, psychologist cataloguing 

instances of "Psychiatric Violence Against Prisoners: When Thel"apy is 
88/ 

Punishment" ",-

On the other hand, a number of' writers suggest that a convicted felon, 

at least, has no standing to refuse to be rehabilitated. Two sociologists i: 

ask: "How can we justify asking a man to consent to behavior mqdification 

when he is not asked to consent to all the prison brutality to which he is 



, 

89/ 
subjected when imprisoned ?!! = They distingui$h between therapy as 

part of the criminal justice system and therapy as a health service: 

We cannot use the crimina11a w to enforce therapy for health and 
welfare purposes, but we can use the law to prevent ha.rm to others 
and to prevent crimes. Treatment can be a function of criminal law ... 

901 

James V. McConnell, a professor of psychology, has been quoted as 

saying: 

I don't believe the Constitution of the United States gives you the 
right to commit a crime if you want to; therefore the Constitution 
does not guarantee you the right to maintain inviolate the personality 
it forced on you in the first place [sic] if and when the personality mani
fests strongly antisocial behavior. 

91/ 

In a paper submitted to the Law and Psychiatry Seminar at the University 

of Pennsylvania Law School, a student stated the case with brevity: 

The community need not protect a man's right to be a criminal by 
refusing to change his criminal mind (and through it, his criminal 
behavior) without his consent. 

92/ 

Several courts, speaking of compulsory treatment for drug addiction, 

have agreed: 

When a subject is within the proper scope of the State's police 
power, allY exercise of that power is constitutional if there is a 
rational basis for the legislative act, even where the state of 
knowled e is uncertain and conflictin theories exist as to the 

93/ 

Other courts have upheld the state's power to impose therapy when it is 

"recognized as appropriate by recognized medical authorities", but not 
94/ 

when it is experimental; - and the involuntary injection of a disturbed 
95/ 

prisoner with a tranquilizer has withstood constitutional challenge. - By 

contrast, the Attorney General of Hawaii ordered that a prisoner's right 
96/ 

to refuse anti-psychotic medication (on religious grounds) be honored.-
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In 1944, a U. S. Circuit Court had said that a prisoner flretains all 

the rights of an ordinary citizen except thQI§Ha e:!.tpl'eBsly, or by fleceSS-
97/ 

ary implication, taken away from him by law. ,,- (The case involved 

interference with the personal liberty of an inmate who claimed to have 

suffered ":injuries and indignities" :in the Public Health Ser'vice facility 

at Lex:ington, Ky.). The problem, of course, is in defining those rights 

which a prisoner retains. and those rights which he or she may forfeit, 

as a consequence of conviction. 

~merging Definition of Prisoners' Rights 

Recent cases have begun to delineate those rights. In 1973, a U. S. 

Circuit Couri- held that aversive conditioning for undesirable behavior in 

prison is cruel and unusual punishment unless the prisoner has consented 
98/ 

(Knecht v. Gillman). -- Similarly, the claim that a prisoner was sub-

jected, without his consent, to aversive conditioning in Vacaville was held 

to "raise serious consitutional questions respecting cruel and UImsual pun

ishment or impermissible tinkering with mental processes" (Mackey v. 
99/ 

Procunier). - Deprivation may also be unconstitutional. A Federal 

District court held. in 19'73, that it is cruel and unusual punishment to 

segregate prisoners for sixteen months, for 23 hours a day, in a cell 
100/ 

eight by six feet (~ ... dam.s v. Carlson). -- (The case involved 36 men 

who were transferred into a "control unit treatment program" :in the 
101/ 

federal penitentiary in Marion, illinois, following a work stoppage. )--

The implications of this decision for behavior modification programs 
? 

are clear when one observes that the design of the program S. T. A. R. T. 

(:in the Federal Bureau of Prisons), for example, called for segregation 

(up to one year) :in small cells, with no prison :privileges, and only two 
102/ 

showers and two hours of recreation, each week. - When the con-

stitutionality of S. T. A. R. T. was challenged, the court held 0l?-ly that 
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the tr{JJlsfe;!,~ of p:risone:rs into such segregation 'without a proper hearing 

violated the right to due process. The court did not reach the question 

of the constitutionality of enforced participation in such a program, or of 

the deprivations involved (since the project had been terminated by the 

tirne of hearing, and the questions were therefore deemed moot), nor did 

it elaborate on its observation that lIa prisoner may not have a constitu-
103/ 

tiona! right to prevent such experimentation". -- It did, however. say 

that the labeling of a program as treatment instead of punishment "is not 
104/ 

a relevant factor in determining the due process question mvol ved" .--

It appears. then. that the rights of prisoners with respect to behavior 

modification may depend not on a distinction between treatment and punish-

ment. but on the distinction between research and routine or accepted 

practice. There is a wealth of literature on the effectiveness (or, to be 

more precise. the ineffectiveness) of behavior modification techniques in 

reducing recidivism in prisoners. oX' even in producing enduring altera-
105/ 

tions in behavior.-- In fact, there is some laboratory evidence that aver-

sive conditioning may increase the rate of undesirable beha.vior either from 

a paradoxical effect, or because of the anxiety and deception associated 
106/ 

with it. -- The Jefferys observed that "at this point in history we do 
107/ 

not possess the necessary knowledge to alter criminal behavior tt-. - and 

the President's Crime Commission concluded that " there is probably 

no subject of comparable concern to which the nation is devoting so much 
108/ 

effort with little knowledge of what it is d05ngtt. -- That being so. it 

is possible to argue that behavior modification is not a pro'Ven or effective 

technique for rehabilitating prisoners, and its application should be con

sidered experimental. 
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A suit filed by the ACLU National Prison Project has (~hallenged the 

aversive conditioning of sex offenders in SOIDers state prison, lrl. COli.UeC-

ticut, on the grounds that it is unproven as to effectiveness and is there!fore 

experim,ental. In addition, the suit claims that when prisoners "are 

encouraged to believe that their parole depends upon their participation" 
109/ 

any consent they may give is involuntary.-'· By contrast, it was 

recently reported that a prisoner went to court for permission to enter 

an experimental drug therapy program from which he had been barred 
110/ 

by the hospital's IRB because he was a prisoner.-

Consent and Benefits in the Institutional Setting 

The question of the voluntariness of consent in an institutional setting' 

is especially important when it involves procedures which the confined 

individual may believe will improve his or her chances for release. Th~ 

fact that an inmate is willing to cooperate to. the extent of participating 

in the program may seem to be important (to the inmate, if not to the 

staff) in a setting where release from confinement is contingent upon 

demonstrating appropriate behavior. These factors were discussed at 

length by the court in Kaimowitz v. Department of Mental Health which 

challenged the validity of consent for psychosurgery by an individual who 
111/ 

was being held under sexual psychopath laws.- The courliheld that 

involuntarily confined mental patients cannot give voluntary consent to 

hazardous experimental procedures because of the coercive nature of 
112/ 

institutionalUfe and the inherent inequality of their bargaining position. 

(It is important to note that the court specifically held, on the other hand, 

that such individuals can give volunta;,y consent to accepted neurosurgical 
113/ - '.' 

procedures. )"'-'"- Although the case involved surgical intervention, the 
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language of the opinion stands for the protection of pr~vacy. per ~: 

Intrusion into one's intellect, when one is involuntarily detained 
and subject to the control of institutional authorities, is a'1 intru·· 
sion into one's constitutionally protected right of privacy. If one 
is not protected in his thoughts, behavior, personality and identity, 
then the right of privacy becomes meaningless. 

114/ -
Frank Ervin, a psychiatrist, has said that "progra.ms of all kinds 

labeled psychotherapeutic in the correctional system are a sham, insofar 
115/ 

as they are coerciYe either explicitly or implicitly. ,,-- Similarly Hugo 

Bedau. a professor of philosophy, concludes that prisoners probably 

cannot give voluntary consent (as an empirical, rather than an a priori, 

matter) but rejects the conclusion that therefore they cannot be subjected 

to interventions designed to make them less dangerous. Rather, he 

believes that there may be some conditions under which even physical 
116/ 

intervention may be undertaken without consent. --

The idea of rehabilitation or treatment deserves further scrutiny, 

however, especially if it is categorized as therapeutic research. A 

number of writers have cautioned that the correctional psychologist or 

therapist acts as a double agent, serving the needs of both the inmate 

and the society; and when the two roles conflict, the demands of society 
117/ 

for controlling deviant behavior usually override the needs of the "client".-

In addition, the needs of the correctional institution, itself, may super-

vene; and the inmate may be made "better" only with respect to being 

more manageable. Just as 'with therapeutic research in institutions for the 

mentally disabled the question rnust be asked in the prison: who benefits? 
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VIII. Summary 

A. Nontherapeutic Biomedical Research. 

Although there is a long history of the use of prisoners in nontherapeutic 

biomedical research, the practice was not widely endorsed in this country 
, 

untH. World War II, when it was considered patriotic for prisoners to parti-

cipate. as research subjects, in the military effort. Following the war, 

although the European countries apparently rejected such participation, 

prisoners continued to be involved in even greater numbers in the United 

States due to our increased commitment to clinical research and our in-

creased concern with evaluating the safety of new drugs. Only in the last 

decade have questions been raised regarding continuation of this practice. 

The central issue is whether conditions within a prison permit a 

prisoner to give voluntary consent to participate in research. Even if 

it is possible to create conditions in some prisons under which the right 

to participate, or refuse to participate, can be protected, other questions 

must still be faced. To what extent are abuses still possible elsewhere? 

Should the potential for abuse in some prisons override the possibility 

for valid consent in others and require that research be prohibited in all 

correctional facilities? Should reseGI,~ch in prisons be prohibited on 

principle. whatever the facts of the case? 

Additional questions come to mind. Do prisoners have a right to parti

cipate in nontherapeutic research? If the presence of a research program 

in a prison provides the only opportunity for public scrutiny (or for an 

inmate's access to outsiders), would withdrawing that opportunity produce 

more problems than it would solve? Are those problems the proper con-

cern of this Commission? 
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If research in prisons is to be prohibited, what are the alternatives? 

Shall we modify our requirements for testing the safety and efficacy of 

drugs. or shall the tests be conducted on other populations? How free 

from coercion are the alternative populations? 

If research in prisons is to be permitted, what conditions should be 

imposed to protect the prisoners? How should these be enforced? Will 

the conditions, themselves, prove so burdensome that the net effect will 

be to end research in prisons. after all ? 

The first question the Commission must answer is whether tD decide 

the matter on principle, or on the basis of evidence. Do the expressed 

wishes of prisoners matter? Do the conditions in the prisons have any 

bearing? If so, then the answers must be empirically based. If not. 

then the issue can be decided on the basis of a general principle that 

(for example) no individual involuntarily confined in an institution should 

be the subject of research unless that research is for the direct benefit 

of that individual, or unless the research is designed to increase our 

understanding of the conditions for which the indiv'idual is confined. 

B. Therapeutic Behavioral Research. 

The involvement of prisoners in therapeutic behavioral research is 

a different matter. There is agreement in much of the literature that 

aversive conditioning, without consent, is unacceptable. Other methods 

of behavioral modification are equally unacceptable if they depend upon 

deprivation of basic human rights. Because the right of a prisoner to 
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refuse treatment may depend upon whether or not the treatment is 

experimental, some mechanism for making that determination may be 

essential. 

A number of suggestions advanced in the literature merit consideration: 

1. Basic human rights, to which all prisoners are entitled, must 

be clearly defined. 

2. No research should be permitted which depends upon deprivation 

of those basic rights. 

3. No research involving behavior modification should involve a 

prisoner without his or her consent. 

4. Mechanisms should be developed to determine whether a 

program for rehabilitation is research or accepted practice. 

5. No prisoner should be subjected to aversive conditioning or 

organic therapy without his or her consent and. in addition, 

an administrative or judicial hearing to determine the validity 

of that consent. 

6. Behavioral resea:.l:-ch in prisons should be subject to the same 

community scrutiny and accountability as biomedical research, 

especially with respect to risks and benefits (including the question 

of who benefits) and all aspects of informed consent. 

7. No procedures should be permitted in the name of "treatment" 

or "rehabilitation" which are impermiss.;ble as punishment. 
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PRISON INMATE INVOLVEMENT IN BIOMEDICAL AND BEHAVIORAL 
RESEARCH IN STATE CORRECTIONAL FACILITIES 

Purpose 

The present study was conducted at the request of the National 

COTnmission for the Protection of Ht1m::lll Subjects in order to ascertain 

the current status of state law and regulation pertaining to biomedical 

and behavioral research involving prisoners, and the states in which 

such research is presently being conducted. 

Me1~hods 

Between July and October, 1975, the directors of state correCtional 

agencies, or their immediate subordinates~ were contacted by Com.1l1i;~ion 
staff and asked whether biomedical or behavioral research was permitted 

in their jurisdictions, the legislation or departmental policy basis for per

mitting or prohibiting such research, and whether any such research waS 

currently being conducted. Research was further categorized as to whether 

it was therapeutic or nontherapeutic in nature. 

For the purposes of this survey, biomedical research was defined 

as any program instituted on an experimental basis involving innovative 

drugs. devices or medical procedures intended to deal with some medical 

problem and not primarily to modify behavior. Therapeutic biomedical 

research included any program from which an inmate might be expected 

to benefit personally (e. g., experimental plastic surgery to correct certain 

defects). Nontherapeutic .biomedical research included any programs from 

which no apparent benefits might be expected to accrue to that subject 

(e. g •• Phase I drug and cosmetic testing). Behaviora,l research was de

fined as any program instituted on an experimental basis involving in

novative behavior modification or other behavior-related techniques. 
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Survey (cont'd.) 

Therapeutic behavioral research included any innovative program intended 

to ameliorate a preexisting psychological condition. Nontherapeutic be-

havioral research included any innovative program from which 110 apparent 

benefits might be expected to accrue to the subject. 

All fifty states and the District of Columbia were contacted by tele-

phone, as was the Federal Bureau of Prisons. Constraints of time and 

resources did not permit extending this survey to the county and municipal 

level. Those jurisdictions with legislation or written policies regarding 

biomedical or behavioral research were requested to forward copies of 

these documents. Verbal responses were verified from these documents, 

which are maintained on file in the Commission office. No further docu-

ti.l.entation was required of those jurisdictions reporting that there was no 

legislation or written departmental policy concerning biomedical or be-

havioral research. However, in comparing such responses with the re-

suIts of three other surveys (1), further clarification was sought when-

ever the responses were inconsistent. Every jurisdiction that reported 

it was conducting biomedical or behavioral research also indicated that 

legislation or written departmental policy existed regulating such research. 

~esuIts 

The results of the survey are summarized in Tables I and II. The 

1/ See Jesska Ivlitforti, Mid arid Usu.al rUilii:Sh:r.11t:llt: The Pi~i50i1 
Business (New York: Vintage Books, 1974), pp. 183-84; Rick carlson, 
et al., "B~"omedical Experimentation on Prisoners: Practices, Problems 
anaPossihle Solutions," unpublished paper, Health :Policy Program, 
University of California, San FranciSCO, 1975; and Urban Informat:,on 
Interpreters Inc., "State Policy with Regard to Medical Experimentation 
Using Prisoners as Human Subjects: Revised," Medical Research on 
Prisoners (College Park, MD: Urban InformatioilIiiterpreters Inc., 1975), 
p. 11. 
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Survey (cont'd. ) 

following observations are based on the information that was reported 

to the staff of the Commission: 

1. Of thE: 21 states which presently permit biom.edical research and 

the 23 which permit behavioral research, studies are presently being con

ducted in only 7 and 5 states, respectively. These figures represent a 

decline from numbers reported in earlier surveys. (2) 

2. Of those 7 states in which biomedical research is presently con

ducted, all of the programs are nontherapeutic~ primarily involving 

drug and cosmetic testing. 

3. Of those 5 states in which behaVioral research is presently con

ducted, all of the programs are therapeutic except in one state in which 

both nontherapeutic and therapeutic behavioral research are conducted. 

4. Only 8 states have chosen to prohibit biomedical research outright: 

one by legislation, 6 by departmental policy. and one by moratorium. 

5. Only 5 states have chosen to prohibit behavioral research outright: 

one by legislation, 3 by departmental policYI and one by moratorium. 

6. Research is presently being conduct(!d only in states wh~.ch have 

specific legislation or departmental policies permitti."'1g and regulating it. 

Information provided by the Federal Bureau of Prisons indicated that 

both biomedical and behavioral research are permitted by departmental 

2/ In 1973, Jessica Mitford reported that "lnedica1 experimentsl! were 
being ~ond~Qted m 25 ~rt:~;tG~ ~;1QGd. on infOl'"Ttl~:tion Pl'\j"'vi.dGd tG }1Gr by th& 0-

U. S. Food and Drug Administration (see Mitford, .Q-E. cit.). 
A 1974 surve,Y, conduded by Rick Carlson, et ar:lndicated that "human 

experimentation' was permitted in 16 states ana actually conducted in 8 of 
the 45 states responding to the questionnaire (see Carlson, et al., ~. cit.). 

In its June 1975 newsletter, the Urban Information Interpreters Inc.
note that 10 states reported "medical research or plasma procurement in 
one or more of its facilities" in a 1974 survey (see Urban InfOl~mation 
Interpreters Inc., ~. cit.). 
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Survey (cont" d. ) 

policy. Nontherapeutic biomedical and therapeutic behavioral research 

projects are presently being conducted. 

More detailed information is provided in Appendices I and II. which 

categorize information in Table I by type of research (Appendix I - Bio

medical; Appendix II - Behavioral). type of policy. and the number and 

names of the states falling into each of the eight policy subcategories. 
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TABLE I 

Reported Prison Inmate Involvement in Biomedical and Behavioral 
Research in State Correctional Facilities by Policy and Current Practice 

PRESENT WRITTEN POLICY RESEARCH CURRENTLY 
BEING CONDUCTEJD 

+ = permits research 
- = prohibits research T = therapeutic 
o = no written policy NT = nontherapeutic 
P = departmental policy 
L = State legislation 

STATE Biomedical Behavioral Biomedical Behavioral -
Alabama 0 0 --" --
Alaska + (P) + (P) -- --
Arizona + L) + L -- --
Arkansas + P) (2) + p (2) -- --
California + P) + L (1) (3) NT --
Colorado o (2) u ( 2) -- --
Connecticut + (P) + P) -- ...... 
Delaware 0 0 -- --
D. of C. o (2) o (2) -- --
Florida + (P) (1) + (P) (1) -- --
Georgia + (P) +(P -- --
Hawaii 0 0 -- --
Idaho o (2)" o (Z) .. - .. -
illinois - _<P) ~4) ... P} (4) -- --
Indiana + (P) + (P) NT --
Iowa + (L) + L -- --
Kansas 0 0 -- --
Kentucky + (P) + (P) -- --
Louisiana + L} +(L -- --
Maine 

... --~ o (2) o (2) -- --
Maryland + (P) + (P) NT T 
Massachusetts - <P) + <P) -- --
Michigan + (P) +(P) NT --
Minnesota 0 0 -- --
Mississippi 0 0 -- --
Missouri - (P) - ( P -- --
Montana + (L) +( L) NT --
Nebraska 012) Q 2) --' --
Nevada o (2) o (2) -- --
New Hampshire '0 U -- --
New Jersey +'5P) (1) + ~P) (1) -- --
- - '" 

.. , 
I ~~ C\~: rv1e~iC~ ! .; V -- --
New York 

': ! 

- {p~ + (P) " -- --
North Carolina -+ (P~/ o (2) -- --
North Dakota 0 i: u -- --
Ohio + (Li + (L) -- T 
Oklahoma o (2') o (2) -- --
Oregl:)n - (L) - (L) -- --
Pennsylvania - (,P) - (P) -- --
Rhode Island 0 0 -- ..... 
South Cara],ina - (P) (5) + (P)' -- T ~tNT 
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rrABLE I (cont' d.) 

STATE Biomedical Behavioral Biomedical Behavioral -
South Dakota o (2) o (2) -- --
Tennessee + (L) + (L) -- --
Texas j- (L) + (L) NT --
Utah 0 0 -- --
Vermont - (P) - (P) -- --
Virginia + (L) + L) NT T 
Wai3hington + (P) + P) -- T 
Wef'\t Virginili. o (2) 0 2) -- --
Wisconsin 0 0 -- --
Wyoming o (6) o (6) -- --

TOTALS + 21 + 23 NT 7 NT 1 
- 8 - 5 T 0 T 5 
o 22 o 23 

51 51 
, -------

1/ Th~rapeutic research only. 

~/ Unwritten departmental policy prohibits such research. 

3/ Exc~pt Irorganic" therapy (e. g •• psychosurgery or the use of drugs. 
electric shocks. electronic stimulation of the brain, oJ." infliction of physical 
pain when used as an aversive or reinforcing stimulus in a program of aversive. 
c1assica1$ or operant conditioning). 

4/ A moratorium has been declared until new guidelines are developed. 

§.../ Exceptions may be granted under certain conditions. 

~/ Unwritten departmental policy permits such research. 
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TABLE II 

Summary of Current status of Reported Prison Inmate Involvement 
in Biomedical and Behavioral Research in State Correctional. Facilities 

BIOMEDICAL RESEARCH 

" 

Presently Conducting Research 
Written Policy Total 

Yes No 

Legislation or depart- 7 14 21 
mental policy permits 

No legislation or de- 0 22 22 
partmental policy 

Legislation or depart- 0 8 8 
mental policy prohibits 

Total 7 44 51 

BEHAVIORAL RESEARCH 

Presently Conducting Research 
Written Policy Total 

Yes No 

Legislation or depart- 5 18 23 
n'lenta1 policy permits 

No legislation or de- 0 23 23 
partmental policy 

Legislation or depart- 0 5 5 
mental policy prohibits 

Total 5 46 51 
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II. 

III. 

IV. 

r !1' 

r 
I V. 

VI. 

VII. 

VIII. 

APPENDIX I 

Reported Prison Inmate Involvement in Biomedical Research in State 
Correctional Facilities by Type of Policy. Number, and State 

# of States States 

State law permits the use 2 Montana, Virginia 
of prisoners in biomedical 
research, and it is being 
'conducted. 

State correctional agency per- 5 California, Indiana, 
mits the use of prisoners Maryland, Michigan, Texas 
in biomedical research, and 
it is being conducted. 

State law permits the use of 5 Arizona, Iowa, Louisiana, 
prisoners in biomedical Ohio, Tennessee 
research, but none is being 
conducted. 

State correctional agency per- 9 Alaska, Arkansas, Connecticut, 
mi ts the use of prisoners Florida (therapeutic only), 
in biomedical research, but Georgia, Kentucky, New 
none is being conducted. Jersey (therapeutic only), 

North Carolina. Washington 

Neither state law nor correc- 12 Alabama, Delaware, 
tiona1 agency permits or Hawaii, Kansas. Minnesota, 
prohibits the use of prisoners Mississippi, New Hampshire, 
for biomedical researcl.L, and New Mexico, North Dakota, 
none is being conducted. Rhode Island, utah, Wisconsin 

A. However, an unwritten de- 9 Colorado, District of Columbia, 
partmental policy pro- Idaho, Maine, Nebraska, 
hibits reeearch. Nevada, Oklahoma, South 

Dakota, West Virginia 

B. However. an unwritten de- l Wyoming 
partmenta1 policy permits 
research. 

State law prohibits the use of 1 Oregon 
prisoners in biomedical 
research. 

State correctional agency pro- 6 Massachusetts, Missouri, New 
hibits the use of prisoners York, Pennsylvania (imposed by 
in biomedical research. Dept. of Justice), South Carolina, 

Vermont 

State correctional agency has 1 Illinois 
declared a moratorium on 
prisoner participation in 
biomedical research. 
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II. 

III. 

IV. 

V. 

, 
VI. , 

VII. 

VIII. 

APPENDIX II 

Reported Prison Inmate Involvement in Behavi<?rru. Research in State 
Correctional Facilities by TYVe of Policy, Number, and State 

# of States States 

State law permits the use 2 Ohio, Virginia 
of prisoners in behavioral 
research, and it is being 
conducted. 

State correctional agency per ~ 3 Maryland j South Carolina, 
mits the use of prisoners Wash:ington 
in behavioral research, 
and it is being conducted. 

State law permits the use of 7 Arizona, Cal:ifornia (thera-
prisoners :in behavioral peutic only), Iowa,'\' Louisiana .. 
research, but none is being Montana, Tennessee, Texas 
conducted. 

State correctional agency per- U Alaska, Arkansas, Connecticut, 
mits the use of prisoners Florida (therapeutic only), 
:in behavioral research, but Georgia, Indiana, Kentucky, 
none is being conducted. Massachusetts, Michigan, 

Ne~w Jersey (therapeutic only), 
New York 

Neither state law nor correc- 12 Alabama, Delaware, 
tional agency permits or Hawaii, Kansas, Minnesota, 
prohibits the use of prisoners Mississippi, New Hampshire, 
for behavioral research, and New Mexico, North Dakota, 
none is being conducted. Rhode Island, Utah, Wisconsin 

A. However, an unwritten de- 10 Colorado, District of Columbia, 
partmental policy prohibits Idaho, Ma:ine, Nebraska, Nevada, 
resea.rch. North Carolina, Oklahoma, South 

Dakota. West Virginia 

B. However, an unwritten de- 1 Wyoming 
partmental policy permits 
research. 

State law prohibits the use of 1 Oregon 
prisoners :in behavioral 
research. 

State correctional agency pro- 3 Missouri, Pennsylvania (imposed 
hibits the use of prisoners by Dept. of Justice), Vermont 
in behavioral research. 

State correctional agency has 1 Illinois 
declared a moratorium on 
prisoner partiCipation in 
behavioral research. 
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REPORT OF A SITE VISIT: LILLY RESEARCH UNITS, 

PENDLETON REFORMATORY AND WISHARD MEMORIAL HOSPITAL, 
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Report of Site Visit 

Lilly Research Units 

Pendletnn Reformatory and Wishard Memorial Hospital 

Pendleton and Indianapolis, Indiana 

March 24, 1976 

The Lilly research units which employ prisoners as subjects were 

visited at the request of the Commission to obtain information on their 

operation, particularly on the prisoner unit at the Wishard community 

hospital in Indianapolis. 

Prisoner volunteers from Pendleton State Reformatory, a maximum 

security facility housing 1400-1800 men and located 30 miles northeast 

of Indianapolis, participate in pharmaceutical research in the Lilly 

units at the prison and at the hospital. Tests involving the first admini

stration of a drug to humans, or requiring use of a radiolabeled substance 

or sophisticated monitoring equipment, are done only at the hospital; 

other types of tests may be done either at the prison or the hospital. 

The same review procedure for protocols applies to both units, and con

sists of an initial rev'jew by a Lilly committee$ a secondary review by the 

IRB (a subcommittee of the Indiana University - Purdue University at 

Indianapolis School of Medicine IRB that reviews all protocols for 

Wishard hospital and the studies at the prison), and a final review by 

the chief medic~l officer and warden at the prison. There are no 

prisoners on the review committees. 

Procedures for the recruitment of subjects are the same for both 

units. There is no active recruitment by Lilly, and recruitment by 
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prison staff is prohibited. All. recruitment is by word-of-mouth; inmates 

learn of the program from other inmates and file an lIinterview request II 

form with the Lilly unit, jost as they request a prison job or education 

interview. When volunteers are needed for a study, interview request 

slips are pulled in chronologie order, and the men come for an expla

nation of the study along with blood tests and physical examinations 

to determine if they are qualified. Those who qualify return for a 

complete explanation of the study from the physician conducting it; 

consent is obtained at that time. After completion of a study, an 

inmate must file a new request form in order to be considered for another 

study. 

In order to qualify for participation in a study in the hospital unit 

outside the prison, a prisoner must meet a number of requirements. In 

general, either his parole date or hearing date before the parole board 

must be established, although the warden may permit exceptions. This 

requirement is imposed because prisoners with parole or hearing dates 

are considered less likely to try to escape or misbehave in the hospital 

setting. In addition, the prisoner must have one year of good behavior 

and specific permission from the warden. Prisoners convicted of violent 

crimes are not allowed to go to the Lilly hospital unit. These con~ 

ditions are essentially the eligibility requirements for a work-release 

program; thus, the hospital research unit is one option for a prisoner 

on work-re1ease. Inmates may participate in a test at the hospital only 

once and always return to the~rison before parole. Approximately 90% of 

the volunteers for the hospital program are former participants in the 

prison research program. 
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The Hospital Unit 

Li llY has ,Opelf"ated a research uni t at th~ Marion County General 

Hospital (now renamed the Wishard Memorial Hospital) since the 1920's. 

The hospital has recent"ly changed from a county hospital to a unit of the 

Indiana University - Purdue University at Indianapolis (IUPUI) School 

of Medicine. Lilly donated several million dollars for construction of 

a new building 10 years ago and in return uses the 6th and 7th floors 

of the building for research operations, paying the hospital for central 

services. Use of prisoners in this unit began in the mid-1960's, about 

the same time that the unit was started at Pendleton. 

The 7th floor has offices and laboratories, and also houses an 

outpatient clinic where phase III stud'ies are conducted on patients 

and some phase I studies are conducted on Lilly employees and their 

families. The 6th floor has inpatient wards on three wings, one 

housing a 20-bed patient unit, one a l2-bed nonprisoner normal volunteer 

unit, and one 16-bed prisoner normal volunteer unit, all served by the 

same Lilly nursing staff. The patient unit is used primarily for phase 

II studies, with patients coming from the outpatient specialty clinics 

Lilly operates at the hospital or on referral from outside physicians. 

The nonprisoner normal volunteer unit is used for phase I studies of the 

same type as those in which prisoners participate, but prisoners and 

nonprisoners usually do not participate in the same protocol. The primary rea

son for this is apparently logistical. Whether ppisoners or 110nprisoners are 

chosen for a particular study depends upon the preference of the physician 

supervising the study and the number of volunteers needed and available at 

the time. Nonprisoner volunteers are men off the street who learn of the 
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p~ogram by word-of-mouth and ask to participate. These men are virtually 

all unemployed and many seem to be derelicts whose liver function tests 

still permit them to qualify for research. They are paid $7 a day, plus 

varying fees for each test performed. Most em'oll as research subjects 

frequently. Lilly does no recruiting of subjects for this program; all 

subjects are self-referred. 

The prisoner volunteer wing is physically no different from the 

other wings and is a typical (but plain) hospital floor, with two- and 

four-man rooms. There is a small recreation room with a color TV and 

some hobby materials. Volunteers are considered hospital patients, 

and are assigned a hospital number and a permanent hospital chart. The 

full range of hospital emergency equipment and staff is available at 

all times. 

Prisoners are not allowed to leave the research ward at any time, 

except when accompanied by a Lilly staff member to go for a test elsewhere 

in the hospital. Otherwise there are no special security precautions 

on the prisoner ward. The prisoners appear to value the Lilly experience 

enough that they enforce the rules themselves. Only four men have escaped 

in 10 years, a marked contrast to the higher escape rate in the 

prison's other work-release programs. There have been no incidents of 

personal injury or threats to nursing staff, and problems with illicit 

drugs or alcohol on the ward are extremely rare. 

The requirement to stay on the ward does present some problems, 

however. The men, who stay from 2 weeks to 3 months, tend to get bored; 

in fact, boredom is the major reason men drop out of the research program-

they miss their friends and activities at Pendleton, and ask to return 

to the prison to escape from the bor'edom of research. The other main 
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I reason for leaving the program is receipt of another wo~k-release job. 

It appears that while men may sometimes choose research in preference 

to other work-release jobs, they may also do so because few othar work

release jobs are available, Other jobs pay more than the $3 per day 

they are allowed by the prison to receive on the Lilly unit, and the 

prisoners are allowed to keep half of what th.ey earn at other jobs. 

Another advantage of other work-release jobs is that the men are free 

to move about outside, and can visit with friends and family for more 

than the one hour per day permitted at the hospital. However, other 

work-release opportunities at Pendleton are dwindling due to public 

outcry fo 11 owi ng several rapes and murders by pri soners in these 

programs, and consequently the des; rabi 1 i ty of the resear'bh program is 

increasing. In contrast to other work-release programs, the Lilly 

facility appears to enjoy good community acceptance. 

The Prison Unit 

The Lilly unit at Pendleton Reformatory consists of a refurbished 

wing of the prison hospital (really an infirmary, much like at Jackson) 

which the prison allows the company to use without charge. There is 

a 1 a rge dormitory room wi th bunks, a sma 11 lounge wi t:h color TV, 

examining/testing rooms, and uffice space. The studies are all done 

on an inpatient basis to the extent that the prisoners, while participating 

in research, must sleep and eat (regular prison food) in the Lilly unit, 
\:1 ' 

but during free time they may participate in regular prison activities 

Of' even continue to work on their pri son jobs. They are paid only for "~I 

their research participation, not for their prison jobs, while they are on 

18-5 



studies. Their pay is a flat rate of $1.50 per day; Lilly provides an 

additional $1.50 per day in I1 matching funds l1 to the prison~r recreation 

fund, managed primarily by the prison administration, with input from 

prisoners, and uS2d for movies, sports equipment, etc. The research 

payment schedule is established by the prison authorities and is the same 

as the best pay a prisoner can earn at a prison job. Other prison 

job opportunities, such as furniture making, construction work, auto

mobile shop, yard work, kitchen work, or clerking on the Lilly unit, 

pay from $0.30-$1.50 per day. Prisoners must apply and compete for 

jobs as they would on the outside. Over half the pl'isoners have a job. 

They do not lose their job or seniority by participating in research. 

Length nf stay on the unit varies from two to twelve weeks, averaging 

six weeks. Volunteers are not allowed to participate in consecutive 

studies and must reapply each time they complete a study if they want 

to continue in the research pool. 

The prison population is approximatelY 40% black; the percentage 

of blacks among prisoners volunteering for research averaged 20% for 

a number of years. However, after the prison administration was told 

by the federal government that in order to qualify for federal funds, 

raci~l representation in all jobs in the prison would have to approximate 

the racial makeup of the total prison population, Lilly was advised by 

the warden that the resear.ch program would have to meet this federal 

requi.rement. Bl ack vol unteers in the research program were made aware 

of this directive, and began on their own to recruit additional volunteers 

among the black population. They were quite successful, and the numbers 

of ,black and white volunteers now are nearly equal. Present practice 
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to select volunteers for each study so that 40% of the participants 

are black, 

The prisoners elect a council which pn)vides some self-government 

and presents grievances and problems to the prison administration. Two 

ombudsmen for the pri soners are appoi nted by the governor; a 11 corres

pondence to them, as well as to lawyers and the clergy, is uncensored. 

Prisoners with good time are allowed one collect phone call to the 

outside per month; other phone calls can be made only in emergencies. 

Visits are restricted in number and time due to spac~ constraints. 

Education programs through the college level are available. 

A phys i ci an is on the pri son grounds and on ca 11 at a 11 times. 

Some emergency equipment is available at the prison hospital, but 

any prisoners with serious illnesses are taken to an outside hospital 

for care. No serious adverse effects from the drug testing program 

have occurred since the program began. Lilly provides free medical 

care for any adverse effect. 

Advantages and Disadvantages of the Hospital Resear~ry~etti'l9.. 

Lilly officials cite a number of advantages of bringing prisoners 

to the hospital setting for research. The hospital setting, with its 

full range of emergency equipment and round-the-clock staff, is unques

tionably safer than the prison infirmary in case of an adverse reaction. 

On the other hand, the total absence of severe adverse reactions in 10 

years would seem to reduce the absolute necessity for the degree of 
~ \ .i 

protection offered by the hospital. Other advantages are the con-' 

venience; pleasant surroundings and more secure environment offered 

to the investigator, who can walk down the hall from his hospital office 

I 
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to see his subjects in a hospital ward instearl of driving out of town 

to the prison setting. Diet control and environmental control are also 

better ~n the hospital setting. The major disadvantage to the company 

and the prisoners is the limited number of prisoners who qualify as 

subjects - only a few men '''a:t" a 'time (presently around 55) qual ify for 

work-release, and approximately 60% either are assigned to state jobs 

to meet quotas, or choose other jobs because of their advantages 

(freer movement, better pay, more opportunity for fami1y contact). 

Lilly investigators feel the hospital may be slightly more open to 

public scrutiny than the prison, but that it would be impossible 

to cover up Oi~ hide an adverse occurrence (even if they wanted to) in 

either setting. 

Documents detailing the regulations and procedures governing 

the operations of these two research units are attached. 
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OPERATING PRINCIPLES FOR CLINICAL STUDIES UTILIZING 
VOLUNTEER SUBJECTS AT PENDLETON REFOR~\TORY AND 
PENDLETON VOLUNTEER SUBJECTS AT THE LILLY LABORATORY 
FOR CLINICAL RESEARCH (MAR!ON 'COUNTY GENERAL HOSPITAL) 

1. The protocol for any proposed study involving inmate 
voluntee1.~s wil;L be prepared by a mem"ber of the medical 
staff ot Eli Lilly and Company, who in each instance 
will be the principal investigator. Co-investigators 
should be listed on the protocol. 

2. The attached Declaration of Helsinki-Recommendations 
Guiding Doctors in Clinical Research will serve as 
the principles to be followed. 

