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FOREWORD 

Whenever longstanding practices are brought up for reconsider­
ation in the general community, it seems inevitable that the earli­
est presentations are essentially one-sided. The process by which 
public attention is attracted to such a "closed issue" seems to re­
quire that to happen. Usually, the initial, relatively sensational 
revelations are followed by a more balanced and reasoned discussion 
of the issue, as people of substantial experience are brought to­
gether to focus on the issues being raised. And finally, and for­
tunately, public policy is usually determined on the basis of the 
latter kind of work. 

The matter of biomedical research in the prison environment 
is now in the process of going through a major re-evaluation, 
sparked in substantial degree by increased public awareness of the 
subject. A group of individuals concerned about the sound adminis­
tration of prisons in the interest of inmates, and the value of the 
prison environment in conducting well controlled biomedical research, 
decided, in the early summer of 1973, to join in the sponsorship of 
a wide-ranging conference to review the important issues with respon­
sible representatives from a cross section of involved groups. And 
to seek identification of the generally acceptable approaches to drug 
research in prisons, out of which the pharmaceutical industry can 
develop a set of guiding principles for the use of member firms of 
the Pharmaceutical Manufacturers Association in their sponsorship of 
research in prisons and for the advice of correctional administrators 
and public officials. 

This book is the product of the discussions which resulted from 
the PMA-NCCD collaboration. It is our hope that it will be a useful 
part of the process through which resolution of the questions sur­
rounding drug testing in prisons will be intelligently achieved. 

(!~S~ 

C. Joseph Stetler 
President, Pharmaceutical 

Manufacturers Association 

~ 
President. Nationa1 Council 

on Crime and Delinquency 
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PREFACE 

The Pharmaceutical Manufacturers Association and the National 

Council on Cr.ime and Delinquency jointly sponsored a Conference on 

Drug Research in Prisons, held at Airlie House. Virginia, August 6-a, 

1973. This conference brought together clinical researchers, ex~in­

mates, correctional offi~ials, representatives of pharmaceutical com­

panies. government officials co,ncerne.d with drug studies and experiments 

with human subjects. lawyers, and persons concerned with ethics, rights. 

and civil liberties. Each representative brought his own particular 

expertise and perspective to bear on the issues involved in drug eval­

uation on prison inmates. 

The purposes of the conference were to focus on the many issues 

surrounding drug evaluation in prisons, to increase understanding among 

the groups who had concerns in this area, and, whenever possible. to 

~onsider how future drug evaluation in prisons ought to be pursued. 

This summa)'y report. along with the more detai led account of 'I;he 

proceedings, attempts to accurately reflect the nature and substance of 

the'discussion of the work groups at the conference. It is hoped that 

this presentation will provide readers with new insights and perspectives 

from the breadth of backgrounds and experiences of the attendees. 

It is important to note that the statements in this summary volume 

and in the longer proceedings volume do not represent a consensus on 

the part of the conference and it is likely that one or more ~onferees 

is in partial or full disagreement with the positions presented herein. 

The authors' endeavor has been to reflect a number of broad areas of 

agreement which were shared by a majorit'y of the conferees. 

2 

,I ACKNOWLEDGEMENTS 

The text of this summary volume is the product of a group of hard­

working conference attendees (page 25), who gave liberally of their 

experience, time, thought and feeling to the conference. We are grate­

ful to the officers and staff of the Pharmaceutical Manufacturers 

Association and the National Council on Crime and Delinquency for hav~ 

tng selected such an excellent group of attendees. The conference 

staff, composed of Robert L. Emrich, Chairman, Charmian D. Knowles, 

Coordinator, and Bev Takata, Secretary, feel that the calibre of the 

attendees was such that the experience of working with them was most 

rewarding, 

Deserving the lion's share of gratitude are the two men who re­

cognized the importance of this subject and made the conduct of this 

conference and the preparation of these reports possible. They are: 

Mr. C. Joseph Stetler. President. Pharmaceutical Manufacturers Assoc~ 

iation and Mr. Milton Rector, President. National Council on Crime 

and Delinquency. 

The accuracy and completeness of the record of this conference is 

due to the outstanding work of the four recorders· .. Mr. Robert Fish. 