3. Drug investigations conducted at the Pendleton Reformatory 
will be limited to marketed items and/or new drugs which 
have been the subject of human pharmacology tests else
where. Qualified Pendleton inmates may volunteer for 
initial human pharmacologic testing of investigatt'-OnaJ. 
new drugs to be conducted in the Lilly Laboratory-tor 
Clinical Research at Marion County General Hospital. 

4. The Institutional Review Committee, appointed by the 
Dean of IUPUI School of Medicine has been designated 
as the official group responsible for initial and 
continuing review and approval of clinical studies 
involving volunteers from the Pendleton Reformatory. 
This committee requires that the attached checklist 
(Attachme'nt B) be executed, signed, and submitted with 
the study protocol. 

Eight copies of the protocol for a proposed study should 
be submitted first to the Lilly Protocol Review Committee. 
This committee meets on the 2nd and 4th Thursdays of 
each month. If the protocol is approved, then it will 
be placed on the agenda of the next meeting of the 
Institutional R~view Commlttee (1st and 3rd Thursdays). 
The principal investigator should plan to attend the 
meetings of these two committees to discuSS his proposed 
study when the protocol for that study is being considered. 

5. ThE=> approved protocol will be submitted to the SuperiI~, .. 
tendent of.' the Reformatory with sufficient copies for";' 
distribution to his staff phYSician and others he may 
designate. 

6. The Superintendent or his staff phYSician will advise 
the secretary of the Institutional Review Committee 
if there are any objections or suggested changes in 
the proposed study or protocol. 



7. The staff physician at the Reformatory will be kept 
informed of the details of each phase of the- drug study. 
A copy ot the Projeot status Report for the Institutional 
Review Committee (Attachment C) will be forwarded to the 
staff physician b~ the secretary of the Institutional 
Review Committee. 

8. Personnel will be provided at no cost to the Reformatory 
to carry out those aspects of the research project which 
would otherwise constitute an increased work load on 
Reformatory personnel. Laboratory tests will be performed 
either in the Lilly Laboratory or by Lilly personnel, 
temporarily assigned for such purposes, in the Reformatory 
Laboratory. 

9. Subjects will be limited to those 21 years of age or 
older. A signed informed consent form as designated in 
the study protocol will be obtained. 

10. Inmate volunteers will be remunerated in accordance with 
a plan and fee schedule mutually satisfactory to Lilly's 
and the Reformatory staff. 

11. Consultation service will be available to the Reformatory 
physician ry the clinical and laboratory staffs of the 
Lilly company. 

12. Scheduling of clinical studies involving Pendleton volunteers 
will' be done through the office of the chairman of the Lilly 
Protocol Committee. If priority proble~s a~ise,' the 
Director of Clinical Research will be consulted. In requesting 
volunteers, the attached form should be utilized. 
(Attachment D) 

13. The Guidelines for the Recruitment of Prisoner Volunteers 
will be followed (Attachment E). 

14. For Pendleton volunteers admitted to clinical studies on 
the Lilly ward at Marion County General Hospital, the 
Provisions and Guidelines for Patients and Guidelines 
for Physicians and Staff are applicable (Attachments F and G). 

15. A Weekly Census Report will be available in the office of 
the Director, Lilly Laboratory for Clinical R~search. This 
l'eport, will identify the inmate volunteers by name, number 
and birthdate, study protocol, date admitted to study and 
date discharged from the study. 
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Superintendent, Indiana Reformatory 
(Pendleton) 

Director, Lilly Labo' 
inical Resea.rc 

Chairman, Institutional 
Committee 

X %J ~,dl:L-. In'£;: 
'"' 

Chairman, Lilly Protocol Review 
Committee 
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GUIDELINES FOR THE RECRUITMENT OF WELL PRISONER VOLUNTEERS 

1. Under no circumstances shall any corrections employee 
assist in recruiting prisoner volunteers for drug 
experimentation except for allowing recruiters to use 
corrections facilities. 

2. Recruiters shall avoid any appearance of acting for or 
on behalf of the Department of Corrections or any 
employee thereof. 

3. Preliminary notices or requests for volunteers should 
avoid any element of persuasion such as recitation of 
benefits involved. 

4. It is permissable to transfer a volunteer to an infirmary 
or hospital either in or out of the institution for the 
duration of the experiment and to compensate a volunteer 
in a reasonable amount but no other inducements to 
participate shall be ma~e and under no circumstances 
shall a promise of parole, pardon or other clemency 
be made. 

5. All volunteers shall be given a physical examination 
appropriate to the risks involved in the proposed experiment 
prior to participation. 

6. In all cases of response to a preliminary request for 
volunteers, the responder shall be given the following: 
"Eli Lilly and Company is recruiting volunteers to 
participate in the study of ~ new drug related to (here 
state relief of pain, antibiotics or relevant description 
in lay language). There are varying degrees of physical 
risk involved in any new drug as yet unte~ted for human 
beings (where this is the case). You will be asked to 
use the new drug and the risks will be discussed fully 
between you and the administering physician or phYSicians 
before you give your consentto participate. Details of 
the experiment will also be furnished at that time. 
Probably not all of those volunteering will qualify or 
be needed. If you wish to volunteer sign below." (Public 
sign up sheets are to be avoided) 

7. Every volunteer will be read the following: 

« 

"In order that progress and impro'!"ement be made in medicine 
it is important that new drug di~coveries which may help 
people be fully tested before tney are put on the market. 
If people cannot be found who are willing to experiment 
with new drugs this would slow m~dical progress. On the 
otherhand, if ~nyo~~ were to believe that people were 
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being forced or improperly persuaded to test th. drugs, 
this would be just as harmful. So it is importa~t that 
you be sure you a~e not under pressure to cOhsen~ to 
experimental testing upon you nor are unduly influenced 
by promises of rewards. If you have any doubts about 
eithe~, it is best that you not participate in this 
experiment. It is very important that you do this of 
your own free will after all the risks and benefits 
both to ~ou and the public have been explained. Your 
decision not to partiCipate will not affect your present 
situation nor be held against you in any way. The reason 
for not using any volunteer is confidential between you 
and the Eli Lilly and Company and will not be told to 
others." . 

8. An Informed Consent Form will be designed for each 
specific study and will be read and signed by each 
volunteer participating in the study. The individual 
investigator is responsible for the execution of the 
Informed Consent Form. Among other requi~ements in 
the form it is desirable to include the following 
statement: 

"I am over 21 years of age and, as far as I know, am 
in good health." 

A statement should also be included indicating any 
volunteer subject can withdraw from the study at any 
time for any reason. 

9. Voluateers should not be advised that if they withdraw 
from a study after it is initiated, other volunteer 
parti ::dpants necessar~~ly also must be withdrawn from 
tb~ study. 

2/8/73 
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Provisions and Guidelines for Patients 
from 

Indiana ReformatorY Admitted to Lilly Ward 
Marion County General Hospital 

The following 
understanding 
participation 
Lilly Clinic. 
the study for 

points are lieted to provide you with an 
of specific information essential for your 
and cooperation in research projects.at the 

Proper adherence is necessary to complete 
which you have volunteered. 

Since your participation in a study is completely voluntary, 
you are free to withdraw.at any time. When your participation 
in the study is terminated, you will be returned to Indiana 
Reformatory. 

While at the Lilly Ciinic chaplai~ service is available to 
you from Indiana Reformatory. 

If a problem oCQurs that is not covered.by the guideiines, 
the supervisory nursing staff, Dr. Bechtol, or Mr. Walker 
will dete~mine the guidelines to control the situation. The 
success of the project will depend upon your cooperation with 
the Lilly personnel as well as with other patients on the ward. 

Provisions Made by Lilly Cl~nic 

1. You will receive $3.00 per day as long as you are 
participating in a clinical study. The total amount 
earned, miilus deductions for commissary orders, will 
be sent to you by check within two weeks of your 
release from the w8~d. 

2. You will be provided with one pack of cigarettes per 
day or the equivalent in money that will be added to 
your account if you do not smoke. 

3. Writing paper and envelopes will be provided once a 
week in a container in your lounge. 

4. Letters will be posted for you by the nursing staff. 
Please have your mail addressed to: 

Your na.me 
Lilly Clinic 
Marion County General Hospital 
960 Locke street 
Indianapolis, Indiana 46202 

5. You will be furnished hospital clothing which includes 
pajama bottoms, gowns, and robes. (All other persona.l 
clothing worn by you on admission will be stored and 
returned to you upon release from the ward.) 
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6. Laundry ot your pers~nal articles ot clothing is done 
routinely on Mondays and Thursdays ~ !!!! permits 
by the nursing staft unless Monday or Thuruday is a 
holiday. 

1. You will be pl'ovid~d with hob'by-cratt materia.ls each 
'freek to help keep you occupied. Should you desire' 
not to order supplies at any time, the amount allotted 
cannot be added tq your account. 

8. You will be provided public library service; a bookmobile 
~akes rounds twice weekly when possible. 

9. Volunteer barber service is available to our area 
through Ma.rion County General Hospital. The ba.rbers 
a.re fairly consistent in providing service once a. 
week. However, there are times when they ma.y not 
be able t~ be here for two or three weeks in a row 
due to changes in their schedule. 

10. A newspaper is lett for you each· day :,11 the lounge. 

11. You will be able to send in a. weekly commissary order. 
(See instructions under Guidelines.) 
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Guidelines at the Lilly Clinic 

1. On admission you are to bring your own toilet articles 
(toothbrush, toothpaste, razor, etc.) and allotted. 
sundries (lighters, flint, matches, etc.). You may 
bring underclothing, socks, shoes, houseslippers, 
pictures of family and friends, radios, letters and 
five books or magazines, but other personal articles 
should be left at the Reformatory. 

2. You are to remain in the ililmediate wa.rd area at all times 
which will be defined by the nursing staff. We ~sk that 
~O~ not linger in the hallway because noise tends to carry 
im.o other areas of the ward and disturbs sick patients. 
IT~~fi~-ing includ~s e+c~Ain~ "- ~~++J.'~~ ~~ ~h~ h~11w~v n~ \,u..l.o::')t;,1iOt.lo It. v ..,,,""" ... -.., .0 -.a. ""'....,vv "'.0 _ •• ---- ------ ... -Je,I --

4. 

end of hall and standing in your doorway.) 

If it is necessary that you travel to another department 
or area (such as X-ray), you will be escorted and remained 
in attendance by the physician or nursing staff. 

Smoking in hallways or in bed is strictly forbidden (Fire 
Marshal Regulation). 

I 

In th6 interest of other patients who may be ill: 

&. ) 

b. ) 

c. ) 

d.) 

! 
Showers and baths are to be taken between 
7:00 a.m. & 9:00 p.m. 
Noise making projects that you may be working 
on should be confined to the above hours 
unless otherwise notified. 
Radios, T.V.'s, conversations, etc. should be 
kept to a minimun nOise level. 
If situations arise causing other problems 
for sick patients, the nursing staff will 
inform you and ask your cooperation in solving 
the problem by following instructions. 

6. The doors to your rooms are to be left open at all times. 
At bedtime, the night shift personnel will partially close 
them after they make their first rounds. (On the nights 
you are permitted to watch the late show, you may partially 
close them upon retiring). The doors can remain closed fOT 
the night, but should be open each morning at least by 
breakfast time (approximately 8:00 a.m.). 

7. The rooms not occupied by you are to have the doors closed 
and should not De entered unless someone is admitted. 
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8. TV - Radio - Bedtime Policies: 

a.) Sunday through Thursday nights - You are to be 
in bed with lights out, TV & Radios off, an~ 
absolute quiet at 11:00 p.m. 

b.) Friday and Saturday nights - You will be 
permitted to watch the "La'lie Show" (Not the 
l!i! ~ sbow) which is over at approximately 
1:00 - 1:30 a.m. At the conclusion of the 
Late Show you are to be in bed with lights 
out, TV & radios off, and observe absolute 
quiet. 

c.} If you do not wish to watch TV on any of the 
above nights you are to remain quietly in 
your room and observe the same bedtime 
policies as above. 

d.) Choice of TV program to be seen will be voted 
on by you, with the majority ruling. 

9. Visiting regulations: 

a.) Prior to your admission, you will be given the 
opportunity to select four names from your 
visiting card ot persons you wish to visit 
you while at the Lilly Clinic. A sp~cial 
visiting card will be provided the nu~sing 
staff indicating the four names of you~_choice. 
Fo'\l~ visitors names, originally indic&.ted! ~e.y 
not be changed until permission is obtained 
from Tom Collins. 

b.) Visiting hours are from 2:00 p.m. to 3:00 p.m, 
daily without exception. 

c.) Not more than two visitors can see you any given 
day, and they must be 14 years old or older. 

d.) Visitors are requested to sign in at the nursing 
station giving their name, address, and name of 
patient they are visiting~ 

e.) All packages brought in by a visitor must be 
left at the nursing station while visiting and 
must be picked up upon their departure. 

10. In a.ccord~nce with the rules of' your institution you 
will not Be permitted to make te1ephon •. calls. In case 
of an emergency the manager of' adminis~\:1ative services 
can be reached through the nurse a.nd h,&\\must approve 
and place the call in the privacy of an\~ffice, with 
him present. 
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11. Weekly Commissary Ordering: 

a.) Each Monday you will be given the opportunity 
to hand in a list of articles required for . 
your personal use. 

b.) The sei~ction of items must be taken off the 
cOJJlJl'liss~ry list posted on the Bulletin Board 
in your lounge. If you order an item or brand 
name a~ticle that is not on the list, you will 
not receive it. 

c.) Your order is not to exceed $8.00 each week. 
The total amount ot your weekly order will 
be deducted from your pay. 

d.) If 10U require and order additional cigarettes 
other than the pack a day you receive, these 
also will be deducted from your pay. 

e.) No cosmetics, food, or articles containing 
alcohOl will be permitted. 

f.) Your order will be delivered sometime during 
the week and is usually done by Friday at the 
latest. 

12. You will be served a regulated diet at mealtime as 
specified by your physician. The dietary and nursing staff 
cannot make any changes or substitutions for your 'food or 
beverages that may be requested by you unless a written 
order is received from your doctor (and/or) approval is 
given by the dietician. No other food or beverages will 
be served between meals unless you are on a specific 
study requiring that this be done. You are not to accept 
from visitors, patients, or anyone else anything that 
your phYSician has not approved. 

13. No gambling is permitted at any time. 

14. Windows are to be kept closed and screens lett in place 
at all times. A total malfunction of the heating and 
cooling systlm occurs if windows are opened. 

15. No packages are to be received by mail, through visitors 
or other available sources. (The only exception is that 
a radio may be brought to 10U by a visitor.) 

16. Handicraft items made by you if not given away beforehand 
shOUld be packaged for mailing. On your return to Pendleton 
Mr. Col11ns will stop at the post office where you can 
mail your package. 
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17. No money or money o~ders are to be brought with you, 
sent bY' ma.il, or accepted ~trom visitorS or others. 

18. You will be individually- responsible for keeping Y'oUr 
room in neat order. Special emphasis is to be placed 
on your lounge room which ehould be cleaned daily 
before 2 p.m. 

,19. Willful damage to the building or furniihing is strictly 
forbidden. Items are not to be hung or placed on top of 
light fixtures or brackets. No pictures or other articles 
are to be placed on wall or door surfaces. 

20. You will b~ expected to conduct yourself as gentlemen 
at a.ll tim:ei:. Disrespect towa.rds any- personnel or 
abusive language or physical violence is not permitted. 

21. You must remember that Indiana Reformatory rules still 
apply while you are a volunteer patient at the Lilly 
Laboratories for Clinical Research. . 

Violation of the above guidelines will be discussed with 
your physician, Dr~ Bechtol, Mr. Walker, and the nursing 
staff; and where miscondUct is involved, a major offense 
report may be submitted to your superintendent along with 
your return to Indiana Refor~atory. 

12/1/72 
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Guidelines for the Physicians and Staff 
Using 

Volunteer Patients from Indiana Reformatory 
on 

Lilly Ward, Marion County General Hospital 

The following pOints are listed to provide you with an 
understanding of the agreement we have between the 
Superintendent of Indiana Reformatory and the ~illy 
Laboratories for Clinical Research. 

1. The attached provisions and guidelines for volunteer 
patients will be discussed with the individual by a 
Lilly representative during the preliminary screening 
process at Indiana Reformatory. Each volunteer will 
be given ~ copy to bring with him to the Lilly ward. 
The Lilly staff will review the guidelines with the 
volunt~er upon arrival at the Lilly Clinic. 

2. No patient will be ad~itted to the Lilly ward'until 
the study is approved by the Protocol Review Committee 
and discussed with Dr. Bechtol. He will,then inform 
Mr. Collins and the nUrsing staff of our needs. 

3. The medication must be available at the Lilly Clinic 
before the volunteer arrives trom the Reformatory. 

4. No repeaters to the Lilly Clinic should be authorized 
wi thout the a.pproval' of the responsible physician,' 
Dr. Bechtol, the nursing staff, and the Reformatory 
staff. This same approval applies to extending the 
study time beyond that initially approved and/or 
switching the protocol. 

5. All senior scientists performing drug studies with 
inmate volunteers must be consistent in interpreting 
the rules. Before an exception is authorized, 
Dr. Bechtol, Mr. Walker, and the nursing staff must be informed 
and agree that we can live with the exception. 

6. If an inmate volunteer fails to conform with established 
rules, he may be returned 'liO Indiana Reformatory immediately. 
The decision will be made a~ter consulting with the monitor, 
the nursing staff, Dr. Bechtol, and Mr. Walker. 

7. No volunteer from Indiana R~tormatory is permitt~d to 
leave the designated ward~rea unless accompanied by 
Lilly personnel who must 'remain with him while he i$ 
outside the Lilly area. 
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8. Volunteers will be returned at the completion of ~heir 
studies and will not be permitted to remain on the' 
ward until thei~ parole date or fo~ other personal 
reasons. 

It is important that we work together in making our Indiana 
Reformator~ volunteer research program a tremendous success. 

12/1/72 

Superigtendent 
Indiana Reformatory 
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REPORT OF SITE VISIT 

Addiction Research Center 
Lexington, Kentucky 

May 3, 1976 

The Addiction Research Center was visited by staff of the National 

Commission for the Protection of Human Subjects to obtain information on 

operations and conditions at the Center, which utilizes prisoners as sub

jects in drug addiction research. This report is based on information ob

tained from that site visit, and includes the views expressed by investiga

tors and prisoner subjects there in interviews with the Commission staff. 

Historical Background. Establishment of a research program in drug 

addiction grew out of recommendations from studies in the 1920's that a 

solution to the problem of drug addiction in the United States required 

research to develop a nonaddictive analgesic. Some of the prominent physi

cians conducting research in this field were in the Public Health Service, 

which at that time had full responsibility for providing medical care in 

federal prisons. Consequently, these investigators established a research 

program in addiction at Leavenworth Prison in 1934, using imprisoned addicts 

there as subjects for their human studies. In 1935 a facility was opened in 

Lexington as a "prison hospital ll for treatment of addicted prisoners, operated 

by the Public Health Service in conjunction with the Bureau of Prisons. The 

research program was transferred from Leavenworth to a wing of the Lexington 

facility at that time, and eventually became the Addiction Research Center 

(ARC), continuing to use prisoners at Lexington as sUbjects. For a number 

of years Lexington continued as a prison hospital, housing approximately 

500 federal prisoner addicts and 500 "volunteer" addicts who came to Lexing

ton for detoxification and treatment. 
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Site Visit--Lexington Research Center 

When the Department of Health, Education, and Welfare was established 

and the Public Health Service (PHS) was transferred from the Treasury 

Department to HEW, the PHS remained administratively responsible for the 

Lexington prison nospital and the research program. After passage of the 

Narcotic Addict Rehabilitatic:" ,-\ct in 1966, the Lexington PHS prison hospital 

was converted to a Clinical Research Center for narcotic addiction administered 

by the National Institute of Mental Health (NIMH). Thereafter addicts only 

came to Lexington either pre-conviction or on self-referral for treatment of 

their addiction and for research related to that treatment; post-conviction 

addicts (prisoners) were sent to the regular prison system. This situation 

created a crisis for the ARC, because the types of patients coming to Lexington 

as a result of this change were considered to be inappropriate for the kinds 

of studies the ARC performed, as the research (narcotic administration) would 

interfere with the therapy (keeping the patients off all drugs). Consequently, 

an agreement was reached in 1968 between the Bureau of Prisons and NIMH (see 

attachment) whereby prisoners who were formerly addicts could volunteer for the 

AKC research program at Lexington and be transferred there for studies. This 

agreement constitutes the basis for present operations of the ARC. 

In 1974 an additional change occurred: the NIMH, apparently disenchanted 

with operations of the Clinical Research Center, transferred the building to 

the Bureau of Prisons, which renovated the facility and converted it to a 

Federal Correctional Institution (FCI) that houses approximately 800 male and 

female young offenders, primarily serving short terms for relatively minor 

offenses, and operating as a "model prison" with an unlocked main entrance, 
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Site Visit--Lexington Research Center 

extensive educational and vocational programs, and special units for dealing 

with alcoholism and drug abuse. The ARC, transferred from NIMH to the National 

Institute on Drug Abuse (NIDA) when the latter was established in 1975, operates 

in a wing of the hospital-turned-model prison, connected by a locked cqrridor 

to the FC!. 

Although the initial research efforts at the ARC were directed toward 

developing a nonaddictive analgesic (to avoid the disastrous experience with 

heroin and morphine), emphasis changed somewhat over the years to testing 

the addictive potential of drugs developed by others. Development of meperidine 

(Demerol) in World War II was followed by synthesis of a host of other non

narcotic analgesics which were screened by the ARC for their addiction potential. 

The facility, faced with being overwhelmed by sheer numbers of drugs, developed 

animal models for testing drug dependence; consequently, any analgesic drug in

ducing dependence in animals (mainly dogs and monkeys) is not even studied at 

the ARC in humans. Further, new analgesics are not studied at the ARC until 

all phase I studies are completed and efficacy has been demonstrated in phase 

II studies. Passage of new drug abuse laws and institution of drug scheduling 

helped to establish and formalize the role of the ARC in providing the data 

used by the Secretary, DHEW, in advising the Attorney General as to the abuse 

potential of drugs and the degree of control needed. The research performed 

at the ARC forms the basis for decisions on drug scheduling and control not 

only for the United States but also for the World Health Organization. This 

research has prevented errors both in overcontrolling and undercontrolling 

drugs. For example, chlorphentermine (an appetite suppressant) would have been 
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Site Visit--Lexington Research Center 

scheduled with amphetamines based on its structure, but ARC studies showed 

dependence of the amphetamine type did not develop. On the other hand, ARC 

studies resulted in phenazocine, profadol, and tilidine either not being 
\ 

introduced or being scheduled, rather than being freely used as they would 

have been otherwise. 

Several types of research involving human subjects have been done at 

the ARC. Some involve questionnaires or psychologic tests, both with and 

without drug administration. Others involve short-term administration of 

various drugs to measure psychologic and physiologic response; this is usually 

done in a blind cross-over protocol. Other studies have involved developing 

improved methods of treating narcotic addiction and withdrawal and studies 

of prolonged abstinence. Finally, some studies involve chronic drug admin

istration, in which a drug is given for several weeks and then withdrawn to 

see if dependence develops, or a subject is made dependent on morphine and then 

an experimental drug is substituted for it to see if it can block the effects 

of morphine withdrawal (reportedly the most precise test of addictive potential). 

The decision to use prisoners who are ex-addicts for these studies was 

not a matter of chance or convenience; rather they were selected because 

experienced addicts were considered to be the best possible reporters of the 

subjective effects of new drugs in comparison with narcotics~ and best able 

to understand what administration of these drugs meant in order to give informed 

consent. Non-addicts were considered unacceptable subjects for tests involving 

administration of narcotics. Using prisoners rather than non-prisoners has been 

done because the studies require cloistered conditions to provide a stable 

environment and eliminate access to other drugs, as well as long-term drug 
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administration and withdrawal, and it has been considered impossible to cloister 

free-living addicts for a long enough time to conduct the studies. Further, 

only use of hard-core addicts (in practice, those who have been withdrawn and 

become readdicted three timeS' or more) was considered acceptable for chronic 

studies, and only prisoners have records to document such status. Because studies 

have shown that the likelihood that such persons will stay off drugs after release 

from prison approaches zero, ARC researchers have considered conducting studies 

on volunteers with this documentable history ethically acceptable, in that they 

are not doing anything to the subjects that the prisoners wouldn't do to them

selves if they had a chance. In addition, the long-term availability of pris

oners permits cross-over studies, so that significant results can be obtained 

by using far fewer human subjects than in a study design restricted to short·· 

term studies. 

Present Operations. The Addiction Research Center operates as an intra

mural research program of the National Inst'ltute on Drug Abuse. Research 

involving human subjects is conducted according to specif'ic protocols, reviewed 

initially by staff and then by an Organizational Review Committee (equivalent to 

an IRB) to assess both scientific merit and design as well as adequacy of pro

tection of the subjects (see attachments). Ongoing studies are monitored closely 

and are terminated before completion if ever it becomes clear that adverse effects 

are occurring from the drug. 

Nearly all the subjects are prisoners, although some free-living persons have 

been used as controls in psychologic tests. Prisoners are recruited from federal 

correctional institutions; 90% of the subjects are from Atlanta and Leavenworth 
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(the prisons housing recidivist addicts), the rest from Lewisburg and Terre 

Haute. Several times a year notices are put in the prison paper or bulletin 

board informing prisoners of the nature of th~ studies, the qualifications re

quired, the method of application (a request through their caseworker to the 

Chief of Classification and Parole), and the date a recruiter will come to dis

cuss the program in a group meeting. Most of the men have heard of the program 

from fellow prisoners, and some write the ARC directly and ask to come. In the 

meeting the concept of the operation and examples of studies are explained; pris

oners are recruited to the concept of the program, }'ather than for a particular 

study. Persons who volunteer for the ARC program after the explanation at the 

recruiting meeting are screened by the ARC to be sure they meet the requirements 

of the program (good physical health, history of narcotic addiction, at least 25 

years old, at least 18 more months of sentence to serve, no major psychiatric dis

orders other than sociopathic or neurotic personality) and that they could behave 

acceptably on the unit. They are then screened by the prison system (warden, 

medicdl officer, and Medical Director of the Bureau of Prisons) to eliminate those 

cons'idered unacceptable security risks, incompatible mixes, and those believed by 

their drug abuse therapist to be inappropriate for the ARC. Prisoners approved 

in this screening process are then allowed either restricted or unrestricted parti

cipation, the difference being that the latter have a history of at least three 

previous treatments for addiction, and therefore may participate in studies involving 

opiates, cocaine, or chronic administration of hypnotics, alcohol, marihuana, or 

their synthetic equivalents, which restricted subjects cannot participate in. Ap

proved prisoners are then transferred to the ARC, signing a non-binding agreement 

to stay there for a year, which may be extended to two year's (or longer in excep

tional circumstances). All prisoners are trahsferred back to their prison of 
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origin after their stay at the ARC, at least six months prior to the time 

they are paroled or released from prison. 

Prisoners are advised by ARC recruiters that their participation will not 

affect their chances for parole or for transfer to another prison. The benefits 

are a single-occupant cell to live in, with opportunity to have a TV or stereo 

in the cell if the prisoner buys one, and opportunity to earn meritorious com

pensation and good time based on the same schedule as elsewhere in the federal 

prison system (see attachment). Meritorious or industrial good time is awarded 

at a rate of up to 3 days per month in the first year and up to 5 days per month 

thereafter, based on good performance at a prison job and good behavior, and is 

subtracted from the length of sentence. Meritorious compensation is limited to 

a maximum of $50 per month and is paid for prison jobs done other than those 

in the capital industry of that prison (a cotton mill in Atlanta, shoe factory 

in Leavenworth, and print shop at Lexington) which are recompensed separately. 

Research participation is recompensed as a prison job, at a rate of $5 per' study 

day (maximum$30/month) for single dose studies and $40 per month for chronic 

studies. The average pay at the ARC is $2l/month in research, $25/month in the 

print shop, and $12/month in other jobs (cleaning the ward, mowing grass, etc.). 

At the ARC each prisoner is assigned to a one-man, 6 x 10 foot cellon one 

of three wards. The facility can house up to 50 men at a time; the overall volun

teer population has been approxin~tely 1/3 white, 1/3 black, and 1/3 chicano. 

Living conditions are plain, but not austere. There is freedom of movement on 

the ward, and the men are allowed outdoors in a grassy fenced exercise yard or 

basketball and handball courts when the guards are willing. A library, billiards, 

weights, and other light recreation is also available, and movies are shown once 
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a week. The men go as a group to the commissary or to church at the adjoining 

Lexington FCI, but are allowed no contact with its inmates. There is no edu

cational or vocational program available to ARC residents. Medical care needs 

beyond those which can be met by the ARC staff are provided by the FCI. 

"Prisoners rights" are essentially the same at the ARC as in the federal 

prison system. The mail censorship is identical (spot censorship and monitoring 

with some exceptions), as is visiting policy. A recent rule change permits 

free access to the telephone, but calls may be monitored. Access to any 

lawyer by mail or phone is permitted without censorship or surveillance. 

When a new study is being initiated, available qualified subjects are 

told about its nature and purpose, the type and exact nama of the drugs 

being given and their known effects, the duration of the study, the test 

procedures involved, and how much they may earn by participating. They 

are given a consent form to read, and then it is read to them. Questions 

are answered, and in a subsequent session the consent form is signed and 

witnessed. Pari .-icipants are advised that they can withdraw at any time with

out prejudice. As a matter of policy, they are never misinformed about what 

drug they are taking or its effects, and are never offered drugs as a reward 

for participating in a study, although drugs may be used therapeutically in 

treating a bad reaction or in aiding narcotic withdrawal. If a subject wishes 

to withdraw from a study investigators may talk with him to ascertain the 

reasons and see if he would be willing to continue, but do not pressure 
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subjects not to withdraw. If a subject repe~tedly refuses studies or 

withdraws from them, the investigators stop offering studies to the sub

ject (as data collection depends on cooperation), but the investigators 

state that unless the subject requests it, he is nut returned to his 

prison of origin until his agreement expires, as long as he otherwise 

makes a good institutional adjustment. Medical care is provided for any 

adverse effects of the drugs. Prior to discharge to the prison of origin, 

prisoners receive a complete medical reevaluation and psychologic testing, 

and total withdrawal from any drugs is accomplished. 

The recent decision by the Bureau of Prisons to terminate the 

agreement by which prisoners are transferred to the ARC has forced 

consideration of other means of continuing the research, which is viewed 

as essential. Although still convinced that prisoners are the best 

subjects for such studies, for the reasons stated previously) the ARC 

investigators are planning an effort to recruit street addicts applying 

for enrollment in a methadone maintenance program to come to the ARC 

to participate in research and then return to go on the methadone pro

gram. Using these subjects would avoid many of the criticisms related 

to coercion and readdiction associated with using prisoners; the unan

swered questions are whether people would volunteer and whether they 

would remain at the ARC long enough for meaningful studies to be per

formed. 
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Interviews with subjects. Each of the sixteen prisoner-volunteers 

in the ARC on May 3 was interviewed individually by one of two Commission 

staff members. Although the interviews were unstructured, they dealt 

with the same basic topics of reasons for coming to the ARC, consent-re

lated issues, and life in the ARC. 

Various and multiple reasons were given for decisions to come to 

the ARC. Most men cited reasons related to the conditions of their im

prisonment. These reasons included, in about equal proportion, the de

sire to be located closer to families, the belief (apparently erroneous) 

that transfer to more desirable prisons could be more easily arranged 

at the ARC than at their prisons of origin, and dissatisfaction with liv

ing conditions at their prisons of origin. Regarding the latter, mention 

was made of individual cells at the ARC and the resulting privacy, al

though not all men were specific about what conditions they had hoped 

would be better in Lexington. 

About half of the men indicated that they believed that participat

ing in the research program at the ARC would have a positive effect on 

their chances for parole or release. When questioned on this point, 

nothing they said contradicted the researchers' statement that such an 

effect is never promised or even hinted at. Rather, the belief is passed 

by word of mouth in the prisons of origin or is supported, not by sta

tistical evidence, but by knowledge of particular men who made parole 

after returning from the ARC. The belief is fed by the men's conviction 

that participation in research is considered to be a socially beneficial 

thing to do, and their knowledge that, since their participation involved 
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a transfer from one facility to another, the fact that they participated 

will be part of their prison record. (Federal regulations issued in 

June 1974 prescr('ibing factors to be considered in parole decisions may, 

when they are understood by prisoners, eliminate their belief that 

participation in research will improve parole chances.) 

A few men cited their belief in the importance of the research as 

a factor in their decisions, although only one indicated that this 

was his primary reason for participating. Only one man indicated that 

he found the program attractive because of his specific interest, as a 

former addict, in drugs. Only one of the men questioned indicated that 

he would have participated in the research program if it had been located 

at his former prison and if he were sure participation would not improve 

his chances for parole or transfer. 

The men offered few complaints about particular studies, and indicated 

that they were treated properly, that adequate precautions were taken in 

selection of subjects and in the conduct of research, that they were giv

en adequate information on which to base decisions, and that they under

stood that they were free to decline to participate in any study and that 

they could withdraw at any time. 

Many of the men indicated that they participated selectively in re

search (avoiding certain kinds of studies, such as those involving hal

lucinogens or opiates or injections directly into the veins). In addi

tion, many reported having withdrawn from particular studies before they 

were complete. With one exception, it was indicated that there had been 
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no interference with such decisions. One man, however, said that on 

one occasion he had been strongly urged to dela.y his desired with

drawal from a study in which he had been addicted until after a par

ticular visit of outsiders to the facility, because, he said, the re

searchers did not want on display a man going through drug withdrawal. 

(The Commission staff has no independent knowledge of the validity of 

this report.) 

Despite the fact that there was general agreement that they had 

been explicitly informed about the voluntary nature of participation, 

most men stated the belief that if they declined participation too often 

or withdrew from too many studies they would be returned to their pris

on of origin. This, they believe, would be a black mark on their re

cord, and would hurt parole or release changes. (It should be recalled 

that many mb~ entered the program because of a belief that it would im

Erov~ such chances.) In support of their belief that a pattern of re

fusal or withdrawal would result in removal from the ARC, they appealed 

to logic ("if we all refused, you know they would not keep us here ll
) or 

they cited the fact that men are commonly returned to their prisons of 

origin on very short notice or without explanation. None of the men 

could identify any particular case where a refusal to participate, per 

se, resulted in a man's removal from the ARC; they did point out that 

if the researchers found a man to be unsatisfactory for any reason, he 

would be gone soon. Even if there is, in fact, a link between nonpar

ticipation and removal from the unit--a fact not established--interpre

tation would need to be very careful. The researchers pointed out that 
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men sometimes become dissatisfied with being located at the ARC and 

that this dissatisfaction may be manifested in a number of ways of 

"acting out. 1I When a man becomes a discipline problem within the unit~ 

he is usually removed; the behavior which actually results in removal 

may be accompanied by uncooperativeness in the research which, by 

itself, according to the researchers, would not result in a man's re

moval. 

Nevertheless, the particular combination of factors described 

above--the fact that the same people who are responsible for the re

search are also responsible for decisions regarding the circumstances 

of the men's incarceration at the ARC, and that decisions to remove a 

prisoner from the ARC are viewed by prisoners as having a negative im

pact on chances for parole--suggest the presence of a significant co

ercive element in the unit. The problem is partly due to the fact 

that, since changes of facilities are involved, IIfailure ll at the ARC 

inevitably is reflected in a man's record, and he knows it. The pro

blem also seems to be due to the fact that the researchers, not distant 

prison officials, are responsible for discipline and order within the 

unit. The maintenance of such order requires having the power to "mo-

tivate ll men to behave according to the rules; it is not surprising that 

the prisoners are unable to ignore completely the fact of this power 

when they are asked to participate in a particular study. 

While there were few, if any, complaints about particular studies, 

there were four complaints about the general program at the ARC. All 

of these complaints were frequently repeated. First, men complained 
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about the low amount of money received in the tests and at other jobs. 

Many said they could make much more money at the prison of origin. 

Money, i nci dentally, was never menti oned among the reasons why the 

men had decided to come to the ARC. A conscious decision has been 

made by the administration of the program to keep the pay rate at a 

level sufficiently low that it will not be an important motivating 

factor for subjects. 

The second complaint concerned the lack of educational, training, 

therapeutic (i.e., counseling or psychotherapy), entertainment and re

creational pro0 ' ~ms at the ARC. Exercise facilities regularly avail

able at the ARC were limited, and the men apparently had little access 

to the recreation facilities at the neighboring FC!. The men had no 

access to educational or training programs. There is available one pris

on industry--a print shop--but only two men in the ARC were currently 

working there. As for entertainment, only one occasion was cited at 

which t~e men attended a program at the neighboring FC!; entertainment 

at the ARC itself is confined to television and a weekly movie. The 

lack of educational, training, therapeutic, recreation, or entertainment 

provisions again reflects a conscious decision not to make the ARC unduly 

attractive to potential residents. This decision reflects a sensitivity 

to some criticisms which have been made of prison research, but, from the 

standpoint of the prisoner-subjects, it is very unfair not to have access 

to facilities comparable to their prison of origin, particularly since 

they view themselves as making sacrifices for the good of society. They 

consider theiy' existence dull and opportunities limited compared with 
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their prison of origin, and teel that their meritorious behavior is 

being penalized. 

The third criticism, closely related to the previous one, pertains 

to their segregation from the FCI next door. In addition to not being 

a 11 owed to part i c i pa te in FC I programs, they are segregated on the 

occasions that they enter that facility, primarily to go to the com

missary (twice a week) and to attend church services (men from the ARC 

sit in a reserved area). From the standpoint of the administrators ,df the 

ARC, these restrictions are necessitated by factors of security and cost. 

Men come to the ARC from maximum security federal prisons, and have the 

criminal backgrounds implied by this fact. The FC! next to the ARC is a 

facility run for a very different population, so much so that during day

light hours, there is no locked door between many inmates there and the 

outside world. To allow the ARC residents greater access to the FCI 

would require special security for which funis are not available, and 

which would be counter to the concept of that FCI. Furthermore, since 

the FCI is relatively open and houses a substantial population of people 

incarcerated for drug-related offenses, the ARC officials expressed con

cern that contact between the FCI and the ARC would bring contraband drugs 

into the ARC and interfere with the studies therein. 

The fourth complaint concerned the lack of what was uniformly called 

"aftercare." As this concern was expressed, the men saw themselves as 

taking drugs with unknown effects, drugs they feared might have after

effects or cause 'Ifl ashbacks. II Thus, they expressed a bel ief that "after

care" of some Sort was necessary. The researchers expressed doubt that 

, ' , , 

19-15 _J 



Site Visit -- Lexington Research Center 

this was a genuine issue, indicating a belief that the need for lIafter

care" was a lever the men were trying to use in order to be transferred 

to desired facilities such as a Bureau of Prisons hospital. The re

searchers indicated that all effects on subjects of the research pro

gram are now being studied, and they expressed lack of knowledge as to 

what such lIaftercare il woul d entail. 
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. MEMORANDUM OF UNDERSTANDn1G 
M'TACHMENT .1 

"-
Between Bureau of Prisons and the 

National Institute of Mental Health 

Concerning transfer of prisoners from Bureau of Fr1sons 
for research studies at the NIMH Addiction Research Cen~er . 

" . 

This is a memorandum of understanding between- the Bureau of Prisons and the 
National Institute of Mental Health concerned with the transfer of patients' . 
to the NJ}m Addiction Research Center from the Bureau of Prisons to 
participate in psychopharnuicological studies, and more particularly; to 

.' participate in studies concerning the assessment of the abuse potentialities 

. of opiate~like analgesics. The assessment of the abuse potentiality of 
'narcotic analgesics by the U. S. Public Hea.lth Servic;.e using prisoner 
subjects of the Bureau of Prisons has been ongoing since 1934, at w!lich 
ti.u.e D:.:-. C. K. Himmelsbach established the program at Leavenworth Prison • 

. The studies have continued .at the Clinical Research Center (formerly U. S. 
Public Health Service Hospital) at Lexington, Kentucky. The Secretary of 
Health, ·rluc.?tion and 't-lelfar~sta:tutory responsibilities outlined' in t!he' 
Narcotics Mar..uf.acturing Act of 1960 for advising the Secretary of the 
Treasury concerning the abuse potentiality of' strong analgesics. ~ this Act~ 

"The word 'opiate~' ••• shall mean any drug ••• or other substance 
found by the Secr~tary (of the Treasury) or his delegate and 
proclaimed by the Secretary or his delegate (after considering 
the technical advice of the Secretary of Realth, Education, and 
Welfare, or his delegate, on the subject) to have been so found 

. in the Federal Register, after due notice and opportunity'for 
public hearing, to have an addiction-fo~ing or addiction-
sustaining liability similar to morphine or cocaine or to be 
capable of conver~ion into a drug having such addiction-forming 
or addiction-sustaining liability, where, ~4 the judgment of 
the Secretary or his deleg~te, the relative ·technical simplicity 
and degree of yield of such conversion create a risk of irr.proper 
use of the drug 'or other substance." 

'A Federal prisoner would be eligible for these studies when: .. 
. . 
1~. He has volunteered for the studies and for transfer to the Addiction 

Research Center.-

2~ .The application has been reviewed and mutually approved by (a) the 
.warden and medical officer of the prison in which he is incarcerated, 
(b) the\Medical Director of the Bureau of Prisons or his delegate, 
(c) th~ Assistant Director, Division of Institutional Services or his 
delegate, and (d) the Chief of the NJ}lll Addiction Research Center or 

.. : his delegfil.te. '. 

3. 'Re has a history of narcotic addiction. 

4 •. Reis ~ good physical health. 



S~ He has no major 'psychiatric disorders in and above sociopathic or 
neurotic personality. 

6. He must be over 25 years of age. " . 

1. He must.have at least 18 months of sentence to serve at the time of 
volunteering. 

Patients who satisfy these criteria would be then classified by the mutual 
agreement of the warden of the prison ox his medical director,' the Medical 
·Dj,rector of the Bureau of Prisons or his delegate, Assistant Director of, 
Institutional Services or his delegate, and the Chief of the Addiction 
Research Center or his delegate irLto one of sev~ral catego.:oies o~ 
pa::-ticipation; 

" 

1. pnrestricted particination. Unrestricted participation means that the 
subject, can participate in any experiment ,involving narcot:Lc analgesics" 
seda~ive-h7pnotics, marihuana, cocaine,. alcohol, or psychotomimetic 
agents, as well as other centrally acting drugs. ' Criteria for unre
stricted Farticipation are: (a) Patient must be at least 25 years of 

'age, and (b) have at least three previous treatm'ents of addiction. 
Unrestricted participation i's further divided into t1i70 subcategories: 
Those patients who are eligible for chronic drug .studies, and those 
patients who are eligible for single dose studies. ~o hard criteria 
can be established for this distinction which depends on the judgment 
of the Chief of the Addiction Researc~ Center or his delegate and is 
based on the Telative therapeutic prospect of the subject ,and medical 
considerations. 

2. Restricted narticipation. Restricted participation means that the patient 
cannot participate in studies,involving opiates, cocaine or the chronic 

, administration of hypnotics, alcohol, marihuana, or the synthetic 
. ,equivalents of these drugs. Criteria for restricted participation are: 

(a) The subject be at least 25 years o'f age, and (b) that there be no 
, contraindication to participation in experiments. 

,Approval or rene~'1al of eligibility. Approval,~or participation in research 
studies will be made ior a period of one year or less. Approval can be 
renewed yearly with the approval of the Chief, of the Ad.diction Research Center 
and, the Nadical Director of the Bureau of Prisons. Except in special in.stances, 
it is not anticipated that subjects will continue to participate in studies 
in excess of two or three years. 

Jransfer. W~en a subject has been approved for transfer to the Addiction 
Research Center for participation in research studies, the patient and both 
his administrative ar..d medical jackets "rill be transferred to the Clinical 
Research Center. The transfers to the Clinical Research Center and f.~oc the 
Clinical ReSearch Center to Federal prisons will be arranged by the Bureau of 
Prisons; ho'to1aver, the costs of transfer will be assumed by ~he Ac..:l.1.ction 
Research Center. 
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Admission nnd prisoner c~re. TIle admission of the inmate to this Center woult 
be the rcsronsi~ili.ty of the Clinical Research Center. The! Hedical I:.ecords 
Section '\vould ob tnin all necessnry information at the time of admission and 
would tnke the responsibility for mai'O.tnining the administrative! records, on 
eAch i~~iltc and detc~inin~ the nu~ber of days that the inmAte is earninG. ns 
well as keeping an nccura~e account of the length of sentence, eligibility for 
parole, and other administrative details concerned with his sentence 4~d 
release. The Clinical Research Center will provide services to. the in~atcs 
related to housing, food, clothing, laundry,_infi~ary care including 
laborato't')T, x-ray, physical therapy and dental care, as well as recreational 
facilities, religious counseling and psychotherapy that are consistent wi,th 
the program and facilities of the Clinical Re~ear~~ Center. 

The Clinical Research Center will assume'the responsibility for the custody, 
security ~n~ discipline of the patients. The 'Addiction Research Center will 
have the responsibility for reccr.c::J.ending r.neritorious an'd research goo':' time. 
The Clinical Research Center will have the responsibility of reco~~ending 
industrial. good time awards., Further, "the Addiction Researc.~ Center ~1ill hav.: 
the 'respons~bilit:r for funding and atvarding any ,cash awards th~t will be give~ 
for participation in research studiel? . . ~. . ' 

Incentives. It:lcentives will include both good time and cash at-lard~ and will Of. 
given not only for participation in research studies but meritorious a~d 
industrial good time awards will also be made.. The nature and magnitc.c.e of 
the awards shall be CO:IU"'tlensurate with awards given to cOtlparable prisoners by 
the B~reau of Prisons4 

) 

Pcn:ticip:ltion in I?):uerinents. Prior to p:trticipation in each stt.:.c.y, each 
subject will unde~go a co~?lete history and physic~l ex~uination, as well as 
~ng appropriate laboratory tests done', and ~1:tll execute a separate and 
informca cons~~c torm. Participation in an~study, is voluntary and the patient 

,is free to withdratv a~ any time during t.~e course of the study. All study ,', 
plans lvill have been previously reviewed by the local research cO'::1;nittee of the 
Addiction Research Center and will in every respect confo~ to the regulation~ 

,for clinical experio~"1tation established by the Surgeon General. Copies of all 
research protocols will be forwarded t.O the Hedical Director of the Bureau of 
~isons for his information. 

Records. The Addiction Research Centler will provide semi-annually t~ the 
Bureau of Prisons a' !')utr'~ary of, patient participation. This will include the' 

'patient's n~e, registration n~ber, prison of origin, home address, short 
,time release date, research classification, ~tudy nu~ber, date of ad~ission 
to the-kdarction Research Center, as well as a record of all good time and 
cash alV'ards. 

For the 
National Institute of Mental Health Prisons 

~~~QQJ 
Date: 
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. ATTACHMENT 2 
OPERATIONS MANUAL 

ORGANIZATIONAL REVIEW COMMITTEE 

2. The Organizational Review Committee reviews all clinical study 

plans. The study plans of each experiment conducted on the wards ~f 

the ARC are circulated to al~ committee members. They review the study 

plan and either, (a) approve it, (b) approve it but make suggestions 

concerning the experimental design and conduct O'f the, experiment, or 

(c) do not approve it, and indicate to the investigator in writing their 
, , 

reasons for not approving it. No study is initiated without the approval 

in writing of the entire Organizational Review Committee of the ARC. 

B. Method of selection 

The Organizational Review Committee is selected by the Director of ARC. 

Several criteria are used in the selection of this Cownittee. f1' 1\ \ I J n 

substantive portion of the committee must have technical e~pertise such 

that they can assess the soundness of the experimenta1 designs to be 

employed, the risks to the health of the patients, and the efficacy of 

procedures taken to avoid or,treat toxic or adverse reactions. (2) Other 

,members of the committee are ,selected becaus~ of their knowledge and 

, background concerning the relevance of the particular experiments and 

general experimental program of the ARC to the common good. (3) Other 

members of the committee are selected on ,the basis of their knowledge 

and experience to provide guidance to the Director t ARC, on issues 

concerning the humane treatment of prisoner-patients and ethical questions 

concerning the conduct of experiments. 

The committee will make determinations of whether subjects will be 

or not be at risk as defined in Part II, "Protection of Human Subjects" 

Regulations: 
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IIIISubject at risk" means any individual who may' be 

exposed to the possibility of injury, including physical,. 

psychological, .or social injUl~y, as a consequence of 

participation as a subject in any research, development, 

or related activity which departs from the application 

of those established and accepted methods necessary to 

meet his needs, or which increases the ordinary risks 

of daily life, including the recognized risks inherent 

in a chosen occupation or field of service.~ 

The committee will also determine that the sum of benefits so outweigh 

the risk to the subject that allow the subject to accept these risks. 

c. Organizational Review Committee composition 

M~mbers 

Harris Isbell; M.D. 
417 Foch Street 
Eastland, Texas 76448 

Abraham Wikler, M.D. 
Professor of Psychiatry 
University of KY Medical Center 
lexington, Kentucky 40506 

Robert Straus, Ph.D. 
Professor and Chairman 
Dept. of Behavioral Sciences 
Univ. of Kentucky Medical Center 
lexington, Kentucky 40506 
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Members 

T. Z. Csaky, M.D. 
Professor and Chairman 
Departrnent of Pharmacology 
Univ. of Kentucky Medical Center 
lexington, Kentucky 40506 

Charles W. Gorodetzky, M.D. 
Chief D Section on Drug Metabolism 

and Kinetics 
NIDA Addiction Research Center 
P.O. 1B0x 12390 
lexington, Kentucky 40511 

Donald R. Jasinski, M.D. 
Chief, Clinical Pharmacology Section 
NIDA Addiction Research Center 
P.O. Box 12390 
lexington, Kentucky 40511 

David C. Kay, M.D. 
Chief, Section on Experimental 

Psychiatry 
NIDA Addiction Research Center 
P.O. Box 12390 
lexington, Kentucky 40511 

John D. Griffith, M.D. 
Chief, Stimulant and Hallucinogen Unit 
NIDA Addiction Research Center 
P.O. Box 12390 
lexington, Kentucky 40511 

. William R. Martin, M.D. 
Director, NXOA Addiction Research Cente\" . 
P.O. Box 12390 
lexington, Kentucky 40511 
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Qualifications 

Paid Consultant; Member, American 
Society for Pharmacology and 
Experimental Therapeutics; Member, 
American Physiological Society 

. Full Time Employee; Clinical 
Pharmacologist' 

Full Time Employee; Clinical 
Pharmacologist 

Full Time Employee; Board 
Certified Psychiatrist; Neuro
psychopharmacologist 

Full Time Employee; Board 
Certified Psychiatrist; Clinical 
Pharmacologist 

Full Time Employee; Clinical 
Pharmacologist; Neuropsycho
pharmacologist 
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ATTACHMENT 3 

S'CHEDULE FOR ~lERITORIOUS CDrltPENSATION . 
A. Research Participation 

1. Single dose studies generally 

'Cal $5 per study day not to exceed 6 study days per month 

(b) In instances approved in advance by Chief, Clinical 

Phanmacology Section, $6.per study day not to. exceed 

5 study days in anyone month • 

.... 2.. Chronic Studies 

$40 per'month 

B. Job Assignment 

1. Routine job and satisfactory behavior 

$12 per month 

2. Printing trades 

Schedule attached 

C. Conclusion of Stay at ARC 

At time of return to the Bureau of Prisons, patients may receive 
. I 

a 'bonus of $50 for each year of participation in program at the' ARC 

with a maximum of $100. .. 

~Prisoner patients .. cannot e'arn both meritorious compensation for Job 
assignments and Printing Trades pay. . 
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Schedule for Compensation Printing Trades ARC 
'£;he following will be used as a stE~P rate m'athod of payment to patients 
assigned to Printing Trades. 

After After 
CLASSIFICATION Hour Rate 6 r~o. Training 1 Yr. Training 

Step 1 Step 2 Step 3 
New Ne\ol Umo/ 

Janitor .27 .32 .37 

Shipping Cl,erk .27 3'') • L. .37 

Clerk ' .27 .32 .37 

Stuffing Envelopes .27 .32 e37 

~ip Coding .27 .32 .. 37 

Hand Assembly .27 .. 32 .37 

P.urcha~ing (Clerk-Steno) .27 .32 ~37 

, Binding .27 .32 .37 

Stapling .27 .32 .37 

Graph-O-Type Operator .27 .32 .37 

Address~ograph .27 .32 .37 
0 

11 x 14 Press· .28 .33 .38 
0 

11x17 & l5x18 Press .. 29 .34 .39 

·17 x 22 Press ' .30 .35 .40 

,Relief Press Operator .30 . .35 .40 

Collator Operator .29 .34 .39 

Paper Cutter Operator .28 .33 .38 

Photo-Lithographer .28 .33 .38 

• 
Patients mus,t have worked a minimum weekly average of 20 hours and performed 

"-

in a satisfactory m,anner in order to be eligible for the next higher step." 

Patients will work a maximum of ~ days per week unless they have permission 
" to work longer. 
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THE NUREMBERG CODE OF ETHICS 

IN MEDICAL RESEARCH 
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The Nuremberg Code of Ethics . 
in Medical Research 

(1) The voluntary consent of the human subje<.;t ie--itb$plutely essential. 
This means that the person involved should. have legal capacityto-givc~GP-lLemt: 
should be so situated as to be able tC) exe,rcise free power of choice without --
the intervention of any element of force, fraud, deceit, duress, overreaching, 
or other ulterior form of constraint or cClerciolI and should have sufficient 
knowledge and comprehension of the ele::nents of the subject matter involved as 
to enable him to make an unde~standing and enlightened decision. This latter 
element requires that before the acceptan(~e of a.n affirmatiV'e decision by the 
experimental subject there should be malde known to him the nature, duration, 
and purpose of the experiment; the method and means by which it is to be con
ducted; all inconveniences and hazards re,3.sonably to be expected; and the 
effects upon his health or person which ffi>3.Y possibly come from his participation 
in the experiment. 

The duty and responsibility for ascertaining the quality of the consent 
rests upon each individual who initiates I directs, OJ:' engages in the experiment. 
It is a personal duty and responsibility which may not be delegated to another 
with impunity. 

(2) The expe.riment should be such as to yield fruitful results for the 
good of society, unprocurable by other methods or means of study, and not ran
dom and unnece$sary in nature. 

(3) The experitnent should be so designed and based en 1;he results of 
animal experimentation and a knowledge of the nat~ral history of the disease or 
other problem under study that the anticipated results tV'ill 'Justify the perfor
mance of the experiment. 

(4) The experiment should be so conducted as to av~)id all unnecessary 
physical and mental s~lfering and injury. 

(5) No experiment should be conducted where there is an a priori reason 
to believe that death or disabling injury will occur; excep.l:, perhaps, in those 
experiments t'lhere the expe:dmental physicians also serve as subject. 

(6) The degree of risk to be taken should never exceed. that determined 
by the humanitarian importance of the problem to be solved by the experiment. 
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(7) Proper preparations should be made and adequate facilities provided 
to protect the experimental subject against even remote possibiliti'i~s of injury, 
disability, or death. 

(8) 
persons. 
stages of 

The experiment should be conducted only by scientifically qualified 
The highest degree of skill and care should be required through all 
the experiment of those who conduct or ~ngage in the experiment. 

(9) During the course of the experiment the human subject should be at 
liberty to bring the experiment to an end if he has reached the physical or 
mental state where continuation of the experiment seems to him to be impossible. 

(10) During the course of the experiment the scientist in charge must be 
prepared to terminate the experiment at any stage, if he has probable cause to 
believe, in the exercise of the good faith, superior skill, and careful judgment 
required of him, that a continuation of the experiment is likely to result in 
injury, disability, or death to the experimental subje0t. 

20-2 

I 

, 

;1 

j , 
I 

1 
I 
i 
j 
I 
i 

1 

J 





,-



~~-- --~ ~---~~-~~---- ~~-~--~--~-

21 

DECLARATION OF HELSINKI 
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Declaration of Helsinki 

INTRODUCTION 

It is the mission of the doctor to safeguard the health of the people. 
His knowledge and conscience are dedicated to the fulfillment of this mission. 

The Declaration of Geneva of The World Medical Association binds the doctor 
with the words: "The health of my patient will be my first consideration" and 
the International Code of Medical Ethics which declares that "Any act or advice 
whid~ could weaken physical or mental resistance of a human being may be used 
only ":'n his interest. 1I 

Because it is essential that the results of laboratory experiments be 
applied to human beings to further scientific knowledge and to help suffering 
humanity, The World Medical Association has prepared the following recommen
dations as a guide to each doctor in clinical research. It must be stressed 
that the standards as drafted are only a guide to phySicians allover the world. 
Doctors are not relieved from criminal, civil and ethical responsibilities under 
the laws of their own countries. 

In the field of clinical research a fundamental distinction must be rec
ognized between clinical research in which the aim is essentially therapeutic 
for a patient, and the clinical research, the essential object of which is purely 
scientific and without therapeutic value to the person subjected to the research. 

I. BASIC PRINCIPLES 

1. Clinical research must conform to the moral and scientifiC principles 
that justify medical research and should be based on laboratory and animal experi
ments or other scientifically established facts. 

2. Clinical research should be conducted only by scientifically qualified 
persons and under the supervision of a qualified medical man. 

3. Clinical research cannot legitimately be carried out unless the impor
tance of the objective is in proportion to the inherent risk to the subject. 

4. Every clinical research project should be preceded by careful assess
ment of inherent risks in comparision to forseeable benefits to the subject or 
to others. 

5. 'Special caution should be exercised by the doctor in performing clini
cal research in which the personality of the subject is liable to be altered by 
drugs or experimental procedure. 
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II. CLINICAL P£SEARCH COMBINED WITH PROFESSIONAL CARE 

1. In the treatment of the sick person, the doctor must be free to use a 
new therapeutic measure, if in his judgment it offers hope of saving life, 
reestablishing health, or alleviating suffering. 

If at all possible, consistent with patient psychology, the doctor should 
obtain the patient's freely given consent after the patient has been given a 
full explanation. In case of legal incapacity, consent should also be procured 
from the legal guardian; in case of physical incapacity the permission of the 
legal guardian replaces that of the patient. 

2. The doctor can combine clinical research with professional care, the 
objective being the acquisition of new medical knowledge, only to the extent 
that clinical research is justified by its therapeutic value for the patient. 

III. NON-THERAPEUTIC CLINICAL RESEARCH 

1. In the purely scient.ific application of clinical research carried out 
on a human being, it is the duty of the doctor to remain the protector of the 
life and health of that person on whom clinical research is being carried out. 

2. The nature, the purpose and the risk of clinical research must be 
explained to the subject by the doctor. 

3a. Clinical research on a human being cannot be undertaken without his 
free consent after he has been informed; if he is legally incompetent, the con
sent of the legal guardian should be procured. 

3b. The subject of clinical research should be in such a mental, physical 
and legal state as to be able to exercise fully his power of choice. 

3c. Consent should, as a rule, be obtained in writing. However, the 
responsibility for clinical research always remains with the research worker; 
it never falls on the subject even after consent is obtained. 

4a. The investigator must resper.t the right of each individual to safe
guard his p~rsonal integrity, especially if the sw)ject is in a dependent rela
tionship to the inve~tigator. 

4b. At any time during the C(:.lUrse of clinical research the subject or 
his guardian should be free to withd.raw permission for research to be continued. 

The investigator or the invesi:igating team should discontinue the research 
if in his or their judgment, it may" if continued, be harmful to the individual. 
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We, the undersigned medical organizations, endorse the ethical principles 
set forth in the Declaration of Helsinki by the World Medica.l Association con
cerning human experimentation. These principles supplement the principles of 
medical ethics to which American physicians already subscribe. 

American Federation for Clin.ical Resedxch 

American Society for Clinical Investigation 

Cen.tral Society for Clinical Research 

American College of Physicians 

American College of Surgeons 

Society for Pediatric Research 

American Academy of Pediatrics 

American Medical Association 
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Recommendations 

of the 

World Medical Association. 

• In 

Biomedical Re.earch 

Involving Human Subjects. 

--~ .-----.------.~--~ -

.leOIt.lrlDAI.OIII and without direct diagnostic or therapeutic value 
10 the perron su~iected to the re~rch. 

The World Medical Association 

INTRODUCTION 

It is the mission of the medical doctor to safeguard 
the health of the people. His or her knowledge 
and conscience are dedicated to the fulfillment of 
this mission. 

The Declaration of Geneva of the World Medical 
Association binds thEt doctor with the words, liThe 
health of my patient will be my first consideration, II 
and the International Code of Medical Ethics declare. 
that, IIAny act or advice which couldweakenpliys
ical or mental resistance of a human being may be 
used only in his interest·.11 

The purpose ()f biomedical research involving human 
,ubjillcts must be to improve diagnostic, therapeutic 
(mel prophylactic procedures and the understanding 
of the aetiology al"ld pathogenesis of disease. 

in current medicai practice mOirT diugfiosHe, 
the ra p e uti c or prophylactic procedures involve 
hazards. This applies afortioY.'i to biomedical 
research. 

Medical progress is based on research which ulti
mately must rest inpartonexperimentation involving 
hUl1"rtln subjects. 

In the field of biomedical research a fundamental 
distinction must be recognized between medical 
research in which the aim is essentially diagnostic 
or therapeutic for a patient, and medical resear\:h, 
the essential object of which is purely scientific 

Special caution must be exercised in the conduct 
of Rleareh which may affect the environment 6 and 
the welfare of animals used for research musf be 
reip8cted. 

Because it is essential that the .ri1'isults of laboratory 
experiments be applied to human beings to further 
scientific knowledge and to help suffering humanity, 
The World Medical Association has prepared the 
follOWing rec-ommendations as '0 guide to every 
doctor in biomedical /J'esearch involving hum a n 
subjects. They should be kept under review in the 
future. It must be stressed i~t the standards as 
drafted are only a guide to physicians allover the 
worl.d. Doctors are not relieved from criminal, civil 
and ethical responsibilities ul'Xier tbe laws of their 
own countries. 

I. BASIC PRINCIPLES 

1. Biomedical research involving human subjects 
must conform to generally accepted scientific 
principles and should be based on adequately 
ptllrformed laboratory and animal expel'imentation 
and on a thorough knowledge of the scientific 
literature • 

4') TL_...I __ ! ____ .-I __ J_ _ ... • _. 

... " I ......... 'U9" Ung perronnanee oreaen expertmenral 
procedure involving human subjects should be clearly 
formulated in on experimentQl protocol which should 
be transmitted to a specially appointed independent 
committee for consideration, comment and guidance. 

3. Biomedical resear~h involving human subj'llicts 
should be conducted only by scientifically qualified 
peBons and under the supervision of a clinicaUy 
competent medical person. The responsibility for 
tfle human subject must always rest witha medicaUy 
qualified person and never rest on the subject of the 
research, even though the subject has given his or 
her consent. 



4. Biomedical resea,"ch involving human subjects 
cannot legitimately be carried out unless the 
importance of the objective is in proportion to the 
inherent risk to the subject. 

S. Eve ry biomedical research project involving 
human subjects should be pre c e d e d by careful 
assesnent of predictable risks in comparison with 
foreseeable benefits to the subject or to othen. 
Concern for the interests of the subject must always 
prevail over the interests of science and society. 

6. The right of the research subject to safeguard 
his (Ir her integrity must always be respected. Every 
precaution should be taken to respect the privacy 
of the subject and to minimize the impact of the 
study on the subjecf"s physical and mental integrity 
and on the personality of the subject. 

.., • Doctors should abstain from engaging in research 
projects involving human subjects unless they are 
satisfied that the hazards involved are believed to 
be predictabl'e. Doctors should cease any investi
gation if the hazards are found to outweigh the 
potential benefits. 

8. In publication of the results of his or her 
research, the doctor is obliged to preserve the 
accuracy of the results. Reports of experimentation 
not in accordance with the principles laid down 
in this Declaration should not be accepted for 
publ ication. 

9. In any research on human beings, each potential 
subject must be adequately informed of the aims, 
methods, anticipated benefits and potential hazards 
of the study and the discomfort it may entail. He 
or she should be informed that he or she is at liberty 
to abstain from participation in the study and that 
he or she is free to withdraw his or her consent to 
participation at any time. The doctor should then 
obtain the subject's freely-given informed'coment, 
preferably in writing. 

10. W he n obtaining informed consent fo r the 

,m tit. 

research project t~ doctor should be particularly 
cautious if the subject Is in a dependent relationship 
to him or her or may consent under duress. In that 
case the informed ~n$8nt should be obtained by a 
doctor who is not engaged in the investigation and 
who is completely independent of this official 
relationship. 

11. Incase of legal incompetence, informed consent 
lhould be obtained from the legal guardian in 
accordance wit h nat ion a I legislation. Where 
physical or mental incapacity makes it impossible 
to obtain informed consent, or when the subject is 
a minor, permission from the responsible relative 
replaces that of the subject in accordance With 
nationa I legislation. 

12. The research protocol should always contain a 
statement of the ethical considerations involved 
and should indicate that the principJes enunciated 
in the present Declaration' are compl ied with. 

II. MEDICAL RESEARCH COMBINED WITH 
PROFESSIONAL CARE (CLINICAL RESEARCH) 

1. In the treatment of the sick person, the doctor 
mustbe free to use a new diagnostic and therapeutic 
measure, if in his or her judgement it offers hope 
of saving life, reestablishing health or alleviating 
suffering. 

2. The potential benefitS, hazards and discomfort 
of a new method should be weighed against the 
advantages of the be s t current diagnOstic and 
therapeutic methods. 

3. In any medical study, every patient - including 
those of a control group, if any - should be ossured 
of the best proven diagnostic arid therapeutic method. 

4. The refusal of the patient to partici~ate in a 
study must never interfere with the doctor-patient 
relationship. 

5. If the doctor considen it essential not to obtain 

------- -~~------l 

infonned consent, the 5 P e c i f i c reasons for thi. 
proposal shou I d be stated in the experimental 
protocol for t ra n sm iss ion to the independent 
committee (I, 2). 

6. The doctor can combine medical research with 
professional care, the objective being, the acquisition 
of new medical knowtedge, oniy to the extent that 
medical research is iustifi~d by its potential 
diagnostic or thenlpeutic value for: the patient. 

III. NON-THERAPEUTIC BIOMEDICAL RESEARCH 
INVOLVING HU~N SUBJECTS (NON

CLINICAL BIOMEDICAL RESEARCH) 

1. In the purely scientific application of medical 
researt;h carried out on a human being, it is the 
duty of the doctor to remain the pratector of the 
life and health of that person on whom biomedical 
research is being carried eot. 

2. The subjects shou I d be volunteers - either 
healthy persons or pattents for whom'the experlmenfal 
design is not related to rhe potienf's illness. 

3. The investigator orthe investigating team should 
discontinue the research if in his/her or their 
judgement it may, if continued, be harmful to the 
individual. 

4. In research on man, the interest of science 
and society should never take precedence over 

;, considerations related to the well-being of the 
subject. 

----, .. '--------------
Adoptea by the 18th 'World Medical Assembly, 
Helsinki, Finland, 1961, and as revised by 
the 29th World Medical Assembly, Tokyo, 
Japan, 1975. 

Olstrlbute4 by 
Office for Protection From Research Risks 

Office of th~ (lll"ector , 
National Institutes df Health 
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POSITION STATH1ENT: THE USE OF PRISONERS AND DETAINEES 

AS SUBJECTS OF HUMAN EXPERIMENTATION 
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POSITION STATEMENT --- THE AMERICAN CORRECTIONAL ASSOCIATION 

THE USE OF PRISONERS AND DETAINEES 1~ 
SUBJECTS OF HUMAN EXPERIMENTATION 

The American Correctional Association has long viewed with 

concern the use of prisoners as subjects of medical, pharmacho-

logical experimentation. This concern is shared by m~"~y--the 

courts, legislatures, administrators, professional bodies, and 

the community at large_ The Association is aware that many 

state correctional systems have already adopted policies pre-

eluding, or sharply limiting, such experimentation. It now 

urges that efforts to eliminate such practices be undertaken 

by responsible bodies at the Federal, State, and local levels. 

(1) While it is recognized that such experimentation can 

make a contribution to the health and well-being of all people 

and contribute to the achievement of legitimat~ objectives and 

goals of correctional systems, and 

(2) Although it can be argued that the elimination of hwuan 

experimentation"from correctional institutions may deny the of-

fender a measure of freedom of choice in determining the extent 

to which he may offer himself for experimental purposesj 

(3) We have concluded that: 

(a) A person confined in a correctional institution 

is incapable of volunteering as a human subject without 
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hope of reward; 

(b) It is very doubtful that prisoners who volunteer 

can be said to do so on the basis of fully informed consent; 

(c) The assessment of risks attached to human experi-

ments is ordinarily beyond the competence of those who bear 

the ultimate responsibility for approving human research 

projects. 

(d) No fully effective protection against injury or 

death can be provided to prisoner volunteers in human 

experimentation programs. 

(e) Nor can there be assured the necessary guarantee 

of adequate therapeutic or remedial services to prisoner 

volunteerswho r as the consequence of participation, may 

require long-term medical assistance. 

In the light of the foregoing, it appears that the author-

ity which authorizes or permits prisoners to become subjects of 

human experimentation ignores his historic obligation as a cus-
", 

todian to protect and safely keep those for whom he assumes a 

1eg'a1 responsibility. 

Officially Adopted--Board of Directors 
American Correctional Association 
st. Louis, Missouri 
February 20, 1976 
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May 28, 1976 , 

National Comission for the Protection of 
Human Subjects 

Westwood Building, Room 125 
5333 Westbard Avenue 
Bethesda, Maryland 20016 

Dear Commissioners and Members of the Commission sta\f,f: 

I have carefully reviewed the "Iberia Draft" prepared 
by the Commission staff on May 15, 1976 which is intended 
to act as a guide to the Commission in determining' the 
conditions of confinement which i·t will recommend as a 
prerequisite to th.e certification by the Ethical Advisory 
Council of a penal institution for a particular biomedical 
research project in order to ensure that the deg-r~~ of 
openness on the part of institutions and voluntariness on 
the part of prisoners recommended by Commissioner Jonsen's 
proposal exist. After listening to the discussions during 
the Commission meeting on May 14 and May 15, I believ~ that 
certain additions to or clarifications of the "Iberia Draft" 
are necessary to Emsure the fulfillment of the Commission's 
intent. While the standards issued by the Commission should 
be sufficiently broad to allow for a flexible approach to 
situations which may arise, the standards must be specific 
enough to guide future decisionmakers. 

The additions to the proposed draft and its accompanying 
commen'ts which arG suggested in this letter are based on ou;r 
office's extensive experience as a prisoner advocate, judicial 
decisions, various correctional commission reports and model 
prison regulations proposed by various prestigious correctional 
organizations. After the proposed recommendations on "Standard 
of Living" I have included a brief discussion of the authorities 
on which the suggestions are based. 'Wherever possible, specific 
citations to supporting authority are included and ~everal of 
the references are enclosed to assist you in your consideration 
of ·these proposals. 

The following are our suggestions: 

lJA. Public Scrutiny. Prisoners are able to 
communicate, both by mail and. in person, without 
censorship and without their communication being 
monitored or read, with persons outside the prison. 
Mail from prisoners to the following persons must 
be permitted to leave the prison unopened and mail 
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from the following persons may be opened by prison o;!:ficials 
only in the presence of the prisoner and may only be 
inspected for contraband: attorneys, legal organizations 
which assist prisoners, courts, state and federal public 
officials, members of the news media, the organization of 
elected prisoner representatives referred to in Paragraph 
B. below, the Human Subjects Review Committee of the 
Institutional Review Buard referred to elsewhere in this 
document, the Ethical Advisory Council referred to above and 

any prisoner advocate appointed or recognized by the 
Ethical Advisory Council of the Human Subjects Review Committee. 

Each of the individuals or organizations listed above 
must be able to conduct private, confidential interviews with 
any prisoner who so desires. Members of the outside organization 
of elected prisoner representatives and the Human Subjects 
Review Committee are able to tour the entire prison upon request. 

Research should not be conducted in prisons in which 
the sec . ..!rity needs curtail the conditionf', set forth above. 

Comment: The Commission has concluded that biomedical 
research in prisons should occur only where meaningful putlic 
scrutiny is possible. Prisoners must be able to communicate 
freely, confidentially and without fear of reprisal. The 
Commission recognizes that the standards set forth in certain 
respects exceed the constitutionally minimum st.andards set 
forth by the Supreme Court of the United States in Procunier 
v. Martinez, 94 S.Ct. 1800 (1974); rell v. Procunier, 94 S. 
ct. 2800 (1974) and Wolff v •. McDonnell, 94 S.Ct. 2963 (1974). 
In particula:;.: the Commission recognizes that the standard 
set forth above requires that prisoners and media be given 
fr~er':access to each other and that prisoners be able to 
communicate privately with a broader range of individuals 
·than is constitutionally required where no res.earch is being 
conducted. 

C. Standard of Living: Living conditions in the prison 
are sufficiently adequate so that the desire to improve one's 
living condition is not a consideration in the decisio~ to 
become a subject in biomedical research. Compliance with 
the following standards i~ essential: 

(1) The prison population does not exceed 
capacity and each prisoner has at least 60 square 
feet of living space. 

(2) There are only single occupancy ceJ,ls 
equipped with an operable toilet which can be flushed 
from the inside" a sink with hot and cold running 
water, ventilation, noise control and lighting which 
meet the minimum 'standards of the United States Public 
Health Service. 
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(3) Offenders are classified and separated 
according to age, sex, offense, prior criminal 
record, physical and mental health requirements 
and vocational and educational needs. 

(4) There are operable cell doors, emergency 
exits and fire extinguishers. state and local fire 
and safety codes are met as certified by state and 
local fire officials. 

(5) Articles of personal care are regularly 
issued, withou!,1:. charge, including but not limited 
to soap, toothpaste, toothbrushes, shampoo, shaving 
utensils, clean clothing and clean linen. 

(6) The prison meets institutional environmental 
health standards promulgated by the United States 
Public Health Service, the American Public Health 
Association and State Public Health officials as 
certified by united States Public Health Officials 
and applicable state officials .. Prisoners are 
allowed to shower daily. The prison food service 
meets the standards el;tablished by the United States 
Public Health Service Code for Food Service Operation 
and all state food service institutional food service 
regulations. The diet should be of quality, kind 
and amount to meet the recommended daily dietary 
allowances of the Food and NutritioniJ.l Board of the 
National Research Council and all rations should be 
prescribed by a qualified nutritionist. 

(7) There are ade9:uate re9reational facilities 
and activities directed by a full time. trained and 
qualified staff person. Every prisoner is allmoJ'ed 
at least one houf; of recreation outside daily. 

(8) The raG~ial, and cultural disparity between the 
staff and prisot\f=rs is less than 20%. There iEi) 
sufficient custo~ial staff to provide prisoners reason
able protection ~gainst violence. 

(9) There are first rate medical facilities!" in 
the prison; ndequately staffed and equipped and ~ic~nsed 
bytbe appropriate state or federal agency. Such medical 
care should be comparable in quality and availability 
to that obtainable by the general public. ':i No prisoner 
who seeks medical assistance should be denied permission 
to see a physician by a member of the custodial staff I, 
or another prisoner. Each medical facility with over 
10 hospital beds or which on the average treats over;: 
60 patients a day should maintain accreditation by 
the Joint Commission on Accreditation of Hospitals. 
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(lO) There are adequate mental health services 
and professional staff, including not less than the 
number of mental health professionals recommended 
in the Manual of Correctional Standards of the American 
Correctional Association. 

(11) Each prisoner who is eligible to participate 
in biomedical research is able to do meaningful non
research related work for remuneration comparable to 
that received for participation in research. 

(12) Each prisoner who is eligible to participate 
in biomedical research is eligible and able to par'tici
pate in a broad range of vocational and educational 
programs. 

(13) A prisoner's parole, date of release, standard 
of living or opportunity to participate in vocational, 
educational or work programs is in no way a.ffected by 
his participation or non-participation in biomedical 
research. 

(14) Prisoners are afforded privacy with their 
visitors. Visitors are excluded only where they present 
a clear danger to the security of the institution. 
Prisoners are permitted no less than two visits per week. 

(IS) The prison does not house more than 400 
prisoners and is not more than 25 miles from a major 
metropolitan area. 

Comment: Biomedical research should not be conducted in 
institutions in which conditions are such that prisoners become 
subjects in order to improve their living conditions, to escape 
from intolerable living conditions, to enhance their chance 
for an early release, to obtain needed medical care or to 
obtain money which is not otherwise available to them. The 
Commission is aware that prison conditions in a number of states 
have recently come under the scrutiny of the Courts and that, 
afte:: cetermining that incarceration in one state's prisons 
violated the prisoners' constitutional right to be free from 
cruel and unusual punishment, at least one Court, has enunciated 
a detailed list of minimum constitutional standards for that 
priovn OystGffii [Jali1es v. ~1&11acaf 40-(1 Jr. gllPP. JIg (i4.DiAl·Q. 
1976)]. Conditions of confinement which are adequate to over~ 
come a legal challenge to their constitutio:nality where no 
biomedical research is being conducted may not be adequate to 
permit biomedical research. As a general rule, confinement 
within a particular prison violates the constitutional prohibi
tion against cruel and unusual pUni.shment only where the 
confinement is characterized by conditions and prc.ictices "so 
bad as to be shocking to the conscience of a reasonably 
civilized people." , Holt v. Sarver, 309 F. Supp. 362, 372-373 
(B.D.Ark. 1970) affirmed, 442 F.2d 304 (8th Cir. 1971). The 

23-4 

-----, ...... -------.--....... ---~ 

1 
! 



I. standard established by ·the' commission as a prerequisite to 
the use of prisoners as subjects in biomedical research is 
substantially more stringent." 

The suggestions concerning public scrutiny are d.es:i.gned to 
guarantee free public access to the prison and informati<;>n about 
biomedical research being conducted there. Media access is funda
mental, but at present prisons not conducting biomedical research 
are not constitutionally required to permit the media to interview 
willing prisoners, Pell v. Procunier, S'1pra in the Comment. 
Similarly, the range of individuals with whom prisoners are consti
tutionally guaranteed the right to correspond with confidentially 
is very limited. Experience teaches us that this base must be 
broadened to ensure adequate p1lblic scrutiny of prisons in which 
biomedical research is being conducted. Wolff v. McDonnell, supra 
in the Comment; Procunier v. Martinez, supra in the Comment. 
Neither of these suggestions should create undue heardships for 
progressive correctional administrators. Much of what is suggested 
was recommended several years ago by the National Advisory Commission 
on Criminal Justice Standards and Goals, Report on Co~rections, 
Standard 2.17 (a copy of which is enclosed). The Feder.al Bureau 
of Prisons has also recently altered its policy to p<.:r,mit media 
interviews with prisonerE:~. Finally, these standards must not be 
pernlitted to be weakened by a correctional official's subjective 
determination of security needs. Adequate public scrutiny is 
critical when biomedical research is being conducted in closed 
institutions. Where the institutional needs prevent this scrutiny 
from taking place, no research should be conducted. 

The fifteen suggested "Standard of Living" standards by and 
large are derived from constitutionally minimum standards for prisons 
established by the courts, United States health officials and organi
zations of correctional officials. The most detailed set of standards 
for minimally acceptable prison conditions was recently enunciated 
by the Federal Court in Alabama in a case entitled James v. Wallace, 
406 F. Supp. 318 (M.D.Ala. 1976), a copy of which is enclosed for 
your assistance. The only a.rea not covered by the James decision 
is prison medical care. However, the same Court laid down standards 
to cover prison medical care a couple of years ago in a case entitled 
Newman v. Alabama, 349 F. Su.pp. 278 (M.D.Ala. 1972), affirmed 503 F. 
2d 1320 (5th Cir. 1974). 

There have been innumerable cases in additi.on to James v. 
Wallace which have ordered that the prison population must nor-exceed 
rated capacity, e.g., Costello v. Wainwright, 391 F. Supp. 20 (D.Fla. 
1975), affirmed 525 F.2d 1239 (5th Cir. 1976)~ Williams v. McKeithen, 
C.A. No. 71-98 (M.D.La. 1975)~ Camppell v. McGrud~r! C.A. No. 1462- 1\' 
71 (D.D.C. Nov. 1975). Several coul;ts have also 'lbund that a prisoner ~ 
will suffer sever consequences if he or she is not given a certain 
amount of living space and have so ordered. E. g., ~es v. Wall~c~, j 
supra; Co~tello v. Wainwright, supra; Campbell v. McGruder, sup:t:'a; 
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The National Clearinghouse for Criminal Justice Planning and Archi
tecture requires that in order to receive federal assistance in 
construction new prisons must guarantee that each prisoner has no 
less than 70 square feet of living space. 

Standards 2, 4 and 6 relate to the physical conditions of 
confinement. They are designed to provide for minimally healthful 
and humane surroundings and are derived directly from James v. Wallace, 
supra; Campbell v. McGruder, supra, the American Correctional Asso
ciation's Manual of Correctional Standards, the American Public Health 
Association's Basic Principles of Healthful Housing, the U. S. Public 
Health Service Code for Food Service Operations, Walton, G., Institu
tional Sanitation, U.S. PUblic Health Service,· prepared for the 
Federal Bureau of Prisons and the National Advisory Commission, 
Standards 2.5, 11.1 and 11.2. Reference to these professional organi~ 
zations gives the standards flexibility and places continuing develop
ment and enforcement of these standards in the hands of the most 
qualified individuals. 

Additional factors have been included in Standard 3 concerning 
the classification and separation of prisoners. Each of these factors 
have been found to play an important role in decreasing tension and 
violence and enhancing the opportunity for a more successful rehabil
itation. The opinion and the order in James v. Wallace point out 
the need for consideration of these factors. See also, National 
Advisory Commission Standards 6.1, 6.2. This standard will also 
assist in identifying, separating and aiding those prisoners requiring 
special medical, mental health, educational or vocational attention. 

Standards 5 and 7 seek to make more specific identical pro
visions in the "Iberia Draft." Both have been mandated by judicial 
decision as constitutional minimums and have been recommended by the 
National Advisory Commission, St~ndards 2.5 and 11.8. The daily 
exercise requirement has substantial support in both judicial decisions 
and the literature as being necessary to maintain one's physical and 
mental health and as one of the few constructive outlets that a 
prisoner has for his or her pent up energy and tension. E.g., James 
v. Wallace; ~bell v. McGruder; Rhem v. Malcolm, 371 F. Supp. 594, 
626-627 (S.D.N.Y. 1974), affirmed 507 F.2d 333 (2d Cir. 1974); 
Miller v. Carson, 392 F. Supp. 515, 520-521 (M.D.Fla. 1975); Hamilton 
y. Landrieu, 351 F. Supp. 549 (E.D. La. 1972). 

Standard H concerning the Ldulal and cultur.:::.l di:;;p2.~ity };)etw<?RTI 
guards and prisoners was not included in the "Iberia Draft." However, 
the racial and cultural disparity between guards and prisoners has 
been cited as one of the primary causes of the tension that l~d to 
the riot in Attica four years ago. Attica - The Official RepQE.i: of 
the New York St["te Special Committee on Attica, Bantam Book Co., 
1972. When this occurs guards and prisoners bE'come unable to relat.e 
to or understand each other and each other's lifestyles, they become 
insensitive to each other's feelings and eventually the guards begin 
to treat prisoners as less than human and inferior. Hostility, 
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distrust, tension, anxiety, frustration and violence all arise. An 
atmosphere is created from which a prisoner will do anything to escape 
and in which abuse of that which can be abused will occur. National 
Advisory Commission; James v. Wallace. 

Standard 9 leaves the specifics of determining the adequacy 
of medical c~re to professional organizations with some basic guide
lines. The section providing for accreditation by the Joint Commission 
on Accreditation of Hospitals will guarantee adequate medical care. 
Those institutions desiring to permit biomedical research should be 
required to comply. As of January 1973 the Federal Bureau of Prisons 
was in compliance with this requirement. A copy of the Federal 
Prison Medical Program report demonstrating their c.ompliance is 
attached. The section prohibiting research where custodial personnel 
and other prisoners are able to prevent a sick prisoner from seeing 
a physician is adopted from the constitutionally minimum requirement 
enunciated in Newman v. Alabama, 349 F. Supp. 278 (M.D.Ala. 1972), 
aff'd 503 F.2d 1320 (5th eire 1974). 

The "Iberia Draft" does not discuss mental health requirements. 
The inclusion of Standard 10 represents a recognition of the serious 
need for mental health delivery services in prison, their present 
inadequate state and their relationship to the problems of voluntari
ness. One court has found that as many as 50% of those in large 
penal institutions would benefit substantially from professional 
mental health care, Newman v. Alabama, supra, and all agree that the 
impact of incarceration in most prisons today is detrimental to a 
prisoner's mental health and ability to cope. The standards suggested 
by the American Correctional Association represent the bare minimum 
needed and, if anything, this standard should be strengthened. A 
copy of the relevant portion of the A.C.A. Manual is attached. 

Standards 11, 12 and 13 are simply clarifications of the "Iberia 
Draft ll and do not require further discussion. The last two sentences 
of Standard 14 are additions designed to ensure the free flow of 
information between the prisoner and the outside and to assist the 
prisoner to maintain some minimal contact with the community from 
which he or she came. The requirements for visiting in some prison 
systems at present are vague and subjective. The inability of prisoners 
tG lisit with people whom they desire to see is one of the most fre
quent complaints received at our office. This provision is particu
larly important for the maintenancp of public scrutiny and for Lhe 
prisoner's rehabilitation. The strength of a prisoner's oontact with 
the community upon his release is one of the few factors which has 
been identified as having a positive impact on recidivism. 

Finally, standard 15 recognizes the impossiblity of ensuring 
adequate public scrutiny or maintaining community contact in isolated, 
rural institutions. It also recognizes the problems which exist in 
large institutions. In 1973 the noted corrections expert William 
Nagel wrote at the conclusion of his study of over 100 new prisons 
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for the Law Enforcement Assistance Administration: 

"The penitentiary did not start big but became big. 
By the middle of the 19th century all the idealism and 
hope that went into the invention of the penitentiary 
was replaced by a pragmatism that held that confinement 
was a valid end in itself. Prisons could not correct or 
reform, but they could separate the offender from the 
rest of mankind. A kind of warehousing developed. 
Prisoners were stuffed into tiny cubicles stacked tier 
upon tier. Movement was tightly scheduled and regimented. 
Human needs we:re ignored. Economy of operations became 
the essential element of prison management. The bigger 
the pr:'ison, the more economical the operation. And 
prisons grew. Penitentiaries to house between 2,000 and 
5,000 men were built in Texas, Oklahoma, Pennsylvania, 
Tennessee, New York, Virginia, Georgia, Florida, California, 
Illinois and Michigan (the biggest). Many small states 
such as Delaware, Hawaii, Maine, Montana, North Dakc';:a, 
Rhode Island, South Dakota, and Wyoming built prisons no 
larger than 500 and as small as 250 tq house their smaller 
inmate populations. In spite of these exceptions the 
av -:age prison for men built prior to 1960 was constructed 
to hold 1,100 inmates. The extremes were 250 and 4,800. 

The inevitable consequence is the development of 
operational monstrosities. It is impossible to remove 
large numbers of men from the free world, isolate them 
together in the unnaturalness of huge prisons, and not have 
management problems of staggering dimensions. The tensions 
and frustrations inherent in prisons of any size are 
magnified by the herding together of large numbers of 
troubled people. The result is the evolution of a prison 
goal that, when stripped of all the correctional rhetoric, 
is simply, 'Keep the lid on.' Regimentation, discipline, 
control - not treatment - have become the correctional 
preoccupations. Dehumanization is one of the major results." 

p. 55 
Nagel, William, The New Red Barn: A Critical Look at the 
Modern American Prison, the American Foundation, Walker and 
Company, 1973. 

~n rec~gnition of this ~ituR~inn ~hp NRtinnal Clearinghouse fer Criminal ! 

Justice Planning and Architecture has established a policy against 
prisons with a capacity over 400. The problems of obtaining the 
requisite degree of voluntariness in an institution where regimentation, 
discipline and depersonalization strip many prisoners of the power to 
make most decisions affecting their lives warrants the addition of 
this Standard. 
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In conclusion, I believe the additions to or clarifications 
of the "Iberia Draft" which I have suggested are necessary to make 
the Commission's recommendations meaningful. If you desire 
additional information or supporting material, I will be glad to 
furnish it. I appreciate your consideration of these suggestions. 

Sincerely, 