Mr. Michael Mills, Ms. Carol Palley. and Mr. Barry Smith-~who care­

fully prepared excellent summaries of the deliberations of the four 

work groups, contributing their time on a volunteer basis. We are 

also grateful for t~e care with Which the attendees reviewed the draft 

materials for th~ proceedings volume. helping to en~urc accuracy and 

completeness. 

3 



TABLE OF CONTENTS 

PREFACE 

ACKNOWLEDGEMENTS 

1. SUMMARY 

2. WHAT THIS BOOK IS ABOUT 

3. A CONFERENCE WAS HELD 

4. SOME KEY ISSUES 

5. THE NEED FOR THERAPEUiIt PROGRESS 

6. A NATIONAL MISUNDERSTANDING 

7. HOW DRUGS ARE TESTED 

8. THE NEED FOR INMATES IN DRUG RESEARCH 

9. THE NEED TO PROTECT THE INMATE!S RIGHTS 

10. SOME CONCLUSIONS 

11. WORK. GROUP ON RESEARCH 

12. WORK GROUP ON ETHICS, RIGHTS AND LAWS 

13. WORK GROUP ON CORRECTIONS 

14. WORK GROUP ON PROCEDURES 

15~ FOR MORE INFORMATION 

16. ·LIST OF ATTENDEES 

t, 

. " 

2 

3 

5 

7 

7 

8 

9 

10 

12 

13 

14 

15 

16 

18 

20 

22 

24 

25 

1. SUMMARY 

In August of 1973. a conference on the subject of drug research 

in prisons, sponsored joi.ntly.f>y the Pharmaceutical Manufacturers As­

sociation and the National Council on C~ime and Delinquency, was held 

'in Airlie, Virginia.' The conference focused on the testing of new 

drugs in stil,te and federal prisons. It is hoped that the ideas gener­

ated at the conference will serve to form the developmental" basis of 

gu1delines to ensure a higher ethical standard in the conduct of drug 

studies in prisons. 

It is difficult for the public, as it was for many of the con­

ferees, to distinguish the testing of new drugs from other forms of 

research carried on in prisons. Although the situation is not ideal, 

the drug tests are relatively low-risk and well-regulated. They have, 

however, acquired a poor reputation because of the "horror stories" 

associated with other types of biomedical research. 

Another serious problem is that drug research is already controlled 

in the United States by detailed regulations. and unfortunately, fur­

ther improvement in the protection and controls surrounding drug 

studies would tend to increase this burden. According1y, conference 

parti~ipants recommended t[)at the Food and Drug Administration readjust 

its priorities, eliminatin~ some of its exist;n!! regulatory burden, 

while adding new protection for prison inmate subjects. 

A . the need to minimize any existing coercion key consideratl0n was 

on the inmate to volunteer as a subject. While some coercion exists as 

a fact of life in prisons and can never be entirely eliminated, it is a 
'b1 O~ th~ whole, it is bei~g factor to be minimized in all POSSl e ways. II ~ 
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addressed through the settin!;l of r;1in1mum vlagss for serving as an experi­

mental subject. and through improved consent forms and information 

sharing prior to acceptance as a \'olunteer. However, in the poorer pri­

sons, the circumstances of prison life itself can be coercive. It was 

recommended that prisons be graded in terms of quality. and that no drug 

studies be conducted in prisons where no other activities are available 

to the pri$oners. Studies should be carried out in more progressive 

institutions. 

Besides monitoring subjects dUring experimentaion. it was sug­

gested that follow-up procedures be tnstituted t and. more importantly, 

a system of no-fault insurance, which could be government sponsored if 

private insurance companies failed to start such a program. Any sug­

gestion of early parole as a consequence of participation in experimen­

tation was considered unacceptable. 

Benlilfits for participants in research include: better health care, 

wages, and the opportunity to make decisions and participate in some­

thing of benefit to mankind. It also brings prisoners into contact 

with outside peuple in a constructive way. and the pharmaceutical firms 

frequently make donations of materials and money. From the viewpoint 

of prison reform. the scrutiny of an aware public, ?And access to in­

stitutions by trained professionals is desirable. 