~~~ 
MLM; jb 
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DHEW PROPOSED REGULATIONS ON PRISONER RESEARCH: 

U.S. DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE, 
NATIONAL INSTITUTES OF HEALTH, lIPROTECTION OF HUMAN SUBJECTS: 

POLICIES AND PROCEDURES,II FEDERAL REGISTER, 
PART II, 38 (NOVEMBER 16, 1973), 31738-49. 

u. S. DEPARTMENT OF HEALTH, EDUCATION, .I\ND HELFARE, 
OFFICE OF THE SECRETARY, IIPROTECTION OF HUMAN SUBJECTS: 

PROPOSED POLICY! II FEDERAL REGISTER, 
PART III, 39 (AUGUST 23, 1974), 30648-57. 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

National Institutes of Health 
PROT£CTION OF HUMI\N SUBJECTS 

Policies and Procedures 
In the FEDERAL REGISTER of October 9, 

1973 (38 FR 27882 et seq.), the Secre
tary of Health, Education, and Welfare 
issued a notice of proposed rulemaking 
concerning the protection of human sub
jects and mention 'Cd tha,t DHEW through 
the National Institutes of Health, had 
appointed a special study group to re
view and recommend policies and special 
procedUl'es for the protection of chil
Qfen, prisoners, and the institutionalized 
mentally infirm in research, develop
ment, and demonstration activities. The 
report of this study group has been com
pleted in draft form and reviewed by the 
Director, Nlli. 

There may well be elements ill the 
recommendations which will provoke 
debate and controversy. We recognize 
that public consideration and comment 
are vital to the development of our final 
recommendations to the Secretary and 
are' inviting such comment now even 
though the materials are still pending 
final reView and completioc. The product 
of our effort after considering public 
comment will be transmit,ted to the As~ 
slstant Secretary for Health, HEW to 
recommend to tae Secretary, HEW that 
it appe",<l' again in the FEDERAL PtEGISTER 
as pre-posed rulemaking for further pub
lic comment. Such a procedure is con
sistent with long established DHEW pol
icy for permitting extensive public op
portunity to affect the promulgation of 
DHEW regulations. 

It must be clearly understood by the 
reader that the mf',terial that follows is 
not proposed rulemaking in the technical 
sense, dnd is not presented as Depart
mantal, Public Health ~ervic£.., or Nm 
policy. Rat.her it is a draft working docu
ment on which early public comment 
and participation ill invited. 

Please address any comments on these 
draft policies and procedures to the Dl
rec:.or, Nationt;.l Institutes of Health, 900(1 
Rockville Pike, :Bethesda, Maryland 
20014. All comml'lnts should be received 
by January 4,19'/4. 

Additional copies of this notice are 
available fro:;:;l the Chief. Institutional 
Relations Br~nch, Division of Research 
Grants, l'httiol~a.l Institutes of Health, 
900!) B,ockville Pilte, Bethesda, Maryland 
20014. 

'h 

Dated: November 6, 197&. 
ROBERT S. STONE, 

. Director, 
Natto,nallnstitutes of Health. 

RESEARCH, DEVELOPMENT, AND DEMONSTM
TloN' ACTIVIT:O::S: LIMITATIONS OF IN
FOlUJrED CONSEw.r 

SPECIAL POLICY CONSIDERATJONS 
Summa17l 

NOVEMBER 5, 1973. 
The missiQn of the Department of 

Health, EdUcatIon, and Welfare includes 

NOTICES 

the Improvement of the health of the Na
tion's people through research, develop
ment, and demonstration activities which 
at times involve human subjects, Thus, 
policies and procedures are required for 
the protection of subjects on whose par
ticipation these activities depend, 

Informed consent is the keystone of 
the protection of human subjects ind 
volved in research, development, and 
demonstra,tion activities. Certain cate
gor.ies of persons have limited capacity 
to concent to their involvement in such 
activities. Therefore, as a supplement to 
DHEW pOlicies, special protections are 
Pl'oposed for children, 2'risoners, and the 
mentally infirm who are to be involved 
in researoh, development, and demon
stration activities. 

Agency "Ethical Review Boards" are to 
be established to provide rigorous reView 
of the ethical isnes in research, develop
ment, and dem"",'1tratlon activities in
volving human s\\bjects, in order to 
make judgments l':;\garding societal ac
ceptability in relaf.~on 'to scientific value. 
"Protection Conuni;tees" are to be estab
lished by the applit~ant to provide "sup
plementary judgn,ent" concerning the 
reasonableness an(\ validity of the con
sent given by, or on behalf of, subjects. 
The intent of this policy is that institu
tions which apply for DREW funds or 
submit research in fulfillment of DHEW 
regulations, must be in compliance with 
these special protections, whether or not 
partkular research, development, or dem
onstration activities aN Federally actl'" 
ities. 

1. Children. If the health of children is 
to be improved, research activities in
volving their participation is often eesen
tiai. Limitation of their capacity to gi"e 
informed consent, however, requires that 
certain protections be provided to assure 
t'1.at scientific importance' is weighed 
against other social values in determining 
acceptable risk to children. Therefore, 
research, development, and demonstra
tion activities which involve risk to chil
dren who participate must: 

a. Include a mechanism for obtaining 
the consent of children who are 7 years 
of age or older: . 

b. InclUde the applicant's proposal for 
use of a Protection Committe2 which is 
appropriate to the nature of the activity; 

c. Be reViewed and approved, in con
formity with present DREW policy, by 
an Organizational Review Committee; 
and 

d. Be reviewed by the appropriate 
agency Primary Review Committee, the 
Ethical RevieW Board, and the appro
priate sElcondary review group. 

2. S2'eciaZ categories.-a. The Abortus. 
No research, d~velopment, or demonstra
tion activity involving the non-viable 
abortus shall be conducted which: 

1. Will prolong heart beat and respira
tion artificially, solely for the purpose of 
l'esearch; 

2 Will of itself terminate heart beat 
and respiration; 

3. Has not been reviewed by the agency 
Ethical Review Board; and 

4. Has not been consented to by the 
pregnant woman with participation of a 
Protection Committee. 

(An abortus having the capacity to sus
tain heart beat and respiration is in fact 
a premature infant, and all regulations 
governing research on children apply.) 

b. The fetus, in utero. No research 
involving pregnant women she,ll be con
ducted wl1ess: 

1. Primary Review Groups e>ssure.that 
the activity is not likely to harm the 
fetus; . 

2. the agency Ethical Review Board 
has reviewed the activity; 

3. a Protection Committee is operat
ing in a manner approved by ·the i:l.gency; 
and . 

4. the consent of both prospective 
legal parents has been obta.ined, when 
reasonably possible. 

c. Products of in vitro ferti!lization. No 
research involving impla1l1tation of 
human ova which have been fertilized 
in vitro shall be approved untH the 
safety of the technique has been demon
strated as far as possible in sub-human 
primates, and the responsibilities of the 
donor and recipient· "parents" and of 
research institutions and personnel have 
been established. Therefore, no such re
search may be conducted without reView 
of the Ethical Review Board and of a 
Protection CommH.t.ee. 

3. Prisoners. Research, devel.;pment, 
and demonstration activities involving 
human subjec:ts often require the partic
ipation of normal voluntef'rs. Prisoners 
may be especially suitable subjects for 
such studies, although there are prob
lems concerning the voluni;ariness of the 
consent of normal volunteers who are 
confined in institutions. Certain pro
tections are required to compensate for 
the diminished autonomy of prisoners in 
gi\o 'ng Voluntary consent. Research, de
velopment, and demonstration activities 
involving prisoners must: 

a. Include the applicant's proposal for 
use of a Prote:Jtion Committee which is 
appropriate to the nature of the activity; 

b. Be l'eviewed and approved by all 
Organizational Review Committee which 
InlloY already exist in compliance with 
present DHEW policy 01' which must be 
appointed in a manner approved by the 
appropriate DHEW agf'ncy; 

c. Be reviewed by the agency Primary 
Review Committee; and 

d. Be conducted in an institution 
which is accredited by tile Secr,etal'y of 
Health, E:,!,ucaiiion, and Welfare. 

4. The mentally infirm. Insofar as the 
institutionalized mentally infirm might 
lack either +he competency or the au
tononty (or both) to give informed con
sent, their participation in research re
quires additional protection: 

a. Research, development and demon
stration activities involving the mentally 
infirm will be limited to investigations 
concerning (1) diagnosis, etiology, pre
vention, or treatment of the disability 
from which they suffer, or (2) aspects of 
institutionpJ life, per se, or (3) infor
mation which can be obtained only from 
such subjects. 

All research, development and demon
stration actiVities involving such per-
sons must: . 

1. Include the applicant's assurance 
that the study can be accomplished only 
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with the participation of the mentally 
infirm; 

2. Include the applicant's proposal 
for use of a. Protection Committee which 
is appropriate to the actIvity: and 

3. Be reviewed and approved by an 
Organizational Review Committee, in 
conformity with present DHEW pOlic:;> .. 

TA:BLE OF CONTl!)NTS 

In1;r!x1\lcfilon. 
I. Definitions. 

II. General poUcy conSiderations. 
III. Children. 

A. Policy considerations. 
13. Agency Ethical Review Board: Eth~ 

leal review o:f projects. 
O. Proteotlon Oll'lllmittee: Protection o! 

individual subjects. 
D. Speolal provisions. . 
E. The :t'~tus. 

IV. Special ca.tegories. 
A. The a.bortus. 
B. The products of In vitro !ertl1lza~ 

tlon. 
V. Prisoners. 

A. Polley oonsldemtlons. 
B. Organizational Review Committee. 
C. Protection Committee. 
D. Payment to prisoners. 
E. Accreditation. 
F. Special prov;!sions. 

VI. The mentally infirm. 
A. Policy oons!demtions. 
B. Ebhlcal review of pl'ojects and pro

tootlon of subjects. 
.. VII. General provisions. 

A. Referrals to the Ethical Review 
Board. 

B. Proo·.11ures requiring special consldM 
erSitlon. 

C. Reseerch conductc!i In foreign coun~ 
tries. , 

D. Research Bubmltte<1- purlluant to 
DREW regul&tory requ1rem~nts. 

:!ll. Clinical research not funded by 
DHEW. 

F. Confidentiality of Information and 
records. 

VIIr. Draft regulations. 

INl'RODUCl'ION 

The mission of the Department of 
Health, Education, and Welfare includes 
tbe improvement of the health of the 
]Jation's people through biomedical re
E/earch. This mission requires the estab~· 
llishment of policy and procedures for the 
:protection of subjects on whose partici
pation that research depends. In DREW 
policy, as well as in ethical codes per
taining to research in human subjects, 
tile 1t>eystone of protection is informed 
consent. 

An uncoerced person of adult years 
and sound mind may consent to the ap
l?lice.tion of standard medical procedures 
in the case of lI1ness,.and when fully and 
properly' informed, may leg!lolly and 
ethically consent to accept the riSks of 
participating in research activities. Ptll'
ents and legal guardians have authOrity 
to consent on bebaU of their child or 
ward to established therapeutic proce
dures when the child 1s su1fering from an 
i1Iness, even though the treatment might 
involve some rIsk. 

There is no firm legal basis, however, 
for parental or guardian consent to par
ticipation in research on behalf of sub
jects who are incompetent, by virtue of 
age or mental state, to understand the 

NOTICES 31739 

huormation provided and to fOl:mulate 3. studies wl:ilch are rela:~d to p, pa~ 
the judgments on which valid consent tlent's disease buttrom whiciule or she 
must depend. It\ addItion, current polt- will not necessa.r1ly receive any direot 
eies for clinical research afford ,such sub- benefit. . 
jects inadequate protection. Nevertheless, 4. Investigative, non-therapeutIc re
to proscribe research on all such subjects, search in which there i$ nQ mtent or ex
simply because existing protectiontl are peeta.tlQn of treating en illness from 
inadequate, would be to deny them po- which the patient Is su1ferlng, or in 
tential benefits, and is, therefore, in- . which the subjeot is a "normal ~ntrol" 
equitable. Knowledge of some diseases who is not sUffering from an UlneM but 
and therapieS can be obtained only from who volunteers to pa.rticipate for the 1»
those subjects (surh as children) who tential benefit of others, 
su1fer from the disease or who will be • It is iniportant to emphasize that 
receiving the therapy. Their participa- "non-therapeutio" is not·to be Wlder
tion in research is necessary to progress stood as meaning "hal'lnfUl." Under
in those fields of medicine. When such standing of normal processes is essen
subjects participate in research, they tlal: it is the prerequisite,.in many in
need more protection than"ls provided stances, to recoiIlitfon of· those davia
by prese..'1t policy. tions from normal which define disease. 

There are other individuals who might Important kn9wledge can be gained 
be able to comprehend the nature of the through such studies of normal proc
research, but who are involuntarily con- esses. Although such research m~ght not 
fined in institutions. Insofar as incar- in any Way benefit the subjects from 
cerat!on might climinish their freedom whom the data are obtained, neither 
of chOice, and thus limit the degree to does it necessarily harm them. 
which informed consent can be freely Patients participating in stucUes 1den .. 
given, they too need addItIonal protec· tifled ip pal'itgraph B-1, above, are not 
tion. CUrrent policies do not recognize considered to be at special risk by virtl,le 
the limitations on voluntariness of con- of participating in research activities, 
sent which may emanate from incar- and this polley statement offel'lJ no spe .. 
ceration. clal protection to them. When patients 

This addition to eJtistint; po:Ucy is of:' or subjects are involved in procedures 
fered as a means of providing adequate identified in paragraphs B2, B3, and B4, 
protection to subjects wqo, fl/)r one rea- they are considered to be "at risk," and 
son or another, have a mhited ability to the special policy and· procedures set 
give truly informed lUld fully autono- forth in this dOCUll':ent pertain. Excluded 
mous consent to participate in research. from this def1nft'»n are studies in which 
The aim is to set standa.rds which are the risk is negligfble, such as research re
both comprehensive and eqUitable, in quiring only. for example, the recording 
order to provide protection. and, to the of height and weight, collecting excreta, 
extent consistent with such protection, or analysin~ hair, deciduous teetq, oZ"nail 
maintain an environment in wp.iCh clin- . clippings. S'ome studies which .a.ppear to 
lcal research may continue to thrive. involve negligible physical~1sk might, 

1. Definitions. For purposes of this however, have psychological, sociological" 
policy: or legal implications which are signifi- ~ 

A. Sub1ect at risk me!!.~ any individ- cant. In that event, the subjects are in 
ual who might be eXPosb& to the possi- fact "at risk," and appropr,late proceM 

biUty of harm (physical, psychological, dures described in this document shall 
sociological, or other) as a consequence be applied. 
of participati(' \1 as a subject in any re- C. Ohildren are individuals Who have 
search, development or demonstration not attained the legal age of cOlilsent to 
activity (hereinafter called "activity") parlicipate in research as determined 
which goes beyond the application of es- under the applicable law of the jurlsdic
tablished and accepted methods neces- tion in which the proposed research is to 
sary to meet his needs. be conducted. 

B. OlirUcal research means an inves- D. Pregnancy encompasses the period 
tigatlon blvolving the biological, behav- of time from implantation until delivery. 
ioral, or psychological study of a· per- All women during the child bearing ye~ 
son, his body or his sUlToundings. This should be consider~d at risk of prei5'~ 
includes but is not limited to any medi- n8,ncy; hence; prudence requires clefini~ 
cal or surgical procedure, any withdraw- ti'le exclusion of pregnancy when women 
801 or removal of body tissue or fluid, any in this per.iod of life are subjects for ex
administration of a chemical substance, perimentation which might affect the 
any devia.tion from :normal Met or dally fetus. 
regimen, and any manipUlation' or ob- E. Fetus means the product of concep
l!eravtion of bodny processes, behavior tion from the time 0: implantation to 
or environment. Clinical research com-·· the time of delivery from the uterus. 
prises four categories of a.ctivlt;v: F. Abo,.!,us means a fe1ius When it is 

1. studies which. conform to estabM expelled whj)le, whether spontaneoUsly 
lished and aooepted medical practice or as a resuIficot medical or surgical inter
with respect to diagnosis at treatment of vention undertaken with the intention 
an illness. , of teTmlnatlng. a. pregnancy, prior to 

2. Studies which represent a devia.tion viability 'rhis definition for the purpose 
from accepted practice, but which are • , 
spec1f\.cally aimed atimpraved diagnosis, of this polley, excludes the ~la.centa, fetal 
prevention, or treatment of aspeciflc ill- material which is macerated ~t the time 
ness in a patient. of· expluslon, a dead fetus, a.nd isolated 

\\ 
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fetltl tissue or organs excised from a dead 
fetus. 

O. Viability of the fetus, means the 
ablllty of the fetus, after either a spon
tal'leoUs delivery or an abortion, to sur
vive to the point of independently main
taining vital functions; such a "viable" 
felms is a premature lnfant. Determina
til>n of viability entails a subjective and 
ol>jective judgment by the physician at
t',mdlng labor or examining the product 
of conception, and must be made by a 
physician other than the investigator 
wishlng to use fetal tissue in research. In 
general, and all other circumstances not
with':!tanding, a beating heart is not suffi
cient evidence 1)f viability. At least one 
additional necessary condition is the 
possibility that the lungs !lan he infiated. 
Wil;hout this precondition, no currently 
available mechanisms to initiate 01' main
tain respiration can sustain life; and in 
tbj,s case, though the heart is beating, the 
fetus or abortus is in fact non-viable. 

H. In vitro fertilization is any fertlll
zation of human ova which occurs out
side the body of the female, either 
through admixture of donor sperm and 
ova; or by any other means. 

I. Prisoner is any indiv,ldual involun
tarily confined in a penal institution. 
The ¥lrm in intended to encompass indi
viduals sentenced to such an institution 
under a criminal or civil statute, or indi
viduals detained by virtue of statutes 
which provide alternatives to criminal 

. prosecution. . . 
J. Mentally infirm includes the men

tally ill, the mentally retarded, the emo
tionally disturbed, the psychotic, the 
senile, and others with impairments of 
a similar nla.ture, residing as patients in 
an institution, regardless of whether or 
not hue individual has been determined 
to be legally incompetent. 

K.lnformed consent has two t1lements: 
comprehension of adequate information 
and autonomy of consent. Consent is a 
continuing process. The person giving 
conse::nt must btl informed fully of the 
nature and purpose of the l'esearch and 
of the procedures to be used, including 
identification of those procedures which 
are experimental, the possible a.ttef'~'iant 
short or long tr:rm risks and discom
forts, the anticipated benefits to himself 
and/or others, any alternative methodS 
of treatment, expected duration of the 
study, and of his or her freedom 1;1:) ask 
any questions and to withdraw at any 
time, should the person wish to do so. 
There must also be written evidence of 
tp.~ process used for obtaining informed 
cC:.-.-Jjent, inciuding ground..; for belief 
that the subject has understood the in-' 
formation given and h!J.S sufficient ma
turity and mental capacity to make such 
choices and formulate the requiSite judg
ment to consent. In addition, the per
son must have Sufficient autonoIIiY to 
choose, without duress, whether or not 
to participate. Both the comprehension 
of information and the autonomy of con
sent are necessary elements: to the ex
tent that either of these is in doubt, the 
adequacy of informed consent may be in 
doubt. 

NOTICES 

L. Supplementary judgment is the 
judgment made by others to assent, or to 
refuse to assent, to procedures for which 
the subject cannot give adequate con
sent on his or her own behalf. :Wor the 
purposes of this document, supplemen
tary judgment will refer to judgments 
made by local committees in addition to 
the subject's consent (when pOssible) 
and that of the parents or legal guardian 
(where applicable), as to whether or not 
a subject may participate in clinical re
search. This supplementary judgment is 
to be confirmed by the signature of the 
Chairman of the Protection Committee 
on the consent form. In accordance with 
the procedures approved by the agency 
for the Protection Committee, the Chair
man's signature may be affixed on a 
standard consent form, or may need to 
be withheld until the Committee ap
proves the participation of the individual 
subject. 

II. General policy considerations. In 
general, clinical research, like medical 
practice, entails some risk to the sub
jects. When the potential subject is un
able fully to comprehend the risks which 
might be involved, or to make the judg
ment essential to consent regarding the 
assumption of those risks, current guide
lines suggest obtaining the consent of the 
parents or legal represf)ntative. 

Whereas it is clear by law that con
sent of a parent or leg'al representative 
is 'valid for established and generally ac
cepted therapeutic procedurel! performed 
on a child or an incompetent adult, it is 
far from clear that it is adequate for re
searcp.,procedures. In practice, parental 
or gU&;i"dian consent generally has been 
accepted as adequate for therapeutic re
search, although the issue has not been 
definitively resolved in the courts. When 
research might expose a subject to risk 
without defined therapeutic benefit or 
other positive effect on that subject's 
well-being, parental or guardian consent 
appears to be insufficient. ' 

11'1 the case of prisoners, confinement 
impos~s limitations on freedom of choice 
which brings into question their ability 
to give voluntary consent. A prisoner's 
ability to give consent may be restricted 
by overt or potential coercion, or by the 
loss of personal autonomy generally con
sidered to result from incarceration it
self. Therefore, additi9nal protection 
must be afforded this group even though 
an individual's competency to under
stand what is involved might not be in 
doubt. 

The institutionalized mentally infirm 
are doubly limited: as with children, 
tl;ley might not be competent to make 
informed judgments, and, as with pris~ 
oners, they are confined under condi
tions which limit their civil freedom and 
autonomy. Therefore, their participation 
in research requires special protections. 

The law is not clear on these issues. 
Even if the law were clear, however, ethi
cal ~uestions would remain: specifically, 
whether, and under what conditions re
search involving these subject groups 
may proceed. Resolution of these ethical 
questions requires judgments concerning 

both the ethics of conducting a particular 
research project, and the adequacy of 
procedures for protect/ing the individual 
subjects who will be asked to participate. 
The intention of this policy is to broaden 
the scope of review, preclude or resolve 
confiicts of interost, and invoIce social as 
well as scientifiC 5udgments to protect 
potential subjects who might have 
diminished capacity to consent. 

The proposed mechanism for protect
ing subjects with limited ability to give 
informed consent culminates in a form of 
supplementary judgment, which is to be 
supportive and protective of the sub
ject's best interests and wishes, to the 
extent that he or she is capable of for
mulating and expressing a judgment. In 
the case of children and the mentally 
infirm, it will supplement their judgmen.t 
and that of their parents or guardians. 
In the case of competent individuals who 
have restricted autonomy, it will support 
and protec/; their wishes. Through this 
mechanism, these subjects will be pro
tected as fully as possible by community 
review; hOWever, the nature of some re
search procedures might be such that, in 
addition, court review ultimately will be 
required. 

m. Participation of children in re
search-A. Policy considerations. Chil
dren h1l.ve generally been considered in
appropriate subjects for many research 
activities becaUSe of their inability to 
give informed consent. There are circum
stances, however, which not only justify, 
but even require their participation. Chil
dren do differ from adults in their 
physiologic responses, both to drUgS and 
to disease; if the health of children is 
to 'De improved, it is necessary to know 
the nature and extent of these differ
ences, and to have a full understanding 
of normal patterns of growth and devel
opment, meta;bolism, and biochemistry in 
the perinatal, infant, early childhood, 
pubertal and adolescent stages of devel
opment. S'tuljies of normal physiology 
and behavior can also provide significant 
benefit to children suffering from disease; 
children are the only subjects from whom 
these data can be obtained. Further
more, there are diseases which cannot 
be induced in 18Jboratory animals, and 
occur only rarely, if at all, in human 
adults. In such cases, children are the 
only subjects in whom the disease proc
ess and possible modes of thel'apy can 
be studied. 

The Kefauver-Harris Act ~ requires 
that drugs be tested for safety, efficacy 
and dosage in children and pregnant 
warnell before 'being appro,,~ for use t{) 
treat illness 1n such patients. Food and 
Drug Administration (FDA) approval 
for the use of a new drug depends 
upon submission of proposed label
ing for a new drug, which must 
inclUde "adeqUate directions for use" 
and "adequate warnings" as to unap
proved uses!' Acce):>tance of u. new drug 

~ FedeMl Food, Drug, a.nd Cosmetic Act, 
1962 (FDC Act), 21 U.S.C. Sec. 301 et. seq. 

2FDC Act Sec. 502(f) , 21 U.S.a. Sec. 352{f). 
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rests ()n the e.dequacy of the research re
ports submitted with the application to 
support the proposed la:oollng.· '1'l;\us, in 
()roer f()l' a drug to be distnbutell in in
terstate C?IlUIlerce for use in children or 
pregnant women, su:t.\lcient testing must 
have :taken place in children or pregnant 
women to substantiate claims on the 
la.tel regarding sl\imy, effiCB{lY, and dOB= 
age for those groups. If the safe and effi
cacious dosage for children and preg
nant women. has not been determined, 
the label must so shte. Thus, participa
tion of children in drug research might 
be the only means of meeting licensing 
requirements for new dl'Ugs for use in 
children, just as studies in pregnant 
women might be the only means of meet
ing licensing requirements fm: new dl'Ug8 
for use in that class of patients. 

When the risk of a proposed study is 
generally considered not significant, and 
the potential benefit is explicit, the ethi
cal issues need not preclude the partici
pation of children in bIomedical re
search. However, the progression from 
innocuous to noxious, in terms of risk, 
is often subtle. Therefore, additional re
view procedures are necessa1'Y for re
search activities which expose children 
to risk, in order to provIde sharp scru
tiny, vigorous review, and stringent pro
cedural safeguards for all subjects of 
such research. 

Judgments concerning the ethical 
propriety of research depend partly upon 
the scientific assess.ment of the potential 
risks and benefits. Rick has several im
portant el3mcnts: severity, probability, 
frequency, and the tinting of possible ad
verse effects. While it might not always 
be easy to distinguish these elements, 
they must be evaluated in the a.ssess
ment of risk, and in the determination of 
the acceptable limits of specific risk for 
an anticipated benefit. The first judg
ment to be made is whether it is possible 
to e.ssess the risk. If studies in animals 
or adults do not provide sufficient infor
mation to assess these elements of risk, 
then the research should not be con
ducted on children. If the risks can be 
determined from studies in aIrlmaJ. and 
adult human populations, application to 
children may be cO'1lSidered. 

In additi()D to results from investiga
tions on animals and adult subjects, there 
are unknowns which must be considered 
in the weighing of risk to children. These 
include: (1) differences in physiologic 01' 
psychologic response from adult pat
terns; (2) del~ed expression of injury 
(for example, until puberty): (3) effects 
on developing ()rgans (especially the cen
tral nervous system) ; (4) degree of inter
ferenc~ with nor.tnal routine requiI'ed·by 
the study: and (5) possibll!ty of misuse 
of data. by institution or school per
sonnel. 

Once the severity and probability of 
risks· in a particular study have been 
identified, a secon,,! judgment must be 
made: given potential bene:fits of de
scribed dimensions, what are the ac
ceptable limits of risk to Which children 

• FDe Act Sec. 606 (b), (d), 21 U.S.O. Sec. 
355 (b), (d). 
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ethicall,' may be subjected? Value judg
ments wh.ich must be weighed here tran
scend scientific issues and suggest that 
the decisi(m requires interaction among 
individuals in society with diverse train
ing and pet,~pectives. Further. given the 
complexity of the issues and the oppor
tunity for conflict among the interests of 
cleverru patties (the child, the parents or 
guardian, the attending physicb\n, end 
the research personnel), declElions re
garding participation of individual sub
jects in research adiYities involving clill
dren should not rest solely with persons 
directly involved in the research. 

In order to provide both impartial 
ethical review of projects and maximwn 
protection of individual subjects, two 
procedures are proposed in addition to 
those currently required:' review by an 
Ethical Review Board at the sponsoring 
DHEW agency, and participation by a 
Protection Committee at the institution 
in which the research is to be conducted. 
Both groups will provide community in
volvement in decisions and a.!t~m!>f; .t<J 
balance scIentific value Ilnd societal ac
ceptabiIitl' of proposed research in;ll0lv
ing children. 

B. Ethical Review Board: EthilJal re
view of projects. Each DHEW agency 
shall at'polnt an Ethical Revi('W Board 
to provide rigorous review of elthical is
sues in research invdving human sub
jects by people who~ interests are not 
solely those of the scientific community. 
Its functions will include: 

1. Advising the agency on ethical 1s~ 
sues including r.oview of questiOns of 
pOlicy, and development of guidelines 
and procedures; 

2. Fostering inter-agency coherence 
through cognizance of the policies arid 
procedures of other agencies: . 

3, Reviewing specific proposals or 
classes of proposals submitted to the 
Board by the agency. These will include 
proposals stipulated herein as requiring 
review by the Board, as well as proposals 
submitted lln an ad. hoc basis by agency 
staff. In addition. the Board may recom
mend that certain additional cla.sses of 
research be reviewed. 

The acceptability of a. research project 
rests on questions of scientific merit as 
well as on questiOns of ethics, The agency 
Primary Review Committees are respon
sible for evaluating scientific merit and 
experimental design. ~le Ethical ReView 
Board will be con\1erned with ethl~al is
sues and questions of societal accepta
bility in rela.tion to scientific value. In 
reaching its determination of acceptabil-. 
1ty, the Board will rely upon the Primary 
Review Committees for judgments on. 
scientific merit and design, existence of 
prerequisite animal. and adult human 
'studies, estimated risks and benefits 
(taking into account the competence 
and experience of investigators and the 
adequacy of their resources), and scien
tific importance. It will review proposals 
received from these Primary Review 
Committees. 

An investigator proposing research ac
tivities Which expose children to risk 
must document, as part of the applica
tion for support, that the information to 
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be gained can be obtained in no ~ther 
way. The lfivestlgator mWlt also stipulate 
either that the risk to the subjects will 
be insignificant, or that although some 
risk exists, the potential benefit is sig
nificant and far outweighs that risk. In 
no ~e will research activities be an'
proved which entail subst.antil!l risk, li[Q 
cept in the case of clearly therapeutic 
procedures in which the benefit to the 
patient significantly outweighs the poa. 
sible harm. The Ethical ReVie:v Board. 
shall review all proposals approved by 
Primary Review Committees involving 
children in research activities, except 
when the Primary Review Conun.tttees 
determine that the subjects are not at 
risk. 

In addition to reviewing ethical is
sues, the Board will review procedures 
Iliroposed in the research application to 
bill employed by the institution's Protec
f on Committee (see below), and may 
:duggest modifications of these procedures. 
The Board's recommendation may val'Y 
from a general concurrence with the pro~ 
posaI, as submitted by the investigator, 
to a recommendation that each parental 
and subject consent must l;le obt9.ined 
with'the .concurrence of the full Protei:
tion Committee. Any specific recommen
dations for procedures to be followed by 
the Protection Committee will be in
cluded in the report of the Ethical Re
view Board which will be forwarded to 
the National Advisory councilS or other 
secondary review groups of the agency. 
Appropriate information will be provided 

. by the agency to assist the Protection 
Committee. 

Inasmuch as the articulation of de'c1~ 
sions might clarify both tbe objectives 
and the assumptions on which they are 
based, records of testimony and delibera
tions, as well as final decisions, should 
be maintained pursuant to existing regu
lations. Such records will serve !\I.ldb 
tionally as the basiS for public acco'.:illt
abillty ~nd will facilitate the review of 
any d~cision, should such action be re~ 
quested. 

Members of the Board, which s1)a11 
number 15, shall be drawn :from the gen
eral public, and shall Include, f6r exam
ple, research scientists (including social 
scientists), physicians, lawyers, clergy, 
or ethicists, and other representatives of 
the public, none of whom shall be em
plct.yees lof the agency establishing the 
Board. ~lppointments shall be made by 
the age:ncy, which will establish the 
terms of office and other administrative 
procedures of the Board, No more than 
% of tbe members of the Board may be 
Mtively engaged in resesrcll, develop
ment, or demonstration activities involv
ing human subjects. 

C. Protection Committee: PrQtection 01 
indiVidual $u1.liects. The determination 
that it is justifiable to condu<;t a par
ticular investigation in children, how~ 
ever. does not mean that all children are 
equallY'$ppropriate subjects foi:' inclusion 
in that research. Numerous considera
tions might a:IIecf; the proper choice of 
subjects, Therefore, the sPonsoring in
stitution shall designate' a P.n)te(ltion 
Committee to oversee: (1) the Process of 
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selection of subjects who may be In~ 
eluded in the project; (2) the monitor
ing of their continued willingness to par
ticipate in therresearch; and (3) the de
sign of p:rocedures to permit intervention 
on behalf of the subject, should that 
j)e(.'()1n6 necessary. This Couuilittee 
should consider the reasonableness and 
validIty of the consent of the child par
ticipants (see below) as well as that of 
the parents, and should assure that the 
issue of risk and discomfort has been 
fully and fairly disclosed to ,arents and 
subjects. The procedure employed by the 
institution to achieve these goals will 
vary; the latitl'de for such procedures 
will be great Sil ~ce' it will be related in 
part to the isS)le of risk. Investigators 
proposing reSf Arch involving children 
shall include· a description of their 
planned use of the Protection Committee 
in their research proposal; the proposed 
'Iicm of tr..!.s Committee will be considered 
an' Integral part of the research proposal 
under i'cview'ny );he agency. Relevan~ in
formation arising in the review process, 
including information about safety, risk, 
emcacy, and protection procedures, will 
be provided to the Protection Committee 
by the agency Sllpportingthe research. 

One member of the Committee shall be 
designated a representative for the proj
ect to whom anY participa!lt (or pa.rent 
of a participant) may gO to discuss ques
tions or reservations concerning the 
child's continued participation in the 
project. 

The signature on the consent form of 
the Chairman of the Protection Commit
tee, when all the stipulat!on'land coridi
tions identified above have been met, will 
constitute, for DHEW, supplementary 
iudgment on behalf of the child subject. 

The inStitution's Protection Commit
tee shall 'be comprised of at least 5 mem
bers 60 selected that the Committee will 
be competent to deal with the medical, 
legal, social, and ethical issues involved 
in the research, and to represent the 
community from which the subject popu
lation is to be dl'lIIWIl. The Committee 
should include members of both sexes. 
No, more than two of the members may 
be employees of the institution sponsor
Ing GT conducting the restmrch. The Pro
tection Committee may operate asa IJub
committee of the Organizational Re
view Committee. The composition of the 
Committee must be approved by the 
8IWarding agency. 

D. Special provisions-l. COTt$,ent of 
bot'ft. parents. Even where state law may 
permit one parent alone to consent to 
medical care, both parents hfl,ve an inter
est in the child, and therefore, consent 
of both parents should be obtained be
:fore any child may participate in re
searCh activities. Since the risks of re
. search entail the possibility of additional 
burdens of care and support, the consent 
of both parents to the assumption of 
those risks should be obtained,' except 
when the identity or whereabouts of 
either cannot be a-5'!:ertained or either has 
been judged mentally incompetent. If the 

& 59 Am. oIfU'. 2<1, Sect. 129, p. 229. 
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consent of either parent is not obtained, 
written explanation or justification 
should be provided to the Protection 
Committee. Consent of school or institu
tional authorities is no substitute for par
ental concern and consent. 

2. The child's consent. An important 
addition to the requirement for parental 
consent is the consent of the child sub
ject. Olearly infants have neither the 
comprehension nor the independence of 
judgment essential to consent; older 
children might or might not have these 
capabilities. Although children might not 
have the capacity to consent on their own 
to partiCipate in research activities, they 
must be given the opportunity (so far as 
they are able) to refuse to participate. 
The traditional requir0ment of parental 
consent for medical procedures is in
tended to be protective rather than coer
cive. Thus, while it was held to be un
lawful to proceed merely with the con
sent of the child, but without consent of 
the parent Qr legal guardian,· the reverse 
should also hold. Therefore, in addition 
to consent of both parents, consent of 
the child subject must also be obtained 
when the child has attained the common 
law "age of discretion" of 7 years, unless 
the agency Ethical Review Board specifi
cally exempts a project from this require-
ment. ' 

3. Exclusions. Despite all the protec
tions afforded by these procedures, cer
tain children are categorically excluded 
from participation in research involvmg 
risk. These include children with no nat
ural or adoptive parents available to par
ticipate in consent deliberations, and 
children detained by court order in a 
residential facility, whether or not nat
ural or adoptive parents are available. 

E. The fetus. Respect for the dignity 
of human life must not be compromised 
whatever the age, circumst.ance, or ex
pectation of life of the individual. There
fore, all appropriate procedures provid
ing protection for children as subjects in 
biomedical research must be applied 
with equal rigor and with additional 
safeguards to the fetus. 

The recent decisi 1 of the Supreme 
Court on abortion· does not nullify the 
ethical obligation to protect the develop
ing fetus from avoidable harm. This 
obligation, along with the right of every 
woman to change her decision regarding 
aboltion, requires that no eXP3rimental 
procedures entailing risk to the fetus be 
undertaken in anticipation of abortion. 
Further, since the fetus might be at risk 
in research involving pregnant women, 
all research involving pregnant women 
must be revi:lwed by the Ethical Review 
Board, unless the Primary Review Com
mittee determines that the research in
volves no risk to the fetus. Recruitment 
of pregnant subjects for research re
viewed by the Board must involve the 
institution's Protection Committee in a 
manner approved by the Board, to pro
vide supplementary judgment. 

• Bonner v. Moran, 75 U.S. App. D.C. 156, 
126 F. 2d 121, 1S9 A.LB. 1366 (194;1). 

G Roe v. Wade, 410 U.S. 113 (1973). 

The consent of both parents m.ust be 
obtained for any research invol\'{p.g the 
fetUS, any statutes to the contrary on 
consent for abortion notwithstanding. 
Both the mother and the father have 
an interest in the fetus, and legal re
sponsibility for it, if it is born. Therefore, 
the father's consent must be obtained 
for experimental procedures involving 
the fetus; consent of the father may be 
waived if his identity or whereabouts 
cannot be ascertained, or if he hM been 
judged mentally incompetent. 

IV. Special categories-A. The abor
tus. Prematurity is the major cause of 
infant death in this country; thus, re
search aimed at developing techniques to 
further viability is of utmost importance. 
Such research has already contributed 
significantly to improvement in the care 
of the pregnant woman and of her fetus. 
In addition, knowledge of fetal drug 
metabolism, enzyme activity, and the 
development of organs is essential to 
progress in preventing or offsetting cer
tain congenital defects. After thorough 
research in animal models, it often even
tually becomes essential to undertake 
studies in the non-viabl'.:l human fetus. 
Th~ decision of the Supreme Court on 

abortion .:!~ not eliminate the ethical 
issues invol1red in research on the non
'viable human fetus. No procedures 
should be undertaken on the non-viable 
fetus which clearly affront societal 
values. Nevertheless, certain research is 
essential to improve both the chance of 
survival and the health status of pre
mature infants. Such research must 
meet ethical standards as well as show 
a clear relation either to the expecta
tion of saving the life of premature in
fants through the development of rescue 
techniques, or to the furthering of our 
knowledge of human development and 
thereby our capacity to offset the dis
abilities associated with prematurity. It 
is imperative, however, that the investi
gator first demonstrate that ~ppropriate 
studies on animals have in fact been ex
hausted and that therefore the research 
in question requires that th~ work be 
done on the non-viable human fetus. 
Specific reasons for this necessity must 
be identified. A thorough review of the 
ethical issues in proposed research in
volving the non-viable fetus is of utmost 
importance. 

It must be recognized that consent for 
abortion does not necessarily entail dis
interest on the part of the pregnant 
woman in what happeris to tt.e product 
of conception. Some women fee! strongly 
about what may, or may not, be done to 
the aborted fetus; others do not. In order 
to give every woman the opportunity to 
declare her wishes, co.psent of the preg
nant woman for application of any re
search procedures to the aborted fetus 
must be secured at the time of admission 
to the hospital for the abortion. 

Because research on the abortus in
volves ethical as well as scientific issues, 
all projects Involving the abortus must be 
reViewed by the Ethical Review Board, 
and recruitment of individual' pregnant 
women for such research must involve 
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the institution's Protection Committee in 
a. mannel' appl,'oved by the Board to pro
vide supplemental,'y judgment. In addi
tion to the requirement for maternal 
consent, both the Ethical Review Board 
and the Protection Committee shall, in 
their deliberations, consider the etlllcal 
and social issues surrounding research 
on the non-Viable fetus. The Protection 
Committee must be satisfied that ma
ternal consent is freely given and based 
on full disclosure, e~,ch time approve( 
research is conducted on an abortus. 

In order to insure that research con
siderations do not :In;fluence decisions as 
to timing, method, or ext.ent of a pro
cedure to terminate a pregnancy, no in
vestigator engaged in the research on 
the abortus may take part :Iil these de
cisions. These are decisions to be made 
by the woman and her physician. 

The attending physician, not the in
vestigator, must determine the viability 
of the abortus at the termination of preg
nancy. If there is a reasonable possibility 
that the life of the fetus might be saved, 
~perimental and established methods 
may be used to achieve that goal. Artifi
cial life-support techniques may be em":" 
ployed only if the physician of record de
termines that the fetus might be viable. 
If the physician determines that the 
fetus is not viable, it is not acceptable to 
maintain heart beat or respiration arti
ficially in the abortus for the purpose of 
research. Experimental procedures which 
of themselves will terminate roopiration 
and heart beat may not be undertaken. 

This policy and these protections appIy 
with equal force to the products of spon
taneous abortions. 

B. The products 0/ in vitro lerUliZation. 
III the j.nterest of improving human 
health and development, the bioloe;"y of 
human fertilization and the early events 
surroWlding' this phenomenon, including 
implantation, should be studied. To the 
extent that in vitro studies of human 
fertilization might further this aim, they 
are permissible at the present time with
in the limits outlined below. 

Current technology limits the in vitro 
deVelopment of the human fertilized 
ovum to a periL\d of several days. This is 
a rapidly advancing field of biomedical 
research, however, and the time might 
come when it is possible to extend in 
Vitro development beYond the stage of 
eM'ly cell division and possibly even to 
Viability. 
~ It is contrary to the intereo;:ts of so
ciety to set permanent restrictil)ns on 
research which are based on the suc
cesses and limitations of current tech
nology. S1Jll, it is necessary to impose 
restraints' prospectively in order to pro
vide reasonable protections, while at the 
same time permitting scientific advance
me'.~t& which might well benefit SOCiety. 
,A mechanism is required to weigh, at any 
given time, the state of the art, a specific 
proposal, legal issues, community stand
ards, and the availabmty of guidelines to 
govern the research situation. This 
mechanism is provided by the Ethical 
Review Board. UltimateIy, the Board 
will determine the acceptability of So 
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project involving in vitro fertilization, 
and by recognizing the state of the art, as 
well as societal concerns, propose ap
propriate research policy. 

Care must be taken not to bring hu
man ova fertilized in vitro to v1ability
wllethel' in the laboratol,'y or implanted 
in the uterus-until the safety of the 
technique has been demonstrated as far 
as possible in SUb-human primates. To 
this end: 

1. All proposals :for research involving 
human :in vitro :fertilization must be re
viewed by the Ethical Review Board. 

2. No research involving the implanta
tion of human ova fertilized in the lab
oratol,'y into recipient women should be 
supported untU the appropri.::-.iC .scientific 
review boards are satisfied that there has 
been SUfficient work in animals (includ
ing sub-human prirtlates) to demon
strate the sa!et:y of the technique: It is 
recommended that this determination of 
safety include studies of natural born 
offspring of the products of in" vitro 
fertiUzation. 

3. No implantation Df human ova 
fertilized in the laboratol,'y should be 
attempted until guidelines are developed 
governing the responsibilities of the do~ 
nor and recipient "parents" and of re
search institutions and personnel. 

V. Prisoners-A. Policy considerations. 
Clinical research often reqUires the PM'
tictpatJ.on of normal volunteers; for ex
ample, in the early stages of drug or 
vaccine evaluation. Sometimes, the need 
for standardization certain 'Variables, or 
for mOnitoring responses over an ex
tended period of time, requires that the 
subjects of research remain in a con
trolled environment for the duration of 
the project. Prisoners may be especially 
suitlt,ble subjects for such studies, since, 
unlike most adults, they call donate their 
time to research at Virtually no cost to 
themselves. However, tho special status 
of prisoners requires that they have 
special protection when they participate 
in research. 

While there is no legal or moral objec
tion to the participation of normal vol
unteers in research, there are problems 
surrounding the participation of volun
teers who are confined in an institution. 
Many aspects of institutJ.onal life may 
influence a decision to participate; the 
extent of that influence might amount to 
coercion, whet-hel' it is inte';l.ded or not. 
Where there are no opportunities for 
productive actiVity, research projects 
might offer relief from boredom. Where 
there are no opportuuitles for earning 
money, research projects offer a source 
of income. Where living conditions are 
unsatisfactory, research projects might 
offer a respite in the form of good food, 
comfortable bedding, and medical atten
tion. While this is not necessarily wrong, 
the inducement (compared to the depri
vation) m.ight cause prisoners to offer to 
participate in research which would ex
pose them to risks of pain or incapacity 
which, under normal circumstances, they 
w: "~d refuse, In addition, there is a1-
Wk.:rs the possibility that the prisoner will 
expect participation in research to be 
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viewed favorably, and to 'his advanta,ge, 
by prison authorities (on whom his other 
few priVileges depend) and by the parole 
board (on whom his eventual release de
pends). This is especially true when the 
research involves behavior modification 
and may be termed "therapeutic" with 
respect to the prisoner. In such instances. 
participation inevitably cames with it 
the hope that a successful resUlt Will in
crease the subject's chances for parole. 
Thus, the inducement involved in thera
peutic research might be extremely dUfi
cult to resist; and for this reason, speCial 
protection is necessal,'y for prisonel's par~ 
ticipating in research, whether or not the 
research is therapeutiC. 

The first prinCiple of the Nuremburg 
Code requires that.lsubjects of biomedical 
research must be:"so situated as to be 
able to exercise iree power of choice" 
concerning their ~iarticipation. Whether 
prisoners' can be ."considered to be "so 
situated" is uItimt~telY a matter for the 
courts and the le~~slatures to resolve. In 
the meantime, it ~~ust be recognized that; 
where liberty Is lll~ted, and where free
dom of choice is:: restricted, there is a 
corresponding lim_tatton of the capacity 
t~ give truly volUlli/;aJ'y consent. Although 
the prisoner mig~t be adequately In
formed, and comipetent to make judg
ments, the voluntlJl.riness of the person's 
consent remains open to question. This 
policy statement is'de..<;igned to provide 
additional protections to prisoners par
ticipating in research. 

The mission of the Department of 
Health, Education, and Welfare does not 
include rendering judgments on the ad
ministration of justice or the manage
ment of the correctional systeill.. At the 
same time, the Department should not 
support actIvities which take unethical 
advantage of those who are under the 
jurisdiction of the courts and who, for 
that reason, lack some of the usual de
fenses to their personal integrj,ty. Partici
pation of prisoners in the research act.iv
ities of the DREW in the pursuit of medi
cal knowledge might be beneficial to all 
concerned, but the relationship which 
involves a class of persons with dimin
ished autonomy requires careful super
Vision. 

:Many prisoners are strongly motivated 
to participate in research, and view as 
unfair suggestions that they be denied 
this opportunity. Unless society, through 
its judicial and legislative bodies, decides 
that such :participation should be halted, 
it Is essential to develop mechanisms to 
protect those who maypartiGipii-te. or 
who are now particip(l.ting, from the co
ercive aspects of incarceration which 
diminish their capacity for voluntary 
consent. Pursuant to the obligation to 
pro.tect the rights of all subjects Partici
PEl'iifug in research conducted Wldet its 
au.\;pices, the DHEW is proposing special 
guideline~ for the protection of prison'" 
ers as sul).:;ects in any biomedical or be~ 
havioral research. 

Two aspects of research involviX>.g 
prison popUlations tequire special review 
and procedural safeguards in addition to 
those provIded by current DHEW policies. 
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.First, when research is conducted under 
the auspices of a commercial manufac
turer or an individual investigator, it is 

'not always subject to review by an 01'
ganiza.tional Review Committee, as is re
quired for similar research conducted at 
a hospital or a university. Thw', local 
review has not heretofore been i Jquired 
for ethical considerations 01' for specific 
problems related to the population or in
stitution which is to be directly involved. 
Second, because of the loss of individua1 
dignity, the limitations of personal free
dom, and the possibility of real or poten
tial coercion which may accompany con
flnentent in an institution, special safe
guards must be provided to mitigate the 
inequalities of bargaining power between 
the prisoners and those who are in posi
tions of authority. While it is important 
that prisoners have the opportunity to 
participate in research, it is equally im
portant that they not feel compelled to 
do so. 

B. Organizational Review Committee. 
All res'earch involving prisoners must be 
conducted at an accredited correctional 
facility (see Section F, below) and be re
viewed initially, and on a continuing 
basi.s, either by the Organizational Re
view Committee of that correctional fa
cility or by the Organizational Review 
Committee of the institution sponsoring 
the research. The Organizational Review 
Committee shall have the duties and re
sponsibilities identified in current DHEW 
regulations. In addition, for each project, 
it shall determine the adequacy of clinic 
or hospital facilities for the part,ioular 
activity to be conducted, assess the ap
propriateness of the subject population 
for that activity, and weigh the questions 
of scientific importance, socieJ, need, and 
ethical accept",bility. In addition to the 
foregoing, the Organizational Review 
Committee shall have the following du
ties, with respect to research involving 
prisoners as subjects:· ' 

1. To review and approve or modify 
the process prQJ;Josed 'by 'lihe principal 
inVestigator for involvement of the Pro
tection Oommittee (see below) in over
seeing the selection of subjects who may 
be included in the research, av.d the pro('~ 
ess of obtaining their voluntary and in~ 
formed consent. . 

2. To set rates of remuneration, if any, 
consistent with the expected duration 
and discomfort or risk of the proposed 
study, and consistent with other oppor
tunities for employment, if any, at the 
faCility in question. 

3. To monitor the progress of the re
search as required by ,the sponsoring 
DHEWagency. 

The l'ecommendations of this ComM 

mittee, along with a report describing 
any site viSits, shall be included with the 
investigator's application to the agency. 
Fot facilities which have ilIed no gen
eral assurance, eomposition 3S well as 
recommendations of the Organizational 
Review Committee will be considered an 
integral part of the proposal in tl,1e 
agency l'eview. 

C. Protection Committee. The prima.ry 
function of the Pt\ltectlon Committee is 
to provide suppleq ~entary judgment by 
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overseeing the selection of subjects who D. Payment to prisoners. The amount 
may be included in a research project to paid for participation in research will 
assure that their consent is as voluntary vary according to the risks and discom
as possible under the conditions of con- forts involved, and the! other employment 
finement. opportunities in the fQcility in which the 

Consent is a continuing process. To research is to be conducted. The specific 
assure the voluntariness of consent, sub- _ amount for each project will be deter
jects must be Bible to withdl'awfrom mined by the Org~~nizational Review 
the research project without prejudice. Committee, which will forward its rec
Each Protection Committee shall estab- ommendation as part of the application 
lish such a withdr.awal mechanism. to the sponsoring agency. The amount 

The duties of the Protection Commit- paid shall provide a compensation for 
tee, therefore, shall include: services, but shall not be so great as to 

1. Reviewing the information given constitute undue inducement to partici
the potential subjects, with special atten-' - pate. 
tion to: adverse effects, the importance Any reduction of sentence as a conse
of reporting all deviations from normal quence of participation in research shall 
fimction,.the continuing option of with- be l10mparable to other opportunities at 
drawing from participation at any time, the facility for eaming buch a reduction. 
and the identification of a, member of the Any subject who is required by tl,1e in
committee who will be available, at rea- vestigator or prison physician to with
sonable intervals upon request, for con- draw, for medical reasons, before com
sultation regarding the research project. pletion of the investigation, shall con
All of this information shall appear on tinue to be paid fOI: a period to be deter
the consent form, a copy of which will mined by tbe Protection Committee in 
be given to each participant. Wh~n oral consultation with the investigator. This 
representations are made procedures de- does not apply to subjects who withdraw 
scribed under DHEW regulations shall for other reasons. Any disputes regarding 
be followed. certification of withdraw( 1 for medical 

2. Ov~rseeing the process of selection reasons shall be heard and resolved by 
of subjects who may be included in the the Protection Committee. 
research, to the extent stipulated in the Prisoners who serve on the Protection 
recommendation of the Organizational Committee shall be paid an amount con
Review Committee. This may wiry from sistent with that received by the research 
overall approval of the recruit.ment proc- subjects. 
ess, to reviewing a sample of subject E. Accreditation. The Secretary, 
selections, to interviewing as a full COm- DHEW, shall establish standards for ac
mit"..ee each individual subject to be in- creditation of correctional facilities of-' 
cluded in the project. fering to act as sites for the performance 

3. Visiting the institution on a regular of clinical research, or offering to act as 
basis to invite questions, to monitor the a SOUl'ce of volunteer subjects for clinical 
progress of the research, and to assess research when the research is supported 
the continued willingness of subject par- in whole or in part by Departmental . 
ticipation. The frequency of these visits funds or the research is to be performed 
will be determined by the nature of the in compliance with requirements of Fed
research, and any recommenda.tions of eral statutes. 
the OrganIzational Review Committee. The review for certification shall in-
Depending upon the circumstances alnd elude, but not be limited to: 
the number of subJects involved, these 1. Standard of living in the prison 
visits may be made either on a rotating facility. 
basis by various members of the Commit- 2. Other opportunities for employ-
tee, 01' 'lloy the full Committee. ment and/or constructive activity, either 

4. Maintaining l'ecords of its activities within the prison, or in a work-release 
including contacts initiated by subjects' program. 
in the project between regular site visits. 3. Adequacy of (a) medical care for 
These records shall be made availa;ble to the general prison population (so that 
the agency upon request. participation in research is not the only 

The Protection Committee shall be me&llS of obtaining medical attention), 
comprised of at lef.St 5 members se) se-' and (b) the proposed methods for main
lected that the Committee will be compa- taining medical records and for, protect
tent to deal with the medical, legB,!, so- ing the confidentiality of those records. 
cial, and ethical issues involved. No more ~. The nature, structure, function, and 
than Ya of the members shall be scIentists composition of the Organizational Re
engaged in biomedical research or physi- view Committee (whether located at the 
cians; at least 1 shall be a prisoner or. a prison 01' at the institution sponsoring 
representative of an organization con- the research) which is to review cUnical 
cerned with the prisoners' interests; no research in that correctional facility. 
more than 1 (except prisoners or their The Secretary shall also set general 
J:epresentatives) shall h&ve any a:ffiliation guidelines to assist the Organizational 
with the prison facility or with the unit Review Committees in determin'lng rates 
of government having jurisdiction over of remuneration, and shall indicate 
the facility, with tbe exception of persons groups who may be considered to re"11,'e
employed by the department of education sent the prisoners' interests for the pur~ 
of a relevant jurisdiction in a teaching pose of appointment to membership on 
capacity. The composition and the inves- the Protection Committee. No institution 
tigator's proposed use of the Committee shall be accredited if research, whether 
must be reviewed and approved by the or not supported by funds from the 
DHEWagen.cy. DHEW, is conducted under its auspices, 
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or by members of its staff, which is not 
in conformity with these gUidelines. No 
DHEW funds will be granted for research 
in institutions lacking such accreditation. 

F. Special z,rovisions. 1. Persons de
tained in a correctional facility while 
awaiting sentence, or in a hospitDl fa~ 
cility for pre-sentence diagnostic obser~ 
vation, are excluded from participation 
in research. 

2. A chUd may not be included as a 
subject in research involving risk if he 
is detained in an iristitutiona1 setting 
pursuant to a court order, whether 01' not 
the parents and the child have consented 
to the child's participation. 

VI. The mentally infirm.-A. Policy 
considerations. The institutionalized 
mentally infirm are doubly limited with 
respect to participation in research 00-
tivities. First, as with children, they 
might lack the clear capacity to com
prehend relevant information, and to 
make informed judgments concerning 
their participation. Second, as With pris
oners, they experience a diminished 
sense of personal integrity as a result of 
confinement in an institution. Such con
finement restricts their freedom of 'Jhoice 
and imposes elements of coercion, which 
limit their capacity to give truly volun~ 
tary consent. In addition, the mentally 
infirm who are confined in institutions 
have more pressures to cooperate with 
custodial authorities than do prisoners, 
for their release might depend entirelY 
upon their behavior and on the impres
sion they make upon those having the 
power to make decisions concerning ter~ 
mination of their confinement. . 

Legal guardians, who have authority 
to consent for medical treatment, might 
l1ave interests in the matter which do 
not necessarily coincide with those of 
the patient. Long-term management of 
patients with mental ilisabilities is ex~ 
pensive and time-consuming.. Any pr~ 
posal which might reduce either the ex~ 
pense or the supervision required in 

, caring for such persons might be appeal
ing, whether or not there is correlative 
benefit to the patient. This is certainly 
the ~ase in projects offering new ther~ 
apy; it might also occur, albeit in a more 
subtle form, where free medical 01' cus~ 
todial service:lll are perceived to be con
tingent upon the patient's participation 
as a subject in research. 

The courts have begun to recognize 
t.'b.at persons confined: in institutions 
might not be able to give truly voluntary 
consent in such matters. It is important 
to recognize, as well, that persons en~ 
eUiu~J:ed with the eOvnorrJc or custodial 
responsibility for the mentally infirm 
might not be sufficiently objective to 
make judgments which are fully in the 
best interest of the institutionalized per
son. 

The circumstances are limited under 
whioh it is justifiable to iriclude the men
tally infiJ1n as subjects in biomedical 1'6-

searah. These circumstances include 
projects in which: the proposed research 
concerns diagnosis, treatment, preven
tion, or etiology of the disability from 
which they suffer; the nece.."SRry infor-
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mation can be obtained only 'from those 
subjects; or the studies concern institu~ 
tional life per se. With these exceptions, 
the general rule is that the participation 
of the mentally infinn as subjects in re~ 
search is not acceptable: 

B. Ethical review of projects and pro~ 
tection of subjects. In instances in which 
a research protocol requires the partici~ 
patlon of mentally infirm subjects, the 
research must be overseen by a Protec
tion Committee in the manner described 
in Section TII-C, pertaining to children. 
This Protection Committee must be sup
ervised on a continuing basis, as,. de~ 
scribed in Section V-B, by the Organiz~ 
tional Review Committee of the institu~ 
tion in which the research is to b~ con
ducted or of the institution sponsoring 
the research. 

VIT. General provisions. These pro
visions apply to all research ootivities 
covered by this policy. 

A. Referrals to the Ethical Review 
Board. Whenever a Prim(l.ry Review 
Committee, secondary review group, or· 
the agency staff perceives an apparent 
and significant question of ethios or an 
unusual element of risk-Whatever the 
subjeot group involved-the research 
.proposa1 in question may be forwarded 
to the Ethical Review Board for an opin
ion. In addition to offering an opinion of 
acceptability from an ethical viewPoint, 
the Board may choose to recommend the 
establishment of a Protection Commit
tee, and suggest guidelines for its opera
tion. 

B. Procedures requiring special con
Sideration. All other recommendations 
notwithstanding, DHEW may identify 
certain procedures which: (1) Require 
Protection Committee review of the se~ 
lection <if each inQivic1ual subjeot; (2) 
are acceptable for stipulated subjects 
only if approved by affirmative dec1ara~ 
tOry judgment of a court of competent 
jurisdiction; or (3) are unacceptable. 