Besides sUggesting further conferences to cover other areas of 

medical research in prisons, thE) conference suggested that a review 

committee should screen all protocols and monitor tests run in prisons 

in the United States, 
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2. WHAT THIS BOOK IS ABOUT 

A variety of research is carried out in prisons, including: psy­

chological studies; psychosurgery; the use of drugs to control violent 

behavior; studies of human physiology; and studies of the effects of 

drugs on human subjects. Recently, muth attention has been given to 

abuses involved in such research by 'h~) public, the media, and offi~ 

clals at state and federal levels of government .• , 

This book deals with one of these types of research. namely. 

studies of the effects of drugs on human subjects. Popular confusion 

regarding all these types of research has made it difficult to deal 

&pecifically with the ethical and other problems of this one area of 

research in prisons. The reader is asked to keep in mind thH we are 

only talking about the testing of drugs in prisons. 

3. A CONFERENCE WAS HELD 

Drug research on human subjects in prisons is a complicated 

subject and requi res several diverse perspectives for it to be fully 

explored and understood. Unfortunately, the kinds of individuals who 

can shed light on this subject do not normally meet to share ideas. 

Therefore, a conference on the subject of drug research in prisons 

was planned to integrate the varying views of inmates, pharmaceutical 

companie .. , clinical researchers, correctional officials. lawyers, 

regulatory agency officials, and other persons concerned with rights 

and liberties. 
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4. SOME KEY ISSUES 

The following key issues, having broad consequences for contem­

porary American society. were addressed at the conference: 

(1) Do we want a continuation of the high rate 
of therapeutic progress which has charac-
terized the past quarter century? 

(2) ~~e we in danger, through an excess of regula­
~,ons, of bringing an end to significant drug 
research in the United States? 

(3) Is conti nued drug research a contribution or 
an obstruction to prison reform? 

(4) Can drug research contribute to an expansion 
of the rights of prisoners? 

(5) Under what circumstances can an inmate volunteer, 
with a minimum of coercion. as a subject in a 
drug study? 

{6} Can we regulate, researchers to ensure adherence to 
a high standard of ethics? 

The attendees dealt with these and other issues during the plenary 

session of the first day and during the meetings of four work groups 

during the last two days of the conference. These work groups repre­

sented four perspectives: (1) clinical research. (2) ethics. rights, 

and civil liberties, (3) corrections. and (4) procedures for ensur­

ing high ethical and scientific standards. The conclusion~ of these 

work groups are reported in detail in the proceedings volume and inte­

grated in this summary. The conference believed it important to con­

tinue drug testing in pr'isons in the interests of therapeutic prugress 

and because of the contributions made to the inmates and the 'cQrrec-

ti ons sys tem. 
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5. THE NEED FOR THERAPEUTIC PROGRESS 

At the end of World War 11. we did not have Vaccines against polio. 

measles, mumps, and rubella, We had few antioiotics, no effective 

drugs til relieve mental illness, hypertension or cancer. Despite the 

extraordinary record of the past three decades we still have important 

needs for improved drugs, particularly in the prevention or control of 

cancer, and for the many forms of heart disease, which constitute a 

world-wide. epidemic likely to affect almost all who read this volume. 

Some seriously question whether further therapeutic progress is 

necessary in view of the attendant risks. The findings of this inquiry 

are based on the convictions that the continued good health of our 

nation and the continued high standards of excellence of medicine in 

the U.S. today, depend upon maintaining creative drug research in 

the U.S. 

However, it is a characteristic of our times that everything is 

scrutinized and questioned. We are not automatically assured of a con­

tinuation of our past rate of achievement in therapeutic progress. Ex­

cessive government scrutiny, r~\gulatil'n and review can destroy the 

opportunities and incentives upon which significant drug research is 

based, 

If the public ceases to value therapeutic progress, if in the pur­

Suit of other values, we destroy the climate Within which research 

flourishes, significant drug research will cease in the u.s. It is our 

hope that this conference might help to lighten the burden of regulations 

which are apparently crippling drug research in the U.S. 

9 



6. A NATIONAL MISUNDERSTANDING 

Recent articles in the popular press and recent legislative hear­

lflgS have brought to light a series of horror stories cOl1cerning re­

search conducted in pMison~. Ve fn f th • ~ ry ",W 0 ese examples, and, none 

of th~ worst ones. have occ~rred wi th regard to research on new drugs. 