C. Research c;onducted in Foreign 
Countries" All regulations governing re
'search conducted in the United States 
apply to research conducted in foreign 
countries under DHEW auspices, and 
the ethical review must be of equal rigor. 

There are sometimes special con
stra'ints, encountered in foreign settings. 
Therefore, in addition to the require
ment that consent procedures for re
search to be conducted abroad conform 
with the policy and regulations set forth 
in this document, there must be wrItten 
assurance that the proposed research 
enjoys local acceptance, and offends no 
local ethical standards. 

D. Research submitted pursuant to 
DHEW regulatory requirements. Re
search or testing which is performed 
pursuant to or in fulfillment of any reg~ 
ulation issued by any agency of the 
DHEW will be acceptable to the govern
ment onlY if conducted in compliance 
with these procedures and regulations. 

E. Clinical research not funded by 
DHEW. 

If, in the judgment of the Secretary, an. 
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ticular DREW grant or contract, hf' may 
require that eald grant or contract be ter
minated or suspended in the manner pre
scribed in applicable grant or procurement 
regulatlt>us. 

If, In the judgment of the Secretary. an 
organization fails to discharge Its responsl
blUties for tlle proteotlun or tIle rlgllts Qud 
wel!are of the sub;eots in Its care, whether 
or not'DREW funds are involved, he may, 
upon reasonable notice to the organization 
of the basiS for such action, determine that 
Its eligibility to receive further DREW grants 
or contracts involving human subjects shall 
be terminated. Such disqualification shall 
continue until it Is shown to the satisfaction 
of the Secretary that the reasons ther!'!!or 
no longer exist. 

If, in the judgment of the Secretary, an 
Individual serving as principal Investigator, 
program director. or other person having 
responsibility for the scientific and technical 
direction of a proJ~ct or activity, has failed 
to discharge his responsibilities for the pro
tection of the rights and welfare of human 
SUbjects in his care, the SeoretarY, may, upon 
reasonable notice to the indivlduM of the 
basis for such action, determine that such 
Individual'S eligibility to serve as a princi
pal investigator or proyam t:iirector or In 
another similar capacity shall be terminated. 
Such disqualification shall continue until It 
is shown to the satisfaction of the secretary 
that the reasons therefor no longer exlst.7 

In reaching a determination con com
pliance, with I'espect to subjects with 
liIX).ited capacity for consent, the ~cre
tary will consider the extent and the 
nature of the procedures by which the 
institution offers protection in all studies" 
conducted in 01' by that institution re
gardless of the source of funds, with the 
expectation that there shall be an ethical 
review simllar to that required. of the 
agency Ethical Review Board <m-B). 
The existence of a Protection Commit
tee, overseen by an Ql:ganizational Re
view Committee al}d acting to afford sup
plementary judgment, will be accepted 
as evidence of responsibility in this 
regard. 

F. Oonjl.dentialityof 1,11t/ormatfon and 
records. Nothing in this policy snall be 
construed as permitting the release of 
confidential research protocols nor the 
violation of Sliate law applicable to the 
confidentiality of individual medical 
records. 

VIII. Draft additions to proposed ref1~ 
ulattons (See FEDERAL REGISTER, Vol. 38, 
No. 194, Part 2, TUes., Oct. 9, 1&73, pp. 
27882-27885) • 

To amend the proposed Part 46 of Sub~ 
title A of Title 45 of the Code of Fed~ 
eral Regulations by deleting §§ 46.20 
through 46.23, redesignating §§ 46.1 
through 46.19 thereof as Subpart A, and 
addi..,g the following new Subparts B 
through F: Ij 

SUllPAR'l' B--ADDlTIONAL PnO'l'EC'l'lONS i'on 
OHILDREN INVOLVED AS SUBJECTS IN DREW 
AC'l'lVITIES I; 

Sec. 
48.21 
46.22 
46.23 
46.24 
46.25 

Applicability. 
Purpose. 
Need for legally effective consent. 
Definitions. 
Ethica1. Review Board: Composition: 

Duties. -
organization has failed to comply with the 7 FEDERAI.':.Rl!:G~eTER, VOl. 38, No. 194, Part 2, 
terms of this policy with respect to a par~ Tuesday, October 9, 197;3, § 46.22, p. 27885 •. 
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~ll. 
46.2t> Protection Committees: Com\>OBltlon: 

Duties. 
46.27 Certain children excluded tr,~m PM

tlclpat!on In DHEW IIUPPQlted ac
tivities. 

46.28 Activities to be performed outJ!de the 
l1nlte~ /;!@tIll!. 

SUBPART ct-ADDITIONAL PnOTECTIONS FOR 
dEltTAIN CLASSES 01' DIiEW ACTIVITIES 

46.31 Appllcab1l1ty. 
46.32 Purpose. 
46.33 DeAnltlons. 
46.34 Duties of the Ethical Review Board. 
46.35 MaternaJ consent to activities involv-

Ing the abortus. 
46.36 Adcl.1tlonal conditions for activities 

InvolVIng the abortus. 
46.37 Prohibition on certain activities in

volVing pregnant women where the 
fetus may be adversely a3l'ected. 

46.38 Parental consent to activities which 
may a!fect the fettls. 

46.39 Activities to be perfonne.d outside the 
U~lted statea. 

SUBPART D-ADDlTIONAt. PnOTECTIONS ron 
PRISONElIS INVOLVED AS SUBJECTS IN DHEW 
ACTIVITIES 

Sec. 
46.41 
46.42 
46.43 
46.44 

46.45 

46,46 

46.47 
46.48 
46.49 

AppIlcabll1ty. 
PuIlPOBe. 
Definitions. 
Ackt1tlonal duties at Organizational 

Review Committee where prisoners 
are involved. 

,~rote()tlon Committees: Duties: Com
position,. 

Prohibition on pal'ltlclpatlon In activi-
ties prl,or to conviction. 

Remuneration to subjects. 
Accreditation. 
Activities to be perfcrmed outside the 

United Sta.tes. 
SUBPART E-ADDlTIONAL PROTECTIONS FOR THE 

INSTlTll'l'IONALIZED MENTALLY INFIRM IN
VOLVED AS SUBJECTS IN DHEW ACTIVITIES 

46.51 Appl1ooblllty. 
4,6.52 Purpose. 
46.53 !Oefinl tlons. 
46.54 Llm1tllitlons on activities Involving the 

institutionalized mentaJly infirm. 
46.56 Additional duties of Orglmlze.tlonal 

Review Committee where the men
tally Infirm are Involved. 

46.56 Protection Committees: Duties: Com-
position. , 

46.57 Activities to 'be performed outside the 
United States. 

SUBPART F--GENERAL PROVISIONS 
46.61 Appilcabl11ty. 
46,62 Organization's records. 
46.63 Reports. 
46.64 Early termination of awards: sanctions 

for noncompl1ance. 
4G.65 Oondltlon!!. 

AUTHORI'rY: 5 U.S.C. 301. 
SUPPAR·.\' B-ADDJnONAt, PilO'l'!!C':I'IOfolli FOR 

CHILDREN INVOLVED AS SUBJEf1T IN DHEW 
ACTIVITIES 
Section 46.21 Applicability. (a) The -regu

lationllo In thll! subplU't are appl1ca.ble to all 
Department of Heal,th, Education, and Wel
flU'e research, development, or demonstra
tlo~. a.ctlvltles In which children may be at 
rlsll'. 

(b) The requirements of this subpart are 
in additIon to those Imposed under subpart 
A Dr this part. 

Section 46,22 Purpose. It ill the purpose 
ot thiS Bubpart tCi provide additional safe
guards in reviewing activities to which this 
subpart Is applicable inasmuch as the poten
tial subjects In activities conducted there-

NOTICES 

under might be unable fully to comprehend 
the risks Which might be Involved and are 
leg911y Incapable of consenting to their par
ticipation In such activities. 

Section 46.23 NeecL for legally et/ective 
consent. Nothing in this subpart Shall be 
construed lIS IndiCllltlng that compllaalce with 
the procedUf'!!S !let forth herein will nl\Cell
sarlly result In 1\ legally effective consent 
under applicable Sta.te or local law to a sub~ 
ject's participation In a.ny activity: nor In 
partlcula.r does it obvla.te the need for coul't 
approva.l of such participation where court 
approval Is required under applicable state 
or local law In order to obtain a legally e:r
tectlve consent. 

SCotion 46.24 Definitions. A,s used In this 
subpart: 

(a) "'DHEW activity" means: 
(1) The conduct or support (through 

grlUlts, contracts, or other awards) of bio
medical or behavioral research involving 
human subjects; o~ 

(2) Research, development, or demon
stration activities regulated by any DHEW 
agency. 

(b) "Subject at risk" means any individ
ual who might be expooed to the posfllb11lty 
of harm-physical, psycholOgical, sociologi
cal, or other-lIS a consequence of partici
pation lIS a subject In any DHEW activity 
which goes beyond the application of those 
established and accepted methods necessary 
to meet his needs. 

ic) "Child" means an ~ndlvldual who has 
not attained the legal -iioge of consent to 
partlclpe.to In reooarch P..B determined under 
the applicable law ot the jurisdiction in 
which such research Is to be conducted. 

(d) "DHEW" means the Department of 
Health, Education and Welfare. 

Section 46.25 Agency Ethical Review 
Board; compositum; duties. (a) The head of 
each agency shall establlsh an Ethical Re
view Board, hereinafter reterred to as the 
"Boord," to review proposals for resea.rch, de
velopment, and demonstration activities to 
which this subpart Is applicable, as well lIS 
to advise him (ir her on matters of poliCY 
concerning protection of human ilubjects. 
The Board shall be composed pi' research 
scientists (biomedical, behavioral, and/or 
social), physicians, lawyers, clergy, ethicists, 
and representatives of the publlc. It shall 
consist of 15 members appointed by the
agency heMl from outside the Federal Gov
ernment, No more than one-third of the 
members may 1)e individuals Ilngaged In re
search, development, or demonstration 
activities Involving .human subjects. 

(b) It shall be the ;function of the Board 
to review each proposed activity to which 
this subpart applies, and advise the agency 
concerning the acceptab111ty of such actlv
Itlea from the standpOint of societal need 
and ethical consideratiOns, taking into ac
count the assessment ot the appropriate 
PrimarY Review Conunlttees lIS to: (1) The 
potential benefit of the proposed actiVity, 
(2) oolentlftc merit and experimental de
sign, (3) whether the proposed activity 
entails risk of slgnlftcant harm to the sub
ject, (4) the sumciency of animal and adult 
human stUdies demonstrating safety and 
clear potentla.l benefit of the proposed pro
cedures IUld providing sumclent information 
on which to base an assessment of the risks, 
and (5) whether the Information to be 
gained may be obtained from further animal 
and adult human studies. . 

(c) The Board shall review the procedures 
proposed by the appllcant to be followed 'by 
the Protection Committee, provided for In 
§ 46.26 of this subpart, in carrying out Its 
functions as set forth In § 46.26. In addition, 
the Board may recommend additional fUnC
tions to be performed by the Protection 
Committee In connection with any particular 
activity. 

(d) In decisions regarding acttvltles 
covered by this subpart, the agenoy shall 
take into account the recommendations of 
the Board. 

Section 46.26 Protection C,ommittees,' com
position; duties. (a) No activity I'~vered by 
this subpart wUl be approved ur;ress· ~t pro
\lid!!!! 1Qr the llstahUsnmllnt by the &ppl~cent 
ot a Protection Committee, composed ot at 
least five members &0 selected tha.t'the Com
mittee will be competent to deal with the 
medical, legal, social and ethical issues In ... 
volved In the activity. None ot the members 
shall have lillY association with the pro
pcsed aotlvlty, and at least one-half Mall 
have no association with any organization or 
individual conducting or supporting the 
activity. No more than one-third of the 
members shall be individuals engaged In 
research, development, or demonstration 
activities Involving human subjects. The 
composition of the Protection Commlttee 
shall be subject to DHEW approval. 

(b) The duties of the Protection Commit
tee, proposed by the appllcant, and reviewed 
by the agency Including the Ethical Review 
Board shall be to oversee: (1) The selection 
of subjects who may be Included In the 
activity; (2) the monitoring of·the subject's 
continued willingness to plU'tlclpate in the 
activity: (8) the design of procedures to per
mit intervention on behalf of one or more 
of the subjects It conditions warrant: (4) the 
evaluation of the reasonableneas of the plU'~ 
ents' consent a.nd (where appllcable) the 
subject's consent; and (5) the procedures for 
advising the subject and/or the plU'ents con
cerning the subject's c()ntlnued participation 
In the activity. Each subject and his or her 
parent or guardian. :wUl be Informed of the 
name of a member of the Protection Com
mHtee who will be available fO:f consulta
tion concerning the activity. 

(c) The Protection Committee shall estab
lish rules of procedure for conducting its 
activities, which must be reviewed by DHEW, 
and shall conduct Its activities at convened 
meetings, minutes of which shall be prepared 
and retained. 

Section 46.27 Certain children excluded 
from participation in DHEW activities. A 
chUd may not be Included as a subject in 
DHEW activities to which this subpart Is ap
plicable If: 

(a) The child has no known living parent 
who Is available and capable of participating 
In the consent process: Provided, That this 
exclusion shall be lp.applicable 11: the child 
is seriously 111, and the proposed research Is 
deSigned to substantially alleviate his con
dition; or 

(b) 'Xhe child hilS only one known living 
parent who Is available and capable of par
ticipating In the consent process, or only one 
such parent, and that par(lnt has not given 
consent to 'the child's participation In the 
activity; or 

(c) Both the child's parents are available 
ahd capable of participating In the consent 
process, but both have not given such con
sent: 

id) Tne chUd Is Invoiuntarliy confined in 
an institutional setting pursuant to a court 
order, whether or not the parents and child 
have consl!nted to the child's partiCipation In 
the activity: or 

(e) The child has not given consent to his 
or her participation In the research: Pro
vided., That this exclusion shall be inapplica
ble if the child Is 6 years of age or less or 
It expUcitly waived by the DHEW; or 

(f) The Protection Committee estabUshed 
under § 46.26 of this subpart hilS not reviewed 
and approved the chlld's participation In the 
activity. 

Section 46.28 Activities to be performed. 
oU~!Jjde the United states. In addition to sat
isfying all other applicable requirements in 
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this Bubpart, an activity to whlo"," this Bub
part Is applicable, Whloh is to be oonducted. 
outside the United states, must Include 
written documentation satlsfaotory to DREW 
that the propolled activity Is aoceptable un\l.er 
the legal, soolal, and ethical standards ot the 
looale In whloh It is to be performed. 

Sli'ili'Al'I'l' O-AnDrooNAt. PJtO'1'ltCTION 1'01i. 
OERTAIN OLABIS!!lS OJ' DREW ACTlVlTIES 

SeQtlon 46.31 App!1cabtUty. (a) The regu" 
lations In thlll subpart are applicable to all 
:Department of Health, Education, and Wel
fare research, development, or demonstra.tion 
activities: (1) Involving pregna::1t women, 
unleBB there is a flndlng by DREW that the 
activity will have no I1A.verse effllct on the 
fetus, or Is olearly thereapeutlo with respect 
to the fetus Involve\~, (2) involving the abor
tus or the non-viable fetus, or (3) Involv
Ing In vitro fertUizatlon of huxnan ova. 

(b) Nothing In this lIubpatt Ilhall be oon
strued as Indloating that oompllance with 
the procedures set forth herein will In any 
wa.y render Ina.ppllcable pertinent State <;Ir 
local la.ws bearing upon activities covered 
by this subpart. ' 

(0) To the extent the reqUirements of sub
part A of this part are applicable to aotlvltles 
also covered by this subpart, the require
ments of this subpart are In!lddltlon to 
those impOl!ed under subpart A. 

Section 4.6.32 Purp08e. It Is the purpoes of 
this subpart to provide additional safegulY'ds 
In reviewing activities to whioh this subpart 
Is applicable to assure tha.t they conform to 
appropriate ethioal standards and relate to 
Important societal nee!!!!, 

Section 46.33 DejlnlttonB. As used In this 
subpM-',: 

(a) "DREW" means the Department of 
Health, Eduoatlon, and Welfare. 

(b) "DREW Rotlvlty" means: 
(1) The conduot or support (through 

grants, contracts, or other awards) of blo
medloal or behavioral research involving hu
man subjeotsj or 

(2) Researoh, development, or demonstra
tion aotlvltles regulated by any DREW 
agency. 

(0) "Board" means the Board established 
under f 46.25. 

(d) ";protection Committee" means a com
mittee referred to In I 46.26. 

(e) "PregnanoY''' means the period of time 
from Implantation of a fertUlzed ovum untU 
dellvery.' 

(f) "Fetus" means the product of concep
tion from implantation until delivery. 

(g) "Abortus" means the fetus when It has 
been expelled whole, wh&ther spontanecusly 
or t\S a; result ot medical or surgloal inter
vention to terminate a pregnanoy. prior to 
viability. 'I''hlB ,definition, for the PurpOl!eot 
this polloy, exoludes the placenta, fej;al 
material whioh is macerated. at the time of 
expulsion, a dead fetus, and: Isolated fetal 
tissue or organa excised from a dead fetus. 

(h) ''Viablllty of a fetus" means capabil
ity glven the benefit ot avaUable therapy, of 
Independently maintaining heart beat and 

. respiration. 
. (1) uln -vItro tertll1zationJi iliwns any faf
tllization of human ova whioh ocours outside 
the bOdy of a t0male, through admllr:tUl'& of 
human flperm and suoh ova. ' 

Sectloll. 46.34 Duties 01 the EthIcal' Re
VIew Boar4. (a.) It shall be the fl.!,tlotion of 
the Board: to review each activity to Whioh 
this subpart applies and ad'Vi.e the agenoy 
conoernlng the aooeptabUIty ot suoh a.otlvt
ties !room the standpoint of eoc1etal nelld and 
ethical considera.tlons, taking Into account 
the assessment ot the appropriate Prlmary 
Bevlevr Committees aa to: (1) The potential 
bellflft.t ot the proposed aotlvlty. (2) solen
tift.o merit and. experimental desl(p1, (3) Mle 
lIuftlolenoy ot IItudlee involving animals dem-

NOTICES 

C1nstratlng the olear potential benefit of the 
proposed procedures and (4) whether the 
Information to be gained may be obtained 
:from further animal or adult human studies, 

(b) The Board may recommend the estab-
11shment

t
bY the IIponlJOl'1ng institution of a 

Proteotlq' Committee to carry out suoh funo
tlons M t, e ~rd deem.!! neMl!!&ry. 

Seotlon 46.36 MaternaZ consent to activ
ities InvoZvlng the abortus. (a) No aCltlVlty to 
whloh this Bubpart Is applloable may Involve 
an abortus or a non-viable fetus unless ma
ternal consent has been obtainod. 

(b) No activity to whioh this lIubpart Is 
applicable may Involve an abortus or a non
vlabie fetull unless: (1) Indlvl,duals Involved 
In the activity W'JI have no part In the de
olsion 1\8 to timing, method, or extent of the 
procedure used to terminate the pregnanoy, 
or In determining vla.bll1ty ot the fetus at 
the termination of the pregnanoy; (2) vital 
functions ot the abortus will not be main
tained artlflolally for purposes of researchj 
and (3) experlmental procedures which 
would terminate heart bea.t or respiration In 
the abortus wUl ;not be employed. 

Section 4lI.S7 ,Prohibition on certain ac
UviUe., Involving t.lTegnant women where the 
fetus may be adversely aOeote4. The B($l'd 
shall review all res~'I!oroh, development, and 
demonstration actlvl!itles involving pregnant 
women. No activity ito whloh this subpart Is 
al>plicable may Invdve a pregnant woman It 
the Prlma.ry Revle.:! Oommlttee ft.nds that, the 
fetus might be Zidversely affected, unleBB the 
primary purpose of the activity Is to beneft.t 
that fetus. In addition. Jl.O activity to which 
this subpart Is applicable may Involve preg
nant women unless all the requirements ot 
this subpart at'e satisfied. 

Section 46.38 Parental C01'I8ent to tWtl/il
tielJ which might affeot the fetu8. No activity 
involving 110' pregnant woman which might 
affect the fetus but whloh IlevertheleBB is 
permissible under § 46.3'7 shall be conduoted 
unless maternal conllent has been obta~ed, 
as well 1\8 the consent of the father It he Is 
available and capa.ble of partlolpatillir In the 
consent process. 

Section '46.39 Actlvttles to be perlorme4 
outstde the Untte4 States. In addition to 
satisfying all other applicable requirements 
in this subpart, activities to which this sub
part is applioable, Whloh l\1'e to be conducted 
outside the United States, must Inolude writ
ten documentation satisfactory to DREW 
that the>proposecl activity 18 acceptable under 
the legal, 8oclal, and ethical standards of the 
locale In whioh It Is to be performed. 
StIlIPABT D-ADDrrtONAL PRO'rEOTIONS J'01t 

PRrsONEIIS INVOLVED AS SUBJECTS IN DREW 
AanVlTIEs 

Section 46.41 ApPllcabtUty. (a.) The regu~ 
lations In this subpart l\1'e applicable to all 
Departxnsnt ot :a:ea.lth, Education, and Wel
fare l'eeearch, development. and e.emonstra
tlon aotlvltleslnvolvlng prisoners as subjects. 

(b) The requirements of '~hls SUbpart are 
in addition to thOl!e imposed under subparts 
A and B of this part. 

Section 46.42 purpose. It Is the purpOl!e of 
this subpart to provide Mld1t1ona! =tegua...~ 
for activities to whloh this subpart is appli
cable lnasmuoh as the pote~tlal subjects In 
activities conduoted thereunder, beoaulle of 
their incarceration, might be under con
straints which could atrect their ablUty to 
make a truly voluntary a.nd un.ooerced de
otsion Whet1l.m- or not to partiolpate In suoh 
activities. 

Seotlon 46.43 Dejlnmo1'l8. As used ;,;11 tblB 
subpart: 

(a) "DREW activity" means: 
(1), the oonduot or support (through 

grants, oontracts, or other .. wards) ot bio
medical or behavioral reseM'Oh Involv1p.g 
human subjeotllj or 

31747 
(2) research, development, or de-monetra

tlon activities regulated by 1Io1ly' DHEW 
agenoy. , • 

(b) "Prisoner" m,*,ns any individual Inu 
voluntarily confined In a penal Institution. 
The term 1G Intended to enQompass individ
uals sentenced to such an institution 'under 
l!. or!minal 01' oivi1 statute end aleo lnl'livld .. 
uals detained by virtue of statutes whioh 
provide alternatives to ol'lmlnal prosecution. 

(0) "DREW" means the Department of 
Health, Education, and Welfare. 

Seotion 46.44 Adlttttonal duties 01 Organt~ 
~lIttonal Review Oommlttee where prlson.ers 
are involved. (a) In oarrying out Its responsl
bUltles under subpart A of this part for activ
Ities a.lso oovered by this subpart, the Organi
zational Bevlew Oommlttee provided for un
der subpart A shall also oertlfy: (1) That 
there wlll be no undue induoements to par
ticipation by prisoners as aubjeots in the ao
tlvity, t!l.klng Into account among other fac
tors, the sources ot earnings generallyavali
able to the prisoners as compared Wlth those 
offered to partlolpants in tHe aotlvlty, .(2) 
that the ollnlc Rnd hosp~tal faoJ.l1tles are ade
quate for ths proposed aotlvlty, (3) that aU 
aspeots ot the activity WOUld be appropriate 
for performanoe on nonprlBoners, and (4) 
that no prisoner Will be offered any reduotlon 
in G&l:\tence or parole for partiCipation in 
such activity which Is not oomparable to that 
offered for other aotlvltles at the faoUlty not 
of a researeb, development, demonstration or 
slm1la.r natu~.,. 

(b) In addition, the Organizational Re
view Oommlttee shall have the following 
l1utlelS: (1) To review, approve, or modify the 
prooedures proposed for the Proteotlon Oom
mlttee In oarrylng out Its funot1ons as set 
forth In § 46.45j (2) To recommend. any addl
tlonat funotions to be performed by the Pro
tection Oommlttee In connection with a ~~r
tlcular aotlvlty; (3) To set rates of rem~ne.ra
tlon, It any, oonslstent with the antl(llpated 
duration, discomfort, and/or risk of the ac
tivlliy but not in excess of that paid for other 
employment generally available to Inmates 
of the faoUlty in question: ,,,"nd: (4) To carry 
out such other responslbtnties as may be 
stipulated by DHEW In the contract or grant 
award., ' 

(0) Aotivltlss
C 

to whloh this subpart is ap
plicable must provide for the deSignation ot 
an Organizational BevJe.w Oommittee, where 
no suoh Oommlttee ll(i.s been established 
under subpart A. ' 

Section 46.4-'$ Protection Oomm#tees; 
4ut11J6; oompl)Bitfon. (0.) No liictlvlty covered 
by this subpart w1ll be approved unless it 
provides for the establishment of a. Protec
tion Oommlttes to carry out the following 
funotlons, 1\8 well as any others recommended 
by the Organlzatlonsl nevlew' Oommlttee or 
by DREW: (1) Reviewing the procedure for 
soUcltlng particlpatlC?n by prlson~!S in the 
rseearoh aotivlty to determine that nIl ele
ments of Informed consent, as outl1ne<:l in 
I 46.3, are sl1.tl!!fl.edj (2) overseeing the selec
tion of prisoners who may partlolpats In the 
activity; (3) monitoring the progrel;:l,of the 
researoh and the continUed wJ.lllngness of 
Builject pRnioip"tion; Wid. (4) 1ntei'Vealng 
on behalf of one or more subjeots 11' oondl
tlons Warra.nt. In addition, eaoh subject will 
be informed ot the name of a member, of the 
Protection Oommittee who w1ll be ava.lll!.ble 
to the subjeot for col1sulta.tion concerning the 
activity. 

(b) Each Protection Oommittee shall be 
composed of at least tJ.ve members appOinted 
by tho applicant and so selected that the 
Oommittee wUl be competent to 4eal with the 
medioal, legal, Boc161, -and ethical Issues in
volved. At least one member of the Oommlttee 
shall be either a prisoner or a t'eprellentatlve 
of an organization having as a primarr Oc/h
oem protection of the IntereRp)s of prisoXlers. 
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No more than one-third of the members may 
be physicians or scientists engaged in bio
medical or':behavioral research, and no more 
thl!oD,one member, other thl!on a prisoners' 
repreuntative, may have any atnliatlon with 
the prison facilit,y or the legal entity having 
jurisdlctll)n over the facUlty, except tor per
SOWI employed by a Department of Education 
ill a teacn,ibg capacity; Any priaoners serving 
on the COmmittee shall be compeIlBated at a 
rate consistent with that set for prisoners 
po.rticlpatlng as subjects in activities at th~ 
faclllty to which this subpart Is applicable. 

(c) The Protection Committee shall estab
Ush rules of procedure for conducting its 
actlvlt1es which must be reviewed by DREW, 
and·llhall conduct Its activities at convened 
meetings, minutes of wbich shall 'be prepared 
and retained. 'l'he composltloll ot the Com
mittee 1Iha.ll be l1ubject to DREW approval. 

Selltlon 46.46 Prohibition on participa
tion fn activtties prfor to conviction. No In
diVidUal confined pending arraignment, trial, 
or seIlltencing for an offense punishable as a 
crime may be used as a subject In any ac
tivity supported In whole or in part by a 
grant 01' contraci to which this subpart is 
applicable. 

Section 46.47 Remuneration to subjects. 
Where rates of remuneration are set pursu
ant to § 46.44 of this SUbpart, any subjeot 
Wilo, for medical reasons, Is reqUi4'ed by a 
representative ot the prison facility, grantee, 
contractor, or sponsor of the activity, to with
draw 'beiore completion of his or her partiel
pllltion In the activity shall continue to be 
compensated for a period to be set by the 
Protection Oommittei' after consultation With 
the srante& or contra.c:tor. 

Section 46.48 Accreattation. It is the in
tention of DREW to aCcrlldlt prison facilities 
as lIites for the performance of activities to 
whiCh this subpart applles. Accreditation 
will be based on certl1loa.tion of the a.ccepta
bllity of the taoil1ties and compliance with 
>the procedures required by this subpa:rt, as 
determined by the secretary. No activity 
covered by this subpart may inVolve prison
ers incarcerated In u facl11ty not accredited 
by Secretary of DREW. 

Section 46.49 Activities to be performed 
outside the United States. In' addition to 
aa.tlsfylng all other applicable requirements 
In this subpart, an activity to which this sub .. 
part is IlIppl1cable, whloh is to be conducted 
outside the United States, Dlust include writ~ 
ten dOCUmentatIon satl!l:factory to DB:E\V 
that the propOSed activity is acceptable under 
the lega.l, lIoclllol, and etll1cal standards of ilie 
locale in whioh it Is to be performed. 
SUBPART lll--ADDl'I'IONAL PnoTECTIoNS FOR IN-

STIT'OTXONALIZED MENTALLY INFIRM INDIVm
UALS :rNVOLVED AS Sl.1B.TECTS IN DHEW Ac-
TIVl'1'lES • 

Section 46.51 .AppZicability. (0.) The regu
lations in this subpart are IlIppl1cable to a.ll 
Department of Health, lllducation, and Wel
fate activities involVing the institutionalized 
mentally tnftrm as subjects. 

(b) Nothing in this subpart Shall be con
strued as indicating thatcampliance with the 
pr~oouraa sat fot"'un herem 111 OOllll60t19D. 
with activities permitted under § 46,54, of tbis 
SUbpart will "J.ecessar1ly result in 0. legally 
effective consent und'er applicable state 01' 
local Iflow to a subject's partiCipation In sucb 
an activity: nor In partlC\llar di')Cs It obvia.te 
the need for court approval 0: such partlclpa~ 
tlon where court approval is required under 
appll.cable State or local law In order to 
obtain a legally effective consent. 

(c) The requirements of this subpart are 
In addltlorJ. to those imposed under Subparts 
A, :S, and 1) of this part. 

Section M.52 Purpose. It is the purpose 
ot this subpart to provide additional safe-

NOTICES 

guards tor the mentally l.n:fI:r.m in'O'olved in 
reaearch, development, and demonsirat.lon 
actiVities, inasmuch as the potelllltlal subjects 
in such activities are: (1) Confined in son 
institutional setting: (2) might be unable 
fully to comprehend the type risks which 
may be Involved: and (3) might be legally 
incompetent to coIlBeDil; to tM!r plVt!()1lJ~ 
tion iii suclh actiVities. . 

Section 46.53 Definitions. As used in this 
subpe.rt: 

(fl.) "DREW aatlVlty" means: 
(1) The conduct or support (through 

grants, contracts, or other awa.rds) of bio
medical or beha.vloral research Invol'vlng 
human subjoots: or 

(2) Researoh, development, or demonstra~ 
tlon aotlvitles regulated by any DHEW 
agency. 

(b) "Mentally Infirm" inoludes the men
tally 111, the mentally retarded, the emotlon~ 
ally disturbed, the p;;1'chotlc, the sen1le, and 
others With Impairments of a slmil~ nature, 
regardless of whether or not the Individual 
has been determined to be legally 
Incompetent. 

(c) "Institutionalized" means confined, 
whether by court order or voluntary com
mitment, in an institution for the care and/ 
or treatment of the mentally 1nf1rm. 

Section 46.54 Limitations on activities in
voWing the institutionalized mentally infirm. 
No institutionalized mentally Infirm Indi
vidual may be Included as a subject In a 
DHE!W activity unless: 

(a) The propo..oed activity Is concerned 
with: (1) The diagnosis, treatment, preven
tIO'.1. or ctlology of the impairment with 
w"!lch he or she is aftUcted; or (2) the pro
J>' sed activity Is concerned with the effect 
or Institutional life on the subject and in
volves no risk of harm to the SUbject: or 
(3) the lDformatlon can be obtained only 
from such subjects. 

(b) The individual's legal guardian has 
given consent to the individual's particlpa~ 
tion In such activity: 

(c) Where the individual has st'lftlclent 
mental competency to tUldllrstand what is 
proposed and to exprese an op1n!on as to his 
or her partiCipation, the Individual's con~ 
sent to suoh partlclpfl>tlon has also been 
secured; and 

(d) The Protection Committee, provided 
tor in § 46.56 of this subpart, has reViewed 
and approved subject partiCipation In the 
activIty (by class or by individual). 

Section 46,55 AdditionaZ duties 0/ Organ~ 
izationaZ Review Committee where the men~ 
tally infirm are invoZved. (a) In addition to 
Its responslbll1tles under SUbpart A of this 
part, the Orgablzatlonal Review Committee 
lIhall, With resfJ1lct to activities to which 
subpart. applies: 

(1) Certify that JIll aspects of the activity 
would be ethically >ll.pproprlate for pel'form
ance on healthy Individuals: 

(2) Conduct at 13ast one on-site visit to 
the institution and prepare a report of the 
visit, Incltldlng dlrlcusslon of such matters 
as living conditions, ava1labUity of medical 
oare, and quality of fooli, to be submitted to 
DREW ruung wt"..h the iippl1eatlon; 

(a~ Review and approve or modify the 
proee6.u!'tlll proposed by the applicant to be 
folloV/"1:1:O: by the Protec~lon Committee, pro~ 
vl1:l.ed Ulr 'in § 46.56, An. "yerseelng the re
cruitment of the mentally 1nf1rm subjects 
who may be Included In such activity: 

(4) Recommend any additional functions 
to be performed 1;)y tho Protection Commit
tee In connectloil with any partlculaz ac
tivity; and 

(5) Carry out suoh other respoIlBlbll1tles 
as may be recommended by DREW. 

(b) Activities to Which this e,ubpart Is ap
pUcable must provide for. the designation of 

an Organizational Review Committee where 
no such Comm1ttee has been established 
under subptU't A. 

Section 46.56 Protection Committees; 
d.uties; composition. (a) No activity covered 
by this subpart will be approved unless It 
prOVides for the establishment of a Pratec
t!Q~ CQronuttee to carry out th(l toll owing 
functiOns, !\S well as any others prescribed 
by the Organizational Review Committee or 
by DHEW: (1) Overseeing the process of 
selection of subjects who may be included 
in the uctlvlty, (2) monitoring the progress 
of the activity With special attention to 
adverse effects on subjects, (3) intervening 
or. behalf of one or more of the subjects if 
conditions warrant, (4) evaluating the proc
ess and reasonableness of consent of the 
legal guardian and (where applicab\e) of the 
subject, and (tl) advising the legal guardian 
and/or the subject concerning the latter's 
continued participation in the activity If 
conditions warrant. 

(b) The composition of each Protection 
Committee sha.ll conform to the require
ments set forth in § 46.26(11.). 

(c) The Protection Committee shall es
tablish rules of procedure for conducting Its 
activities, which must be reviewed by DREW, 
and lIhall conduct Its activities at convened, 
meetings, minutes of which shall be prepared 
and retained. 

Section 46.57 Activities to be performed. 
outsid.e the United. states. In addition to 
satisfying all other appl1cable .requlrements 
in this subpart, an activity tc. which this 
subpart Is appl1cable, Which Is to be con
ducted outside the United States, must in
clude Written documentation satIsfactory to 
DHEW that the proposed activity Is accept
able under the legal, SOCial, and ethical 
standards of the locale In which It Is to be 
performed. 

SUBPART F--GENEnAL PROVXSIONS 

Section 46.61 Applicability. The t<)llowing 
. regule.tlons are appllcable to all activities 
covered by this pa:rt. 

Section 46.62 Becord.s. (a) Copies of all 
documents presented or required far initial 
and continuing review by any Orga.n1zatlonal 
:ReView Committee or Protection Committee 
and minutes, transmittals on actions, in~ 
structlon.s, and conditions resulting from 
committee deliberations are to be made part 
of the otncml files of the grantee or con
tractor for the supported activity. 

(b) Records of subject's and representa
tive's consent lIhall be retained by the 
grantee or contractor in accordance with Its 
established practice, or, If no practice has 
been establlshed, In project files. 

(c) Accepta.uce of any DREW grant or 
qontract award shall constitute consent of 
the grantee or contracthlg organization to 
inspection and audit 0:1: reaol'ds pertaining to 
the assisted activity by authorized repre
sentative!! of the Bf';eretary. 

(d) All documents and other records re
quired under this part must be retained by 
the grantee or contracting orga.n1zatlon for 
a minimum of three years 10llow!ng termina
t,\on of DHEW support of the actiVity. 

Section 46.63 Reports. Each organization 
with an approved assurance shall provide the 
Secretary with such reports and cther In
formation as the Secretary may from time to 
time prescribe. 

Section 46.64 Early termination 0/ 
awards; sanctions lor noncompliance. (a) 
If, In the judgment 01 l;he Secretary, an or
ganization has failed to comply With the 
tenDl'l of this part With respect to a par
toicular Federal activity, he may require that 
aa.ld grant or C}Ontract be terminated or sus
:\lended In the manner prescribed in appli
cable grant or procurement regulatiOns. 
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(b) If, in the judgm.ent ot the Secretary. 
a.n organization falls to discharge Its re
sponslbllttles for tho protection of the rlghts 
and wel!eJ:e of the subjects in Its care. 
whether or not PHEW funds are Involved, he 
may, upon reasonable notice to tho organiza
tion of the basiS for such action, determine 
that its eliglblUty to reclllvll furthflr DREW 
gratlts ·or contracts or pai"tlclpate in OHEW 
assisted activities. involving human sub,ects. 
shall bo terminated. SUCh dlsquallficatlon 
shall continue until It lil shown to the satis
faction ot tho Seoretary that the reusons 
therefor no longor exist. 

-----------------------

NOTICES 

(0) If. In the Judgmont of the t:\ecretary. 
an individual serving as prlnoipal Investi
gator, program director, or other perllOn hav
ing responslbUlty for the scientlflc and tech
nical direction of 1\ project or activity, haS 
faUed to discharge ber or hls responslblUtles 
for the protection of the rights and weltare 
of huma...'1. Bubjcota In 1118 or hcr care, th;; 
Secretary may, ~lpon reasonable notice to the 
individual of tl:.e basis for such aotion, deter
mlne that s'Mh Individual's eligIbility to 
serve M a prlnolpal lnvestlgator or p'!ogl'a.m 
director or in another similar capaolty shall 
be terminated. Such ·dlsquallficatlon shall 

31749 

continue untU It Is shown to the I!1:tlsfnctlon 
or the Secretary that the reason~~11ereror no 
longer exist. '. 

section 46.65 Condition.s. The Secretary 
may with respeot to any activIty or any class 
of activities impose conditions, Inoludlng 
condlt1oll!! pertMnlng to Informed consent, 
prior to or at the time of the approval of 
jl,ny activity when in the Secretary's judg
ment such conditions are necessary for the 
protection of human subjects. 

[FR 00c.73-23922 Filed 11-15-73j8:45 alllj 
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DEPARTMENT OF HEALTH, 
EDUCATION, AND WELFARE 

Oli7ce of the Secretary 

[45 CFR Part 46 1 
PROTECTION OF HUMAN SUBJECTS 

Proposed Paiicy 
In the FEDERAL REGISTER, of May 30, 

1974 (39 FR 18914). regulations were 
pubUshed as Part 46 of Title 45 of the 
Code of Fedel'al RegulatiortS providing 
generally for the protection of human 
subjects involved in research, develop
ment, or related activities suppm'ted by 
Depar~ment gl'ants 01' contracts. At that 
time it was indicated that notices of 
proposed rulemaking would be developed 
concel'ning minors, fetuses, abortuses, 
prisoners, and the InstItutionalized men
tally disabled. 

Coincidentally with the development 
of the notiee of proposed rulemaking 
set forth below, both Houses of Con
gress reached agreement on the "Na
tional Research Act," and the President 
signed P.L. 93-348 into law. Among other 
'things, the Act establishes an eleven
member National Commission for the 
Protection of Human Subjects in Bio
medical and Behavioral Research to 
"* * .. (i) conduct a comprehensive in
vestigation and study to identify the 
basic ethical principles' which should 
underlie the conduct of biomedical and 
behavioral research involving human 
subjects, (it) develop guidelines which 
should be followed in such research to 
assure that it is conducted in accordance 
with sl1ch principles, and (iii) make 
recommendations to the Secretary (n 
for such administrative action as may 
be appropriate to apply such guidelines 
to biomedical and behavioral research 
conducted 01' supported under programs 
administered by the Secretary, and (II) 
concerning any other matter pertaining 
to the protection of human subjects of 
biomedical and behavioral research." 

This notice of proposed rulemaking is 
published today to continue the public 
dialogue begUIl in November 1973 when 
the Director of the National Institutes 
of Health published draft proposals on 
these issues in the FEDERAL REGISTER. The 
comments addressed in this preamble are 
the result of that issuance. 

The comments received as a result of 
this notice of proposed rulemaking will 
not only as&ist the Department to de~ 
"elop final regulations but will also be 
available to the Commission for their Use 
during the course of their deliberations 
over the next two years. 

In the light of the 450 responses re~ 
ceived as a result of the November issu
ance, largely from grantee and contrM
tor organizations, the Department now 
p!:oposes that, in addition to the protec
tion afforded generally to all subjects of 
research, deV"llopment, arul related ac~ 
tivities suppo.ted by the Departhlent by 
virtue of Part 46, fUrther protective 
measures should be provided for those 
subjects of research whose capability of 
providing informed consent is or may be 
absent or limited. 

PROPOSED ~UlES 

This would be accomplished by amend
ing Part 46 to delete § 46.19 through 
46.22, redesignating § 46,1 through 46.18 
as Subpart A, and adding new Subparts 
B through F. If this proposal is accepted, 
the regulations would be structured as 
follows: 

same time, the nature of their disabili~ 
ties requires extensive research efforts 
to the study of the etiology, pathogenesis, 
and therapy of their conditions. The pro~ 
posed rulemaking limits the researoh in 
which such subjects may be allowed to 
pa:tici~ate to that which is most likely 
to oe 0,): assistance to them or to persons 
similar~y disableJ. " 

In developing. the prcsent propose~ 
l'ulemaking, the Department hiAS taken 
int'O consideration the public's comments 
relevant to certain parts of the IntrOduc
tion, Definition, and Gel1eral Policy Sec~ 
t10ns of the draft regulations pubUshed 
at 39 FR 18914, November 16, 1973, as 
well as to the draft l'egulations them
selvcs. The major comments, and the De
partment's present proposals,a.re as 
follows: 

SulJpal't A would be the basic regula
tion. substantially as promulgated on 
May 30, 1974. This provides that no activ
ity itwolving any human subject at risk: 
shall be supported by a DHEW grant. or 
contract UnleSs the applicant 01' offering 
orgal:\ization has est!J.blished an organi
zational review coml"!1ttee which has re~ 
viewed and approved such activity and 
submitted to DHEW a certification ~f 
such review and approval. This subpart 
also provides that all grant and contract 
proposals involving human subjects at 
risk are to be additionally evaluated by 
the Secretary for complianc!l with the INTRODUCTION, GENERA!. POLICY 
requirements of raid subpart. CONSIDE'RA'l;lONS 

Subpart B is reserved for a separate, A. Commentators suggested, in several 
future proposed rulemaking providing different contexts, that the regulations 
additional protection for chUdren. should (i) apply to au research, regard~ 

Subpart C as described in the present less of the deg::ee of risk or academic dis
proposed rulemaking would call for the cipline concerned. and (11) provide for 
utilization of two special mechanisms the exclusion of certain types of reSearch, 
for the protection of the pregnant woman particularly behavl'Oral and social 'science 
and unborn child or fetus, where the research as distinguished from binmedi-
pregnant woman particir.1ates in a re- cal research. . 
search, deVelopment, or related activity, The Department, having considered 
While these mechan.isms are designed to these comn:lents, notes that the apPUl.la
allow sufficient flexibility for the pursuit bility provisions of the basic regulations 
of new information about the perinatal (45 CFR 46.1) permit:. the Secretary to 
process, they are also designed to provide determine whether specific programs 
additional safeguards to assure that the place subjects at risk. Such determina~ 
research i1) acceptable from an ethical tion is to be made only after careful study 
standpoint. and publication in the FEDERAl. REGISTER, 

Subpart D as described in the present providing an o,\lportunity for comment on 
proposed rulemaking would give added the merits of each determine.tion, With 
responsibilities to an organizational re~ respect to resea.rch in the social sciences, 
view committee where the contemplated the Depnrtment has already indicated 
research would involve prisoners as sub- its intention of issuing public rulemaking 
jects and also WOUld require in such in- on this ma.tter (see 39 FR 18914. para~ 
stances that a consent committee be es- graph A). '" 
tablished to supel'vise the selection and B. Comments also included suggestions 
participation of prisoners in the re- thJ.t l'egulations should be proposed spe
search. prisoner groups are particularly cifica1ly d~aling with activities involv
valuable in properly conducted cUnical mg students, l!llboratory employees, 
trial~ ;!;1ncec th£'y provide a stable subject setiously ill 0): terminal patients, the no'0~ 
population which can be followed 4>ver a :InStitutionalized mentally disabled, and 
peI'ioo of weeks 01' months rather than other: ~l gl'(!Upl!. 
days or hours. From the point of view of. 'The Department considel's that MY' 
the prisoner subject, participation in re- abuses relating to these groupS are less 
search offers an opportunity to make a evident and that they are afforded the 
contribution t\) society and to provide an Pl'OtectiGn cd the eltisting regulations 
income, much as other jobs in prison do. pUblisheclin 39 FR 18914. 
Nevertheless, the dangers of abuse of C. Several comments suggested the 
prisoners' rights are obVious. For this proviSion!)f additional guidelines with 
reaSon, the proposed rulemakil1g calls r6SPtCt to the dilitinction between estab .. 
for additional safeguards for the rights lished a.nd !Wcep'ted methods on the one 
fJf prisoners whose capability to provide iuLnt1 Q.rut e:rq;aoerltnental procedures on the 
informed consent may be affected by the other. ' 
very fact of their incarceration. While the Department recognizes the 

Subpart E as de~cribed in the present ~eoretical desirability of such gUille~ 
proposed rulemaking offers additional lInes. i\1ld that the practical necessity of ~
pro~flctions for the rights of the mentally Jl'l.8.kUlg$Uch a distinction is arising wlth) 
ill, the mentally retarded, the emotion~ increasing frequency, the .feasibility of 
ally disturbed, and the senile who are maidng-tbis distinction on a geoerallzeGi . 
confined to lnstttuti!)ns, whether by vol- basis bas Jet to be demonstrated. At the 
untary or involunt8.ry commitment. Such, mom.et.l.t II. regulatory approach to this 
pet'Sons, by the very nature of their dis';' issuedGe:t'uol; appear justified. ' 
abllities, may be severely limited in their .' D. It was suggested that, all meetings 
capacity to provide informed CIJIIlStn'li to -of ~jJ;atlonall'evlew committees ami 
their participation in research. At the similar gl'l)UP." estafllished pursuant to 0 
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these l'egulations should be open to the 
public. 

r!'he Department notes that since the 
purpose of these- committees is, for the 
most part, to advise with rC@8ct to the 
conduct of Individual projec.ts and pro
posals by individual investigators, a 
blanket provision to this effect would 
appear to be inconsistent with the need 
to protect the confidentialitYOI the pro
ceedings and records of institutional re
view and evaluation committees. 

DEFINITIONS 

A. Comments on the definition of 
"Subject at RIsk" suggested changes in 
language that would (i) limit the con
cept of risk to that encountered only in 
addition to that normally experienced, 
(if) eliminate demonstration projects as 
a possible source of risk, since these are 
nominally limited to application of estf.l,b
lished and ac::epted methods, (iii) spe
cifically identify failure to maintain con
iidentiality as a source of risk, and (iv) 
provide a mechanism for identifying ac
tivities e.ssentially free of risk. 

These comments are similar to those 
made with respect to the same definition 
as incorporated in an earlier proposed 
rulemaking (38 FR 27882). In respond-

" ing to the criticism, the Department has 
already (i) redefined "Subject at Risk" 
i17 45 CFR 46.3 (b) so as to exclude z,ny 
a~tivity which does not increase the 
Oi.'dinal·y l'isk;s of daily life or the recog
IiU!:ed risks inherent in a chosen occupa
tiOll, or field of service, (ii) substituted 
in 45 CFR 46.l(a), the term "develop
ment" for "demonstration," (iii) pro
vided in 45 Cl"R 46.19(b) specific 
prohibitions against disclosures of infor
mation which refers to or can be identi
fied with a particular subject, and (iv) 
provided in 45 CFR 46.1 (b) authority 
for determination in advance as to 
whether a particular Federal program 
or an investigational method 01' proce
dure may place subjects at risk. 

B. Comments on the definition of 
"Clinical Research" suggested inclusion 
in said definition of the behavioral as
pects of research and facets of medical 
research necessarily concerned with 
diagnosis and other nonetherapeutic 
aspect-s of research. 

Since the term "clinical research" 
does not occur in the present rulemak
ing, the Department l'eserves its opinion 
with respect to these suggestions. How
evel', the proposed regulations are appli
cable ( , e,.ll depal'tmentall'esearch, devel
opmen\, : and related activities except 
with respect to Subpart C, whe1'e appli
cability is limited to "biomedical 
reseal'ch" (§ 46.303 (b) ), 

C, Comments on "Informed Consent" 
suggested the addition of language con
cerning (1) full and complete disclosure, 
(if) the likelihood of success 01' failure 
of the experiment, (iii) the use of place
bos or other control procedures, (iv) 
provision of information as to the prog
ress of the research, (v) publication of 
names of all persons, institutions, and 
review committees involved in approval 
of consent procedUres, (vi) prOVision of 
legal counsel and teChnical advice, and 

PROPOSED RULES 

(1,m assurance that the subject cOm
prehends the disclosure. 

The Department, having considered 
these comments, notes that "Informed 
Consent" is presently defined in 45 CFR 
46.3 (c) and not in the present proposed 
rulemaking. With respect to the specific 
suggestions the Department, notes that: 
as far as CD is concerned, the reg
ulations alrE:ady call for a "fail' explana
tion" of the procedures and a description 
of risks and benefits reasonably to be 
expected; (ii) refiects a basic misunder
standing of the experimental process 
which begins, essentially, with the com
parison of two or more method,." proce
dures, or modalities on the a priori 
hypothesis that tnere will be no differ
ence; (iii) is implicit in the existing regu
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ants to international organizations or to 
foreigt;}. governmental or private insti
tutions. 

Having considered these objections, the 
Department pl'oposes.to retain the basic 
concept that activities supported bJ" De
partmentaL funds should, in general, be 
subject to a uniform ethical policy 
wherever they are conducted, but to per
mit the Secretary to modify consent pro
cedures if it c~,n be demonstrated to his 
satisfaction that such .procedtll'es, as 
modified, are acceptable under the legal, 
docial, and ethical standards of the locale 
in which the activities are to be 
performed. 

FETUSES, AnoRTUSES, AND PREGNANT 
WOMEN 

lEl.tlo11~ and is better ~mpl1),,)ized in inter- Since comments on the draft pro vi
prl!Jtive materials; (itT) IVQ:,ld not be an sions in 38 CFR 31738 providing addi
clement of informed consent unless in- tional protections for fetuses, 'abortuses, 
terim findings affected the risk of benefit in vitro fertilization, and pregnant wom

. involved; and (v) touches on the subject en were integrated with those on chil
of a possible future proposed rulemaking dren, it is difficult to identify the com
and the Department reserves its options mu'nications specifically concerned with 
for the present. The suggestion in (vi) these subjects, However, it is estimated 
is met in part by the proposals in the that the majority of the more than 400 
present proposed rulemaking to employ letters received on research with chil
consent committees to advise potential dren, born and unborn, touched on one 
subjects. The last suggestion (vii) goes or more aspects of research with fetuses, 
beyond reqUirements for informed con- abortuses, and pregnant women. 
sent as they hll-ve generally been articu- A.,A large number of respondents dis-
Iated by the courts. agreed entirely with the idea of permit-

D. Comments also included sugg€ti- ting research with the fetus, with the 
tions for the inclusion of additional defi- abortus (whether living or dead) , 01' with 
nitions of (i) Institutions,(m Legal the pregnant woman if the research 
Guardian, (iii) Organizational Review might conceivably endanger the fetu~. 
Committee, (iv) Institutionalized Men- The Department, having carefully con
tally Infirm, and (v) Children (with re- sidered these comments and similar pro
gard to age of consent), Parents, and posals refiected in general correspcnd
Father. ence and in articles in the public media. 

The Department, having reviewed notes tha~ their adoption would seriously 
these comments, notes that (i) "Ol'gani- hamper the development of needed im
zation" is ciefined for the purpose of provements in the health care of the 
these regulations to include "institu- pregnant woman, the fetus, and the 11ew
tions" at 45 CFR 46.3(a); (ij) "Legally born, The opposition to research involve
authorized representative" is defined for ment of the fetus and abortus appears 
the ptll'pose of these l'egualtions to in- to be based in part on the assumption 
elude legal guarqian at 45 CFR 46.3 (h); that the needed information can be ob
(iii) the definition of "organiZational re- tained through research with animal spe
view I)ommittee" is implicit in 45 CFR cies 01' with adults. Unfortunately, these 
46.6; (iv) "Institutionalized mentally assumptions are not valid. While much 
disabled" has been defined in the pres- useful research can be conducted in ani
ent proposed rulemaking at 46.503 (d) mals, differences in species are neverthe
to meet the suggestion; and (v) defini-' less so great that any research finding 
tion of "Children," "Parents," and in nonhuman species must ultimately be 
"Father" will br' reconsidered prior to repeateGl in man before its general ap
the issuance of a future rulemaking cov- plicatioll in hUinan medicine. In addi
ering research on children. tion, thJ~ fetus and the newborn are not 

E. Several commentators criticized small llIi1ults. They suff.er from some dis
provisions of the draft policy that would eases riOt encountered 11l the adult: They 
have required that activities to be con- may react differ?ntly to the dIseases 
ducted outside the United States satisfy commonly affectmg both adu~t and 
allrequil'ements of the Departments reg- young, and they lllay have a dIfferent 
ulations including those based on ethical l'~spo:nse to, the. same t~:eatment, both 
concepts peculiar to the Judeo-Christian ~Vlth regard to ItS effectiveness and to 
m(Jl'al heritage 01' to English common ItS safety. The Department therefore 
laW. It was noted that this would create proposes that (1) the ethical probity of 
substantial problems for United Stat!;", any taPplication 01' proposal for the sup
investigators. working overseas since port of any activity covered by subpart 
t'-ase concerts aye often incon~i~tent if C be reviewed by an Ethical Advisory 
not in COnflICt >yIth nor-!1lal, et~llcal, and Board as described in § 46.304 and (ii) 
legal concepts m certam fOI'elgIl coun- : 
tries. For the same reasons, it was argued the " conduct of any such actlvit~ sup
that these provisions would create prob- por~ed by the Department be subject to 
lems. fOl' United states citizens assigned, oversight and monitoring b:sa consent 
detaIled, seconded, 01' acting as consult- committee as describe4 in § 46.305, 

FEDERAL REGISTER, VOL. 39, NO. 165-FRIDAY, AUGUST 23, 1974 

24-16 

j 



-------------------------~------------------------................ ~~ 
30650 

B. Opinion was divided as to the need 
for an Ethical Advisory Board. Many 
respondents called it a welcome addi
tion in the review process. others felt 
that it would duplicate the function of 
the local organizational review committee 
and that its existence would encourage 
the organizational review committee to 
be less critical and would :.mpose an addi
tional roadblock tnat would delay or pro
hibit important research while needlessly 
consuming time, energy, and money, and 
posing potential danger to a patient wait-· 
lng for : treatment. Complaints were 
voiced that such decisions should be made 
locally, not in Washington, and that the 
~!'~'lestigator should be able to present 
11js case in person. Numerous comments 
suggested that the Board's function 
shOUld be limited to advising on policY, 
guidelines, or procedures, and not be 
concerned with the review of individual 
projects. This would avoid duplicating 
the function of the organizational review 
committee. Others suggested .that the 
Ethical Advisory Board should serve as 
an appeal body from the organizational 
review committee. 

There were also numerous comments 
to the effect that it is unwise and im
possible to totally separate ethical and 
scientific review. Approval based only on 
ethics wOuld be unethical if the science 
were bad. Both should be reviewed 
jointly. 

The Department, having reviewed 
these comments, concludes that Ethical 
Advisory Board remains, in concept, a 
Useful addition to the review process. It 
does not duplicate the functions of the 
local organizational review committee, 
since the latter is primarily concerned 
with matters of organizational regula
tions, local standards of professional 
practice, applicable law within its juris
diction, and local community attitudes. 
The Ethical Advisory Board will be Pri
marily concerned with similar issues at 
the national level, Applica.tions and pro
posals should be capable of passing 
scrutiny at both levels. It is therefore 
proposed that the Ethical Advisory Board 
be retained as part of the additional 
protection mechanism. 

Specific comments, regarding the 
establishment of an Ethical Advisory 
Board touched principally on (i) the pos
sibility that appointment of members 
at an agency level might lead to "loaded" 
Boards, while appointment at a higher 
level, i.e., by a joint Congre~ional com
mittee or by independent outside bodies, 
might produce a more objective group, 
and (ii) disagreement as to the proper 
balance between scientist and nonscien
tist members, with a majority of the 
commentators suggesting that more than 
one-third of the members shOUld have 
the scientific expertise necessary to 
identify lisks, and their possible conse
quences. It,:was specifically suggested that 
different sH:~s, compositions, and admin
istrative locations of the Board be tried 
before selecting a final mechanism. In 
addillion, it was suggested (iii) that a 
fifteen member Board was too large, (iv) 
that all members be human geneticists, 
(v) that at least one member be a psy-
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chologis'~, if behavioral issues ",'ere to be of the ovum. Whatever the nature of the 
considered, (vi) that there be an absolute conception process, it is intended that 
1>an on departmental agency employees, upon implantation the protections of 
(vii) th2\t all prooeedings be confidential, subpart C apply to aU fetuses. It i$ only 
(viii) th.at all meetings be open to the with respect to the protections av~\.lable 
public, and (ix) that an appeal mecha- to the non-implanted product ot in 
msm be established. vitro fertilization that the regula~ions 

The Department, having considered are silent. ' 
these views, proposes that while an Eth- • With respect to the fertilization of 
ical Advisory Board to deal with bio- human ova in vitro, it is expected :~hat 
medical research involving fetuses, the Board will consider the extent: to 
abortuses, pregnant women, and in vitro which current technology permits the 
fertilization might logically be estab-. continued development of such ova",as 
Hshed at the National Institutes oX well as the legal and ethical isSues s'ur
Health, (1) the power of appointment rounding the initiation and disposition 
should be reserved to the Secretary, OP of the products of such research. 
while the membership should include te- With respect to implantation of fer
search scientists, physicians, lawyers, tilized human ova, it is expected that 
clergy or ethicists, and representatives of the Board will consider such factors as 
the general public,~he balance between the safety of the technique (with respect" 
callings should rest with the Secretary to offspring) as demonstrated in animti.l C) 
e.s should also (iii) the numb~r of mem- studies, and clarification of the"legal 
bel'S, so that the membership (iv, v) can responsibilities of the donor and recipi-
be adjusted to the needs of the Board ent parent(s) as well as the resei\orch 
as .the workload and the issues before it personnel. 
dictate. The speci1'J.c suggestion (see vi) Since the Department does reserve 
that departmental agency employees be the option of later specifying such pro
excluded is adopted and expanded to in- tections by regulation, we invite com
clude all fu.JI-time employees of the Fed- ment on the question of appropriaoo 
eral Government. The decisions with re- regulations in the futUre. 
gard to suggestions (vii) and (viii) will D. The draft proposals included a 
be governed by the provisions of the suggestion for the establishment of a. 
Federal Advisory Committee Act which . protection committee whiCh elicited nu
generally require that meetings of simi- merous comments that the use of the 
lar advisory groups be open to the public term "protection commii:tee" implies that 
for the purposes of policy disCUSSion, but the Department recognizes a clear, pres. 
closed and confidential for the purpose ent need fol' protection against the in
of review ,of specific applications and vestigl1.tor, the uncertain relation of this . 
proposals. Since the Board will be ad- committee to the organizational review 
visory to funding agencies, the final ac... committee, and the uniform need :for 
tion will be that of existing awarding and deSirability for such pI'ot~tion. 
authorities, and appeal mechanisms (Ix) Having reviewed these comments. the 

,'will be provided only to the extent avail- Department proposes an exterizive revi~ 
able lUlder other existing departmental sion in this innovative concept. Initially, 
regulations and policies. These proposals it ackn,Qwledges that the term "protec~ 
are incorporated into § 46.304. tion com.tn,;,tt~~~ i~ pejorative and pro-

C. A number of r~spondents recom- poses the terni'~'t;!.lllsent committee" as 
mended that the policy governing in more appropriate'Jl.nd consistent with 
vitro fertilization be strengthened, on the the primary purpose of such bodies. Fur
one hand, or liberalized, on the other. The ther, it proposes to eliminate specific re
Departmeu.t has considered these recom- quirementa for the size and composition 
mendations, and has provisionally chosen of such committees. Instead, applicants 
not to stipulate at this time protec- and offerors are to propose the estab
tions for the product of in vitro fertiliza- lishment of such a committee, specifying 
tion which is not implanted, but rather its size, compOSition, and rules of proce
to leave that series of issues to the Ethi- dure. In addition, wheret.he applicant 
cal Advisory Board established under or offeror believes that the activity in
§ 46.304(a). The Board will be required volves only negligible risks, it may ask 
to weigh, with respect to specific re- the Secretary to waive 01' modify the re
search proposals, the state of the art, quirement for a consen.t committee. All 
legal issues, community standards, and proposals for the establishment, modi
the availability of guidelines to govern fication, or waiver of a consent commit
each research situation. tee shall be subject to review and 

Because biomedical research is not yet approval at the local level by the 01'
near the point of,b.eing a~le to maintain ganizational review committee and at 
for a SUbstantIal perIod the non- d ttl b t til 
implanted product of in,,'tJitro fertiliza- the epar men al evel y he E h ca 
tion, no clear and preser.t danger arises Advisory Board, The Ethical Advisory 
from not stipulating in these ,regulations Board may prescribe additiollal duties 
the protections for it. Given the state of for the consent committee. These 
th~ research, we believe that such stipu- changes are incorporated in § 46.305. In 
latIon would be premature. view of this drasti~ change in concept 

It ~s. the 'Department's intent that the of the committe~ \!<:ltailed discussion of 
defimtlOn of the term "fetus" (§ 46.303' , 
(d» be cOhstrued to encompass both the many excellent and often thOUg~lt-· 
the product of in vivo conception and provoking comments concerned Wlth 
the product of in vitro fertilization whlch details of the original clraft seems 
is subsequently implanted in the donor inappropriate. 
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, E. Many critical comments were ad
dressed to the definitions URed in this 
subpart, specifically: 

1. dPregnancy." It was suggested that 
pregnancy should be defined (1) con
ceptually to begin at the time of fertil
ization of the ovum, and (m operation
ally by actual test unless the woman has 
been surgically rendered incapable of 
pregnancy. 

While the Department has no argu
lnent with' the conceptual definition as 
Pl'oposed above, it sees no way of basing 
regulations on the concept. Rather, in 
order to provide an administerable pol
icY, the definition must be baSed on 
existing medical technology which per
mIts confirmation of pregnancy. This 
ap~roach is reflected by § 46.303 (c) . 

2. "Viability of the Fetus". Many rec-
, ommendations were received concerning 

the definition of viability of the fetus 
after pren::~ture delivery or abortion, 
Sl)me respoadents urged' that presence 
of fetal heartb~at be definitive (whether 
or not there is respiration) while others 
urged that identifiable cortical activity 
be speCified as an altemative sign of 
viabll1ty. 'l'he Department has concluded 
that the issue of viability is a function 
of technological advance, and therefore 
must be decided with reference to the 
medical realities of the present time. We 
l'eserve the option of 1'edefIning the pa
rameters as conditions warrant. 

Only upon the basis of a definition 
whiCh is both precise and consistent with 
current medical capability can a regula
tion realistically be interpreted and en
forced. Current technology is such that 
a fetus, given the benefit of available 
medical therapy, cannot survive unless 
the lungs can be infIated so that respira
tion can take place. without this capa
bility, even if the heart is beating, the 
fetus is nonviable. In the future, if tech
nology has advanced to the point of sus
taining a fetus with non-infiatable lungs, 
the definition can and should be modified, 

The Department has therefore chosen 
to specify, in the definition of viability 
of the fetus (§ 46.303(e», that heart 
beat and respiration are, jointly, to be 
the indicator of viability. . 

S. "Abol'tus, II Variou~i comments noted 
that this definition is more restrictive 
than the usual medical definition of the 
abortus as a "nonviable fetus," and sug
gested substitution of the broader 
definition. 

The DCJ.'I!u·tment Pl'oposes to retain the 
original definition for the purposes of 
these l'egulations, There Is general agree
ment that there are distinct ethical prob
lems involved in decisions concerning 
research use of the intact Ietus, or use. 
of ol'gans 01' tissues obtained from a fetus 
that has died in utero 01' from an abortus 
at autoPSY. The definition l'eCU1'S with 
minor editorial changes in § 46.303 (f) , 

F. Several comments were critical of 
the dl'aft r<;lgulation's prOVisions limiting 
activities involving pregnp.nt women to 
those not adversely a1fecting the fetus, 

I except where the primary purpose of the 
activity was to benefit the fetus, It was 
suggested that the l'egulations (i) should 
contain language permitting ~Jj:ceptions 
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for research necestll'W to meet the health 
needs of the mother, and (ii) shOUld 
grant the right to pal'tic1pate in research 
eimC3d at improvement of methods of 
abol'tion, birth control, and genetic 
intervention, 

'I'h~.Department concurs with the first 
su~gestion, (i), and proposes that the 
regulations p-l}rmit' research whose pri .. 
mal'y interest is to benefit the particular 
fetus 01' to respond to the health needs 
of the pregnant woman. It does not fully 
accept the second suggestion, (11), and 
proposes that the regulations permit 
fetal research concerned with diagnosiS 
and preventio1:l. of pel'inatal disease, and 
to o1fset the ()1fects of genetic abnormal
ity or congenital lnjUl'Y. but only when 
such research is done as part of a pro
cedure pl'operly performed to terminate 
a pregnancy, These changes are incor
porated into § 46.306(11,), The Depart
m~nt has tentativelY concluded that 
consideration of risk vs. benefit with re
spect to fetal research does nl)t seem 'to 
be appropriate. 
. G. Draft regulation provisions re" 
quired maternal consent and the consent 
of the father if he were available and 
capable of participating in the consent 
process, This provision was strongly 
criticized on the grounds that it could 
permit the father of the fetus to deny 
needed health care to the woman or to 
the fetus even though he had no marital 
obligations, and that it might result in 
undue delay in the delivery of health 
care, It was also pointed out that thel 
l'egulation did not touch on the question 
of the validity of consent by a pregnanll, 
minor, 

The Department agrees. It is now pro,,· 
posed that paternal consent be sough'b 
only if the activity is not responding tl) 
the health needs of the pregnant woma:ll 
and the father :Is reasonably avallabl\~. 
These changes are refiected by 
§ 46,306 (b) , 

H. The Department has provisionallly 
chosen, in § 46,306(a), to permit research, 
to be undertaken from which there will 
be risk of harm to the fetus if sueh 
research is conducted as part of the abol!'
tion procedure. This decision, upon 
which we invite comment, has been mFu;te 
in the expectation that such reseaNlh 
may produce new technology which will 
enable countless premature infants to 
live who now cannot. 

It is not intended that this prOVision 
be construed to permit fetal research in 
anticipation of abortion prior to the com
mencement of the termination procedure 
itself. 

While it is true that the class of fetuses 
for whom abortion is contemplated will 
be placed at greater research risk than 
all fetuses in general. such r}.sk can arise 
only after implementation of the double 
safeguard of parental consent to the con
templated abortion, and s/~cond parental 
consent to the rPwsearch procedure itself. 

I. Comments l:egardiug activities in
volving the abortus were concerlled with 
the issue of maintaining vital functions 
and signs. It was argued that maintain
ing vital functions at the level of tbe 
organ, tissue. or cell is essential to stUdies 
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and involves no prolongation of the dying 
of the abortus. At the same time, it was 
argued that termination of the heart beat 
shOUld not be prohibited since temporary 
cardiac arrest has proved essential in the 
development of surgical techniques nec~ 
essary to tlorrect congenital heart defects. 

Neither of these objections appear 
valid and no significllnt changes in 
§ 46.307 are proposed, However, in order 
to emphasize !/,l,gain thf, distinction be~ 
tween research with the Whole fetus 01' 
abol'tus, funct;ioning as an organism with 
detectable vil.al signs, a.nd with the dead 
fetus 01' abl.)rtus, the Department has 
added § 46,3,08, concerning activities in" 
volving a dead fetus 01' abortus,. and 
§ 48.309, concerning the abortus as an 
organ 01' l,issue donor. Also § 46.307(d) 
has been expanded to permit the artifi
cial maini.enance of vital fUnctions of an 
abortus Where the purpose is to develop 
new methods for enabling the abortus to 
survive tio the point of viability. 

The Department feels that there is evi
dent distinction between "termination" 
and "a,rrest" of the clinical signs as ap
plied to the fetus or premature infant, 
but that no such distinction is valid 01' 
applicable where the abortus is con
cermJd. 

PRISONERS 
F,orty-seven responses spoke to the pro

vis1.ons regarding additional protection 
fOl,' prisoners involved as subjects. Of 
these, two were from individuals identi
f~1ing themselves as prisoners, seven 
were from state correctional institutions 
or state agenCies, and four were frOln 
11'epresentatives of the pharmaceutical 
!mdustr:J>'. 

A, In comments directed at the overall 
nature of the draft regulations providing 
additional protection for prisoners, ap
proximately equal numbers of respol1d~ 
ents (i) denied that any Significant addi
tions were necessary, and (ii) proposed 
either the exc~usion of prisoners from 
any research 01' experimentation not in
tended for the personal benefit of a 
prisoner, 01' highly restl'ictive regulations 
to accomplish the same purpose. 

The Department, having reviewed these 
comments, has not been persuaded that 
any change should be made in the initial 
proposal, 

B. A number of comments were con
cerned with the relationship between the 
existing organiZational review commit
tees and the proposed Protection Com
mittee. It was pointed out by several that, 
as proposed, the two committees would 
not only have overlapping functions and 
authority but could operate independent
ly of each other with confiicting direc
tives and objectives that woUld not 
Pl'acticably provide additional protec
tion of prisoners used as SUbjects. 

The Department. recognizing the im
portance of preserving the autl10rity of 
the organizational review committee as 
the primary institutional focus for the 
implementation of the Department of 
Health, Education, and Welfal'e regula
tions, proposes to assign to the organiza
tional review committee the additional 
duties specified under § 46,404(a). 
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A committee auxiUary to the organiza .. 
tional review committee, now designated 
the consent committee, w1l1 have the 
character and responsibilities specified in 
§ 46.406. In keeping with this modified 
position it shoul,l be noted that when the 
organizational review committee deter ... 
mines that an activity would involve no 
risk cir negligible risk to any prisoner 
while serving as a subject, the organiza
tion may request the Secretal'Y to con
sider a modification or waiver of the re
quireme.nt for a consent committee. 

C. Comments on the proposed prohibi
tion of research involvement of persons 
awaiting arraignment, trial, or sentenc
ing expressed doubts that these individ
uals should be denied the benefits of in
novative procedures, particularly those 
concerned w1t;h sociological research. 

The Department agrees that the uni
form exclusion of any such person from 
research should not be mandatory and 
proposes to permit his participation in an 
activity as a subject when the risk is 
negligible and the hltent of the activity 
is therapeutic for hhn or relates- to the 
nature of his confinement. This modifi
cation is incorporated into §·46.406. 

D. The draft requirement for DREW 
accreditation of prison facilities as sites 
for the performance of research, de
velopment, and related activities involv
ing prisoner subjects was severely criti
cized, principally because of the jurisdic
tional problems inherent in any attempt 
to impose a Federal regulatory require
ment on an autonomous State facility. 

The Department concludes that this 
draft proposal was ill-advised. However, 
in order to attain the objective on an 
activity basis, certain specific prerequi
sites for the protection of prisoner sub
jects within .cilities have Leen added 
to § 46.404(a) to properly- relate condi
tions in a facility to the issue of undue 
indm:ements to participation by pris
oner-s as subjectll in an activity. 

MENTALLY DISABLED 

Over 40 of the responses spoke directly 
to the section of the draft concerned with 
the "mentally infirm." Many of these ob
jected initially to the use of the word 
"!l1flrm" ~ refiectillg an antiquated 
notion of mental illness. 

The Department agrees, and proposes 
to substitute "disabled" for "infirm," 
though noting that there is no clearly 
preferable collective term for the groups 
described. 

A. Comments on the purpose of this 
section expressed satisfaction with the 
intent toO provide additional protection 
for this group hut dissatisfaction with 
the actual langnage employed. Specifi
cally, they noted that not institutional
ization but rather the limitation of per
sonal rights and freedom hnposed by in
stitutionalization is the determining 
issue. Similarly, it is not only thepoten
tial subject's dijD,culty in comprehending 
risks that is at issue, but his !3.bility to 
comprehend generally. 

The Department concurs. Prow,?ed 
changes in langUage are lncorporatt;", in 
§ 46.52. . 
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B. Ml'\ny of the respondents objected 
to one or more of the definitions peculiar 
to this subpll.rt. The criticisms and the 
Department's proposed changes are as 
follows: 

1. "Mentally infirm." In addition to 
requesting substitution of another term 
for "infirm," respondents raised conflict
ing objections to the definition's cover
age. Some felt that it was overly in
clusive; others felt it was too narrow. 
Some felt that epileptics should be 
specifically included, as well as those who 
are temporarily or permanentlY mentally 
incapacitated as a result of a physical 
condition such as st:;,'oke, brain damage, 
trauma, etc. 

The Department, having carefully re
viewed these comments, proposes no 
basic change in tbe definition. It concurs 
with many reviewers in the opinion that 
the definition is broad enough to include 
any category of subjects proposed for 
specific addition. Minor editorial changes 
have been made in § 46,503(iJ). . 

2. "Institutionalized." Commentators 
noted that (i) the regulations should 
cover all mentally disabled. persons 
regardless of institutionalization, (11) not 
all involuntal'Y commitments are by 
order of a court, (iii) the draft refers to 
"residence" and "confinement" in similar 
contexts, though the terms do not carry 
the same COl'..noliatton, and (Iv) the de
finition doeE!. net specify halfway houses. 
lodges, day/~light hospitals, nursing 
homes, and psychiatriC wards of hos~ 
pitals as places where subjects might be 
institutionalized. 

The Department notes that (1) the. 
non-institutionalized mentally disabled 
are covered by the existing regulations 
published as 39 FR 18914 and need not 
be included under these additional pro·· 
tections. Such individuals are not neces.· 
sarily subject to all lhnitations on their 
freedom and rights as described· ill 
§ 46.502 of this proposed rulemaldng, 
Consideration will be given, however, to 
dealing with the noninstitutionalized 
legally incompetent who are mentally 
disabled in a subsequent notice of pro
posed rulemaking. With regard to (11), 
the implication that court orders are 
the sole basis for involuntary confine
ment is incorl'ect and should be removed. 
Editorial changes have been made in 
§ 46.503 to emphasize that concern there
in is with those "* .. • confined" >I< .. 

in a residential institution >II .. *" (llee 
iii) and, in order to designate the type 
of irlStitutions concerned (see iv), it is 
proposed to separately define "Institu~ 
tionalized mentally disabled individuals" 
in § 46.503 to include examples of such 
institutions. These changes are incor
porated in § 46.503 (c) and § 46.503(d). 

C. While most respondents endorsed 
the intent of the draft limitations on 
acti.vities involving the institutionalized 
mentally disabled, there were several 
specific criticisms of the terms' used. 
Several persons suggested that any limi
tation of research to that related to a 
particular subject's "impairment"be 
worded SQ as to include any illness from 
which the person suffers so that, for ex-

ample, an institutionalized mel'ltally dis
abled person with cancer could not be 
denied the benefits ofl.'esearch in cancel' 
therapY. . 

Further, this limitation could exclUde 
the use of such subjects as controls in 
research whlcH might 1Rne~.t those 
sUffering fl'om a mental di!;ablHty other 
than. the specific one from. which a 
particular subject suffers. Still further, 
mentally disabled people should be in .. 
valved aS'subjects in research on infirmi
ties other than their own because of lack 
of knowledge of the causes of mental and 
emotional disorders. _ 

Many respondents felt that thera was 
inadequate recognition of the need f9r 
research with the mentally disabled on 
basic psychologicp.l processes (e.g., learn
ing, perception, and cognitive functions). 
which are fundamental to the study of 
the treatment, etiology, pathogenesis, 
prevention •.. "and treatment of such dis~ 
abilities. 

The Department agrees that the lan
gUage of the draft limitiUg. research to 
the disease entities affecting indivIdual 
subjects is probably not in the interests 
of the institutionalized mentally disabled 
as a class. The Department does not 
agree that it would be appropr~ate to 
permit this class of subjects to be in" 
volved in research .unrelated to the 
causes. nature, or circumstances of theit' 

. institutionalization. While there are 
possible disr.;dvantager; to the institution
alized mentally disabled inherent in this 
restriction, the possihle l'isks of using 
the mentally disabled in such research 
outweigh its advantages. The proposed 
changes are incorporated in § 46.504 (a) • 
Edl.torial changes are reflected in § 46.504 
(b) and ~ 46.504(0), 

D. C1'1ticisms of the draft's suggestion 
of the establishment or a protection com
mittee in connection with each activity 
conducted in an institution for the men
tally retarded were shnilar to those aimed 
at the protection committee to be (?Stab .. 
lished in connection with research on the 
pregnant woman and on the fetus. The 
Department proposes to change the title 
of the committee to "consent committee" 
and to change the regulations governing 
size, composition, and operating rules 
to conform to those prevIously described 
for § 46.305. Such changes are incorpo
rated in § 46.506. 

E. With respect to § 46.603 (b) , the 
Department reserves the right to amend 
this section if legislation now being de
veloped by the Executive Branch on the 
safe guarding of incl1vidually linked data 
used for statistical and research purposes 
is enacted. 

Written comments concerning the pro
posed regulation are invited from inter
ested persons. Inquiries may be ad
dressed alld data, views, and argU~ents 
relating to the proposed regulations may 
be presented in writing, in triplicate, to 
the Chief, Institutional RelatiOns. 
Branch, Division of Research Grants, 
National Institutes of Health, 9000 Rock
ville Pike, Bethesda, Maryland 20014. All 
comments received will be aVCiLilable for 
inspection Il.t the National Institutes of 
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Health, ROOnl 303, Westwood Building, 
5333 Westbard Avenue, Bethesda, Mary
land, weekdays (Federal holidays ex
cepted) between the hours of 9: 00 a.m. 
and 4:30 p.m. All relevant material re
ceived on or before November 21, 1974 
will be considered. 

Notice is also given that it is pro
posed to make any amendments that are 
adopted effective upon publication in the 
FEDERAL REGISTER. 

Dated: August 15, 1974. 
CASPAR W. WEINBERGER, 

Secretary. 
It is therefore ,proposed to amend Part 

46 of Subtitle A of Title 45 of the Code 
of Federal Regulations by: 

1. ReVising § § 46.19 through 46.22 and 
renumbering them as §§ 4<6.(W3 through 
46.606, reading as set forth in Subpart F 
below. 

2. Designating §§ 46.1 through 46.18 as 
Subpart A, renumbering these §§ 46.101 
through 46.118, and lIlludffying all refer
ences thereto accordingly. 

3. Reserving Subpart B. 
4. ,Mding the following new Subparts 

C thi:ough F. 
Subpart C--Addltlonal Protections Pertaining to 

Biomedical Research, Development, and Re
lated Activities Involving Fetuses, Abortuses, 
Pregnant Women, and In Vitro Fertilization 

500. 
46.301 Appl1cabU1ty. 
46.302 Purpose. 
46.303 Definitions. 
46.304 Ethical Advisory Board. 
46.305 Establishment of a consent com

mittee. 
46.306 Activities Involving fetuses in utero 

or pregnant women. 
46.307' Activities Involving abortuses. 
46.30B Activities involving a dead fetus 01' 

abortus. 
46.309 Activities Involving the abortus as an. 

organ or tissue donor. 
46.310 Activities to be performed outelde 

the United States. 
~ubpart D--Addltlonal Protections Pertaining to 

Activities Involving Prisoners as Subjects 
46.401 Applicab1l1ty. 
46.402 Purpose. 
46.403 De!lnition.s. 
46.404 Additional duties of tho organ!za~ 

tional review committee where 
prisoners are Involved. 

46.405 Establishment of a consent commit
tee. 

46.406 Special restrictions. 
46.407 ActLvlties to be performed outside the 

United States. 
Subpart E-Addltlonal Protections Pe~alnlng to 

Activities Involving the Institutionalized Men
tally Disabled as Subjects 

46.501 Applioablllty. 
46.502 Purpose. 
46.503 Definitions. 
46.504 Activities Involving the Institution

alized mentally disabled. 
46.505 Additional duties of the organiza

tional reView committee where the 
in.stltutiollallzed mentally disabled 
are involved. 

46.506 Establishment of a consent commit. 
tee. 

46.507 Activities to be performed outside 
tlJ,e United States. 

Subpart F-General Provisions 
46.601 Appll.c::.blllty. 

PROPOSED RULE$ 

Sec. 
46.602 Multiple consent committee require

ments. 
46.603 Organizatlon's record; confidential

ity. 
46 604 R!lports. 
46.605 Early termination of awards; evalua

tion of subsequent appUcatlons. 
46.606 Conditions. 
46.607 Activities condUcted by Department 

employees. 
AUTHORITY: 5 U.S.C. 301. 

Subpart C-Additional Protections Pertain
ing to Biomedical Research, Develop
ment, and Related Activities Involving 
Fetuses, Abortuses, Pregnant Women, 
and In Vitro Fertilization 

§ 46.301 Applicability. 
(a) The regulations in this 'subpart 

are applicable to all Department of 
Health, Education, and Welfare grants 
and contracts supporting biomedical re
search, development, and reiated activi
ties involving: (1) the fetus in utero, 
(2) the abortus, as that term is defined 
in § 46.303, (3) pregnant women, and 
(4) in vitro fertilization. In addition, 
these regulations are applicable to all 
such activities involving women who 
could become pregnant, except where 
the applicant or otIeror shows to the 
satisfaction of the Secretary t~at ade
quate steps will be taken in thfl conduct 
of the activity to avoid involvement of 
}Vomen who are pregnant. 

(b) Nothing in this subpart shall be 
construed as indicating that compliance 
with the procedures set forth herein will 
in any way render inapplicable pertinent 
State or local laws bearing upon activi
ties covered by this subpart. 

(c) The requirements of this subpart 
are in addition to those imposed under 
the other subparts of this part. 
§ 46.302 Purpose. 

It is the purpose of this sulJ,part to pro
vide additiona.! safegue~'ds in reviewing 
activities to which this subpart is appli
cable to assure t1:1at they conform to ap
propriate ethical standards and relate to 
important societal needs. 
§ 46.303 Definitions. 

As used in this subpart: 
(a) "Secretary" means the Secretary 

of Health, Education, and Welfare or 
any other officer 01' employee of the De
partment of Health, Education, and 
Welfare to whom authority has been 
delegated. 

(b) "Biomedical research, develop
ment, and r!}lated activities" means re
search, development, or related activi
ties involving biological study (including 
but not limited 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) • 

(c) "Pregnancy" encompasses tlw 
period of time from confirmation of im
plantation until delivery. 

(d) "Fetus" means the product of 
conception from the time of implanta
tion to the time of delivery. 

(e) "Viability of the fetus" means the 
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ability of the fetus, after either spon
taneous or induced delivery, to survive 
(given the benefit of available medical 
therapy) to the point of independently 
maintaining heart beat and respiration. 
If the fetus has this ability, it is viable 
and therefore a premature infant. 

(f) "Abortus" means a fetus when it is 
expelled whole, prior to viability. whether 
spontaneously or as a result of medical 
or surgical intervention. The term does 
not apply to the placenta: fetal material 
which is macerated at the time of expul~ 
sion; or cells, tissue, or organs excised 
fl;om a dead fetus. 

(g) "In vitro fertilization" means any 
fertilization of human oVa which occurs 
outside the body of a female, either 
through admixture of donor sperm and 
ova or by any other means. 
§ 46.304 Ethical Advisory Board. 

(a) All applications or proposals for 
the support of acti'vities covered by 
this subpart shall be reviewed by an 
Ethical Advisory Board, established by 
tho Secretary within the National In
stitutes of Health, which shall advise 
the funding ae-ency concerning the ac
ceptability of such activities from an 
ethical standpoint. 

(b) Members of the Board shall be so 
selected that the Board will be compe
tent to deal with medicu,l, legal, social, 
and ethical issues and shaH include, for 
example, research scientists, physicians, 
lawyers, and clergy and/or ethicists, as 
well as representatives of the general 
publlc. No Board member may be a reg
ular, full-time employee of the Federal 
Government. 
§ 46.305 Establishment of a consent 

cOlJllnittec. 
(a) Except as provided in paragraph' 

(c) of this section, no activity covered 
by this subpart may be supported unless 
the applicant or offeror has provided an 
assurance acceptable to the Secretary 
that it will.establish a consent commit
tee (as provided for in the application 
or offer and ap13roved by the Secretary) 
for each such activity, to oversee the 
actual process by which individual 
consents required by this subpart are 
secured, to monitor the progress of the 
activity and intervene as necessary, and 
to carry out such other duties as the 
Secretary (with the advice of the Ethi
cal Advisory Board) may prescribe. The 
duties of the consent committee may 
include: 

(1) Participation in the actual selec
tion process and securing of consents to 
assure that all elements of a legally 
effective informed consent, as outlined 
in § 46.3, are satisfied. Depending on 
what may be prescribed in the applica
tion or otIer approved by the Secretary, 
tlhs might require approval by the com
mittee of individual participation in the 
activity or it might simply call for veri
fication (e.g., through sampling) that 
procedures prescribed in the approved 
application or otIer are being followed. 

(2) Monitoring the progress of the ac
tivity. Depending on what may be pre
scribed in the application 0\' offer ap
proved by the Secretary, this might 
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include: visits to the activity site, iden
tification of one 01' more committee 
members who would be available for 
consultlttion with those illvolved ill the 
consent pl'ocedure (i,e" participants) at 
the participant's request, continuing 
evaluation to determine if any unan
ticipated risks have arisen and that any 
sUch risks are communicated to the 
participants, periodic contact with the 
participants to ascertain whether they 
:-emain willing to continue in the activ
lty, providing fOl' the withdrawal of any 
participants who wish to do so, and aU
thority to terminate participation of one 
or more participants with or without 
their consent where cOllditions warrant. 

(b) The size and composition of the 
consent committee must be approved by 
the Secl'etary, taking into account such 
fMtorsas: (1) the scope alld nature of 
tne activity; (2) the particular subject 
groups involved; (3) whether the mem
bership has been so selected as to be com
petent to deal with the medical, legal, 
social, and ethical issues involved in the 
activity; (4) whether the committee in
clUdes sUfllcient members who are un
affiliated with the applicant or offeror 
apart from membership on the commit
tee; and (5) whether the committee in
cludes sUfllcient members who are not 
engagp.d in research, development, or 
related activities involving htunan sub
jects, The committee shall establish rules 
of procedure for carrying out its func
tions and shall conduct its business at 
convened meetings, with one of the mem
bers designated as chairperson. 

(c) Where a particulal,' activity, in
volving fetuses in utero or pregnant 
women, presents negligible risk to the 
fetus, an applicant or offerQr may request 

. the SecretarY to modify or waive the re
qu~ement in paragraph (I),) of this sec
tifJn, If the Secretary finds that the risk 
U indeed negligible and other adequate 
controls are provided, he may (with the 
aiivice of the Ethical Advisory Board) 
rtJant the :request in while or in part. 

(d) The requiremellts of this section 
al1.d § 46,304 do not obviate the need for 
review and approval of the application 
01' offel' by the organizational review 
committee, to the extent required unde~' 
Subpart A of this part, 
§ 't6.306 Actiyities im'olving ft'tm>l's in 

lltel'O or pl'egnllnt women. 
{a) No activity to which this subpart 

is applicable, involving fetuses in utero 
or pregnant women, may be undertaken 
unless: (1) the purpose of the activity is 
to benefit the pal'ticular fetus 01' to l'e~ 
spond to the health l1eeds of the mother, 
01' (2) the activity conducted as part of 
(but nbt prior to the commencment of) 
.a procedUre to terminate the pregnancy 
i\nd is fOl' the purpose of evaluating or 
il)nprovil1g methodS of prenatal diagnOSis, 
Tftethods of prevention of Pl'emature 
birth, 01' methods of intervention to off
set the effects of genetic abnormality or 
congenital injw'y. 

(b) Activities covered by this subpal't 
which are permissible under paragraph 
(a) of this section may be conducted 
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only if the mother and father a1:e legally 
competent and have given their consent, 
except that the father's consent need 
not be' secured if: (1) the purpose of the 
activity is to respond to the health needs 
of the mother or (2) his identity or 
Whereabouts catlnot reasonably be 
ascertained, 

(c) Activities covered by this subpart 
which are permissible under paragraph 
(a) (2) of this section may not be under~ 
taken unless individuals engaged in the 
research will have 11.0 part in: (1) any 
decisions as to the timing, method, or 
procedUres used to terminate the preg~ 
nancy, and (2) determining the viability 
of the fetus at the termination of the 
pregnancy, 
§ 46.307 Actiyities involving IlhOl'(USeS, 

No activity to Which this subpart is 
applicable, involving an abortus, may be 
undertaken unless: 

(a) APP1'oPl'iate studies on animals 
have been completed; 

(b) The mother and father are legally 
competent and have given their consent, 
except that the father's consent need not 
be secured if his identity or whereabouts 
cannot reasonably be ascertained; 
, (c) Individuals engaged in the re

search will have no part in: (1) any de
cisions as to the timing, method, or pro
cedures used to terminate the pregnancy, 
and (2) determining the viability of the 
fetus at the termination of the preg
nancy; 

(d) Vital functions of all abortus will 
not be artificially maintained except 
where the PUl'pose of tIle activity is to 
develop new methods for enabling the 
abortus to survive to the point of viabil~ 
ity; and 

(0) Experimental procedures which 
would terminate the heart' beat 01' res .. 
pil'ation of the abortus will not be em
ployed. 
§ 46.308 Aeth·ities involving II dClld (ctus 

or abortus. 
Activities involving a dead fetus 01' 

abortus shall be conducted in accordance 
with any applicable State or local laws 
governing autopsy, 
§ 46.309 Aelh'itics involviug the abortus 

.as 4111 orgun. 01' tissue donor. 

Activities involving the abortus as an 
organ 01' tissue donor shall be conducted 
in accordance with any applicable State 
01' local laws governing transplantation 
01' anatomical gifts. 
§ 46.310' Actiyities \0 be pel'rOl'llll'll out

sidc the United Stlltes. 

Activities to which this subpal't is ap
plicable, to be cbnducted outside the 
United States, are subject to the require
ments of this subpart, except that the 
consent procedures specified herein may 
be modified if it is shl.}wn to the satis
faction of the l3ecretary that such pro
cedures, as modified, are acceptable 
under the laws and regulations of the 
country ill which the activities al'e to be 
performed and that they comply with 
the requirements of Subpart A of this 
part. 

Subpart D-Addltional Protections Pertain
ing to Activities Involving Prisoners as 
Subiects 

§ 46.401 Applicability, 
(a) The regulations in this subpal't 

are applicable to all Department of 
Health, Education, and Welfare grants 
and contracts supporting research, de
velopment, and related activities involv
ing prisoners as subjects. 

(b) The requirements of this subpart 
are in addition to those imposed undel' 
the other subpart'> of this Part. 
§ 46.402 Purpose. 

, It is the PU1'POS6,'l)f this subpart to pro-
vide additional safeguards for the Pl'O
tection of prisoners involved in activities 
to which this subpart is applicable; irJ,ts
n'!.uch as, because of theh' incarceration, 
they may be under constl'aints which 
Muld affect their ability to make a truly 
voluntary and uncoerced decisiQn' "= 
whether or not to participate' in such 
activities. 
§ 4,6.403 De.lil1itions. 

!Is used in this sul:>pal't! 
(a) "Secretary" ll1eans the SCCl'eta1'y 

of Health, Education, and Welfare or 
any other officer or employee of the De~ 
partment of Health, Education. and WeI
fal'e to whom authOrity has been dele
gated. 

(b) "Prisoner" means any individual 
involuntarily confined in a penal inst! ... 
tution. The tern'!. is intended to encom
pass individuals sentenced to such an in
stitution under a criminal 01' civil statute 
and also individuals detaIned in othel' 
facilities by virtue of statutes 01' commit
ment pl'ocedw'es Which provide alterna
tives to criminal prosecution or incar
ceration in a penal institution, 
§ 46.404 Additionll} duties of tIle or/l:ll

nizlltion1l1 rt;yicw eonnniUcc whero 
pdsoners arl} involved. 

(a) In addition to the responsibilities 
prescribed for such committees wlder 
Subpart A of this part, the applicant's or 
offeror's Ol'gallizational review cOnlmit
tee shall, with respect to activities' 
covered by this subpal't, carry out the 
following additional duties: 

(1) Determine that there will be no 
undue inducements to participation by 
prisonel's as subjects in the actiVity, 
taking into account such factors as 
whether the earnings, living conditions, 
medical care, qUality of food, and 
amenities offered to p(U'ticipants in the 
activity would be better than those gen
el'elly available to the prisoners' 

(2) Determine that (i) all aspects of 
the activity would be approp1'iate for per
fOl'mance on )1onprisone1's, 01' (it) the 
activity involves negligible l'isk to the 
subjects and is for the purpose of study
ing the effects of inCB.l'Ceration 011. such 
subjects; \-

(3) Determine that the'application 01' 
proposal ~contains adequate pl'ocedures 
for selectiq~l of subjects,' scoul'ing COll
sents, lilonJ.,~oring continuedsl1iJject par
ticipation. a~ld assuring withdrawal with-
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out prejudice, in accordance with 
§ 46.405 of this subpart; 

(4) Determine ~hat rates of rem un era
tion are consistent with the anticipated 
duration of the activity, but not in excess 
of that paid for other employment gen~ 
era11y available to inmates of the facility 
{fi question, and that withdrawal from 
the project for medical reasons will not 
~esult in los~ of anticipated remunera
feion; and 

{I (5) Carry out such othel' responsibili.
ties as may be assigned by the Secretary. 

(b) Applicants or olIerofs seeking ,sup
port for activities covered by this sub
part must provide for the designation of 
an organizational review committee, sub
ject.to approval by the Secretary, where 
no such committee has been established 
under Subpart A of this part, 

(c) No award may be issued until the 
applicant or olIeror has certified to the 
Secretary that the organizational review 
committee has made the determinations 
reqUired under paragraph (a) of this 
section. 
§ 46.405 ESlablishment of a consent 

committee. 
(a) Except as provided in paragraph 

(c) of this section, no activity covered 
by this subpart mi.y be supported unless 
the applicant or olIeror has provided an 
aSsurance acceptable to the Secretary 
that it will ~stablish a cement commit
tee (o,s provided for in the application 
or olIer and approvec;l, by the organiza.
tional review committee and the Secre
tary) :Lor each such activity, to oversee 
the actual ·process by which individual 
subjects are selected and their consents 
secured, to monitor the progress of the 
activity (including visits to the activity 
site on a regular basis) and the continued 
willingness of the subjects to participate, 
to intervene on behalf of one or more sub
jects if conditions warrant, and to carry 
out such other duties as the Secretary 
may prescribe. The duties of the consent 
committee may include: 

(1) Participation in the actual process 
by which individual subjects are selected 
and their consents secured to assure that 
all elements of a legally elIective in
formed consent, as outlined in section 
46.3 of this part, are satisfied. Depend
ing on what may be prescribed in the 
application or olIer approved by the Sec
retary, this might require approval by 
the committee of each individual's par
tiCipation as a subject in the activity or 
it might simply call for verification (e.g., 
through sampling) that procedures pre
scribed In the approved application or 
offel' are being followed. 

(2) Monitoring the pl'ogress of the ac
tivity and the continued willingness of 
subjects to participate. Depending on 
what may be prescribed in the applica
tion or olIer approved by the Secretary, 
this might include: visits to the activity 
site, identification of one or more com
mittee members who would be available 
for consultation with subjects at the sub
jects' request, continuing evaluation to 
det~rmine if any unanticipated risks have 
arisen a.n.d th.lLt any such risks are com
municat~ to the subjects, periodic con
tact with .the subjects to adcertain 
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whether they remain willing to continue 
in the study, providing for the with
drawal of any subjects who wish tl) do 
so, and authority to terminate participa
tion of one (11' more subject!i with or 
without their consent where conditions 
warrant. 

(b) The size and composition of the 
consent committee must be approved by 
the Secretary, taking into account such 
factors as: (1) the scope and nature of 
the activity; (2) the particular subject 
groups involved; (3) whether the mem
bership has been so selected as to be 
competent to deal with the medical, legal, 
social, and ethical issues involved in the 
activity; (4) whether the committee in
cludes a prisoner or a representative of 
an organization having as a primary 
concern protection of prisoners' inter
ests; (5) whether the committee includes 
sufficient members who are unaffiliated 
with the applicant or olIeror ap&.rt from 
membership on the committee; and (6) 
whether the committee includes sufficient 
members who are not engaged. in re
search, development, or related activities 
involving r..~an subjects. The commit
tee shall estabUsh rules of procedure for 
carrying out its functions and shall con
duct its business at convened meetings, 
with one of its members designated as 
cllairperson. 

(c) Where a particular activity in
volves negligible risk to the subjects, an 
applicant or olIeror may request the 
Secretary to modify or waive the reqUire
ment in paragraph (a) of this section. If' 
the Secretary finds that the risk is indeed 
negligible and other adequate controls 
are iJrovided. he may grant the request 
in whole or in part. 
§ 46.406 Special restrietions. 

Persons detained in a correctional fa
cility pending arraignment, trial, or sen
tencing or in a hospital facility for pre
arraignment, pre-trial, or pre-sentence 
diagnostic observation are excluded from 
participation in activities covered by this 
subpart, unless (a) the organizational re
view committee finds that the particular 
activity involves only negligible risk to 
the subjects and (b) the activity is thera
peutic in intent or relates to the nature 
of their confinement, 
§ 46.407 AClivities to l)e performed out· 

side the United States. 
Activities to which this subpart is ap

plicable, to be conducted outside the 
United States, are subject to the require
ments of this subpart, except that the 
consent procedures specified herein may 
be modified if it is shown to the satisfac
tion of the Secretary Chat such proce~ 
dures, as modified, are acceptable under 
the laws and regulations of the country 1.'1 
which the activities are to be performed 
and that they comply with the reqUire
ments o~ Subpart A of this part. 

Subpart E-Additional Protections Pertain
ing to Activities Involving the Institu
tionalized Mentally Disabled as Subjects 

§ 46.501 Applicability. 
(a) The regulatioflS in this subpart 

are applicable to all Department of 
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Health, Edqcation, and Welfare grants 
and contracts supporting researcl1, de
velopment, and relat,ed activities involv
ing the institutionalized mentally dis
abled as subjects. 

(b) Nothing in this subpart shall be 
construed 8.'3 indicating that compliance 
with the procedures set forth herein will 
necessarily result in a legally elIective 
consent under applicable State or local 
law to a subject's participation in such 
an activit.y; nor in particular does it ob
Viate the need for court approval of such' 
participation where court approval is re
qUired under applicable State or local law 
in order. to obtain a lega.lly elIecti,,'l! 
consent. • 

(c) The requirements of this subpatt 
are in addition to those imposed under 
the other subparts of this part. 
§ 46.502 Purpose. 

It is the purpose of this subpart to 
provide additional safegual'ds for the 
protection of the institutionalized men
tally disabled involved in activities to 
whlich this subpart is applicable, inas
much as: (a) they are confined in an 
institutional setting where their freedom 
and rights are potenti.ally subject to lim
itation; (b) they may be unable to com
prehend Sufficient information to give 
an informed consent, HS that term is de
fined in § 46.103; and (c) they may be 
legally incompetent to consent to their 
participation in such activities. 
§ 46.503 Definitions. 
, As used in this subpart: 

(a) "Secretary" means the Secretary 
of Health, Education, and Welfare or any 
other officer or employee of the Depart
ment'of Health, Education, and Welfare 
to whom authority has been delegated. 

(b) "Mentally disabled" includes those 
Institutionalized individuals who are 
mentally ill, mentally retarded, emotion
ally disturbed, or senile, regardless of 
their legal status or basis of institutional
ization. 

(c) "Institutionalized" means con
fined, whether by voluntary admission or 
involuntary commitment, in a residen
tial institution for the care or treatment 
of the mentally disabled. 

Cd) "Institutionalized mentally dis
abled individuals" includes but is 110t 
limited to patients in public or private 
mental hospitals, psychiatric patients in 
general hospitals, inpatients of commu
nity mental health centers, and mentally 
disabled individuals who reside in half
way houses or llursing homes. 
§ 46.504 Activities involving the iuSlilU. 

tionalized mentally disabled. 
Institutionalized mentally disabled in

dividuals may not be included in an 
activity covered by this subpart unless: 

(a) The proposed activity is related 
to the etiology, pathogenesis, prevention, 
diagnosis, or treatment of mental dis
ability or the management, training, or 
rehabilitation of the mentally disabled 
and seeks information which eannot be 
obtained from subjects who are not insti
tutionalized mentally disabled; 

(b) The individual's legally elIective 
informed consent to participation in the 
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activity or, where the individllal is le
gally incompetent, the informed ~lonsent 
of a representative with legal :aUthority 
so to consent on behalf of the individual 
has been obtained; and 

(c) The individual's assent to such 
participation has also been secured, when 
in the judgment of the consent committee 
he 01' she has sufficient mental capacity 
to understand what is proposed and to 
express an opinion as to his 01' ·her par
ticipation. 

§ 46.505 Additionul dutil's of the orga
nizutional revlc.w commiut'c wh('re 
the institutionalized mcntally dis
abled are involvcd. 

(a) In addition to the responsibilities 
prescribed for such committees under 
Subpart A of this part, the applicant's 01' 
offeror's organizational review commit
tce shall, with respect to activities cov~ 
ered by this subpart, carry out the follow
ing additional duties: 

(1) Determine that all aspects of the 
activ!,ty mellt the requirements of § 46.50 
(a) of this subpart; 

(2) Determine that there will be no 
undue inducements to participation by 
individuals as subjects in the activity, 
takinr; into account such factors as 
whether the earnings, living conditions, 
medical care, quality of food, and ameni
ties offered to participants in the activity 
would be better than those generally 
available to the mentally disabled at the 
institutions; 

(3) Determine that the application or 
proposal . contains adequate procedures 
for selection of subjects, securing con .. 

. sents, protecting confidentiality, and 
monitoring continued subject participl1;" 
tion, in accordance with § 46.506 of th\:s 
subpart; and 

(4) Carry out such other responsibil
ities as may be assigned by the Secretary. 

(b) Applicants or offerors seeking 
support for activities covered by this 
subpart must provide for the designation 
o:;~ an organizational review committee, 
subject to apPl'Qval l:IY the Secretary, 
where no such cOlnviittee has been es
tablished under SuY;flart A of this part. 

(c) No award may be issued until the 
applicant 01' off9ior, has certified to the 
Secreta,ry that fae organizational review 
committee has'made the determinations 
required unqer paragraph (a) of this 
section. 

§ 16.506 Establishment of a conSl'lIt 
committce. 

(a) ~xcept as provided in paragraph 
(c) of.lihis section, no activity covered by 
this s~lbpart may be supported unless the 
app~lcant 01' offeror has provided a sepa
rate assurance acceptable to the Secre
tary that it will establish a consent 
committee (as provided for in the appli
cation or offer and approved by the orga
nizational review committee and the sec
retary) for each such activity, to oversee 
the actual process by which individual 
subjects are selected and consents re· 
quired by this subpart are secured, to 
monitor the progress of the activity (in
cluding "rlsits tG' the activity site on a 
regular basis) and the continued willing-
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ness of the subjects to participate, to in
tervene on behalf of one 01' more subjects 
if conditions warrant, and to carry out 
such other duties as the Secretary may 
prescribe. The duties of the consent com-
mittee may ip,clude: . 

(1) Participation in the actual process 
by which individual subjects al'e selected 
and their consents secured to assure that 
all clements of a legally effective in
formed consent, as outlined in § 46.S, arc 
satisfied. Depending on what may be pre
scribed in the application or offer ap~ 
proved by the Secretary, this might re
quire approval by the committee of each 
individual's pal·ticipation as a subject in 
the activity or it might simply call for 
Verification (e.g., through sampling) that 
procedures prescribed in the approved 
application or offer are being followed. 

(2) Monitoring the progress of the 
activity and the continued willingness 
of subjects to pal·ticipate. Depending on 
what may be prescribed in the applica
tion or offer approved by the Secretary, 
this might include: visits to the activity 
site, identification of one or more coIi1-
mittee members who would be available 
for consultation with subjects at, the 
subjects' request, continuing evaluation 
to determine if any unantic,"pl!.ted l'Lk:r. 
have arisen and that a~,y such rlsks are 
communicated to the subjects, periodic 
contact with the subjects to ascei'tain 
whether they remain willing to continue 
in the study, providing for the with~ 
drawal of any s)lbjects who wish to do so, 
and authority to terminate participa
tion of one or more subjects with or 
without their consent where conditions 
warrant . 

(b) 'rhe size and composition of the 
consent committee must be approved by 
the Secl'etary, taking into account such 
factors as: (1) the scope and nature of 
the activity; (2) the particular subject· 
groups involved; (3) whether the mem
bership has been so selected as to be 
competent to deal with the medical, 
legal, social, and ethical issues involved 
in the activity; (4) whether the com
mittee includes sufficient members who 
are unaffiliated with the applicant or 
offeror apart from membership on the 
committee; and (5) whether the com
mittee includes sufficient members who 
are not engaged in research, develop
ment, or related activities involving 
human subjects. The committee shall 
establish rules of procedure for carrying 
out its functions and shall conduct its 
business at convened meetings, with one 
of its members designated as chair
person. 

(c) Where a particular activity in
volves negligible risk to the subjects, an 
applicant or offeror may request the Sec
retary to modify or· waive the re~uire
ment in paragraph (a) of this section. If 
{he Secretary finds that the risk jg in
deed negligible and other adequate con
trols are provided,·h& may grant the re
quest in whole 01' in part. 

§ 46.507 Activities to be l)erfol:'mcd mit. 
side the United Statcs. 

Activities to which this subpart is ap
plicable, to be conducted outside the 

United States, are subject to the requil'e
ments of this subpart", except that the 
con:sent procedures sPllcified herein may 
be modified if it is shown to the satis
faction of the Secretary that such proce
dures, as m.odified, are 'acceptable 'mder 
the laws and regulations of the country 
in which the activities are to be per
formed and that they comply with the 
reqUirements of· Subpart A of this part. 

Subpart F--General Pro\fisions 
§ 46.601 ,Applicability. 

Sections 46.602 through 46.606 are ap
plicable to all grant or contract sup
ported activities covered by this part. 
§ 46.602 Multiple consent committee re. 

quiremcnts. 
Where an applicat.iOl'l or proposal 

would involve human SUbjects covered 
by more than one consent. com.mittee 
requirement imposed under this part, 
upon approval by the Secretary, these 
multiple requirements may be, satisfied 
through use of a single consent commit
tee appropriately constituted to take ac
count of the nature of the subject group. 
§ 46.603 Orglluization's records; eonfi· 

dentiality. 
(a) Copies of all documents presented 

or reQuired for initial and continuing re
view by the organization's review com
mittee or consent committee, such as 
committee minutes, records or subjects' 
consent, transmittals on actions, in
structions·, and conditions resulting from 
committee deliberations addressed to the 
activity director, are to be retained by 
the organization, subject to the terms· 
and conditions of grant and contract 
awal·ds. 

(b) Except as otherwise provided by 
law, information in the records or pos
session of an organization acquired in 
connection with an activity cov/ilred by 
this part, which information refers to or 

.. can be identified with a particular sub
ject, may 'not be disclosed except: 

(1) With the consent of the subject 
or ilis legally authorized 'representative; 
or 

(2) As may be necessary for the Sec
retal'Y to carry out his l'espont>ibilities 
under this part in the exercise of ovel'
sight for the protection of such subject 
01' class of subjects. 
§ 46.604 " Ueports. 

Each organization with an approved 
assurance shall provide the Secretary 
with such repol.~:;s and other information 
as the Secretary may from time to time 
prescribe. 
§ 46.605 Early termination of IlWUl,!l,,;; 

cvalullfion of subsequent applica. 
lions. ,.. ., 

(a) If, in the judgment of the Secre
tary, an organization has fail~d ma
terially to comply with the terms· of this 
policy with respect to a particular De:/; 
partment of Health, Education, and 
Welfare grant or contract, he ma:y l'eqUl'e 
that said grant or contract be terminated 
or suspended in the manner prescribed 
in applicable grant or procnl'ement 
regulations. 
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(b) In evaluating proposals or appli
cations for support of activities covered 
by this part, the Secretary may take into 
account, in addition to all other eligibil
ity requirements and program criteria, 
such factors as: (1) whether the offeror 
or applicant has been subject to a ter
mination 01' suspension under paragraph 
(a) of this section, (2) whether the of
feror or applicant or the person who 
would direct the scientific and technical 
aspects of an activity has in the judg
ment of the Secretary failed materially 
to discharge his, her, or its responsibility 
for the protection of the rights and wel
fare of subjects and (3) whether, where 

PROPOSED RULES 

past deficiencies have existed in dis
charging such responsibility, adequate 
steps have in the judgment of the Secre
tary been taken to eliminate these 
deficiencies. 

§ 46.606 Conditions. 

The Secretary may with respect to 
any grant 01' contract 01" any class of 
grants or contracts impose additional 
conditions prior to or at the time of any 
award when in his judgment such condi
tions are necessary for the protection of 
human subjects. 

30657 

§ 46.507 Acth'iiics . conducted by D<)
pllrlment cl11ployces. 

The regulations of this part (except 
for this subpart) are applic!1.ble as well 
to all research, de1.relopment, and related 
activities conducted by employees of the 
Department of Health, Education and 
Welfare, except that: (a) subpart C is 
applicable only to biomedical rasearch. 
development, and related activities and 
(b) each agency head may adopt such 
procedural modifications as may be ap
propriate from an administrative stand
polnt. 

[FR Dqc.74-19300 Filed 8-20-74;8:4511111] , 
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