A variety of research is carried on in prisons. other than the 

testing of new drugs--e.g •• studies of human physiology and metabolism; 

studies of new med; cal te"hn,'ques', 10ng- ..... ~··, .. ,. ~ _ .. programs for the induce-

ment and treatment of specific diseases; and the use of various bio­

logical and psy ~ological techniques for the control of anti-social 

behavior. especially violent behavior" In the .lattl!r category. the 

publ~c is especially aware of psychosurgery and behavior modification 

resf>arch. It becomes very difficult for inmates, correctional 'offi­

cip-1s. and the general public to distinguish among these various kinds 

of research. As a result, unsound. inhumane J and sadistic activities 

in anyone of these areas is often ascribed to research conducted in 

prisons generally. 

Given this atmosphere of suspicion and distrust of researchers 

working in prisons. it came as a surprise to a number o~ the attendees 

',nat the testing of new drugs 'in prisons. as elsewhere, is. with few 

exceptions. a humane, low-risk. well-regulated process. 

~~: was clearly recognized that unless this widespread confusion 

about the different types of research conducted in prisons is cleared 

uP. and unless the public discriminates between drug testing' and 

other kil1ds of research conducted in prisons. it is likely that the 

notoriety which has been earned by these other types of research will 

10 

succe~d in putting drug testing in prisons out of business. Such a 

result could have serious consequences for the lives of inmates. the 
J 

quality of prisons, and the quality of health care in the United 

States. 

In order to clear up this misunderstanding, it was proposed that 

a detail~d inquiry be conducted into all psychological and biomedical 

research being planned and conducted in all the correctional institu­

tions of the United States and Puerto Rico. As part of this il1quiry, 

it was recommended that interested and independent organizations con­

vene another conference to help put the entire subject of prison re­

search into perspective. Furthermore, it was proposed that, subse~ 

quent to such a cOl1ference and the publication of its findings, an 

independent representative body be established to monitor, at the 

national level. the nature and quality of all research studies conducted 

in prisons. 

Of special importance to the area of drug testing is the need to 

make information readily available to the general public regarding 

where such studies are beil19 conducted. the general nature of the 

studies. and the nature of the review procesS by which the rights of 

subjects are protected. It was generally agreed that part of the bad 

name which drug testing has aC9uired with public officials. with legis­

lators, and with the public has derived from the inability to obtain 

reliable information. It was felt that an open door policy would 

help put to rest the fears and suspicions which have currently placed 

drug research in pri$ons tn such a precarious position. 
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7. HOW DRUGS ARE TESTED 

In order to understand how drug research functions in th'e prison 

environment and the role which prison inmates play in drug testing, it 

is important to understand the t h curren program w ereby new drugs are 

tested and made avai lable for use. Th' h 1S approac also applies to the 

testing of existing drugs for new therapeutic applications. Ther~ are 

four phases of drug testing in humans, as follows: 

After extensive animal research, a drug is permitted to go into 

Phase One testing which is normally con~ucted on healthy individuals 

and is for the purpose of determining dose ranges, how the drug is ab. 

sorbed. how it is metabolized, and how it is tolera,ted. Relatively few 

participants are involved. and the dUration of the study is generally 

under six weeks. Very dOSe supervision of the subjects is needed. 

Phas.e Two is concerned with the effecti veness of the drug in ful­

fi11ing a specific therapeutic objective. Phase Two studies are con­

ducted on individuals, usually in hospitals, who can expect to obtain 

therapeutic benefit from the drug. 

If the drug is shown to have useful therapeutic value in Phase Two, 

it enters Phase Three, the IIclinical trials" phase. The, drug is admin­

istered to a sample of 1,000-5,000 patients to ensure that it is cap­

able of being used by the average practicing doctor. 

After successful completion of Phase Threa, a new drug application 

is sUbmitted to FDA for consideration. Following FDA approval, the 

dr,ug is monitored in medical practice in order to detect side effects 

(or benefits) \'lot observed in the pre-marketing studies. Such monitor~ 

tng is required by law and periodic reports must be submitted to FDA. 

12 
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8. THE NEED FOR INMATES IN DRUG RESEARCH 

As a result of increasin~ scientific caution, Phase One drug 

studies in recent years have required lar~er populations of subjects 

and lengthier peri ods of testing. Sped fi c Phase One tests may re~ 

quire control over the environment and the behavior of the subject, 

such as dietary and work habits, 

There are few circumstances outside of prison life in which the 

conditions of Phase One drug testing can be readi 1y ful fi 11ed. To 

have d!'ug research continue on t.he current scale and to maintain the 

present highly cautious approach to Phase One required by the FDA, the 

v·ast majority of Phase One testing must be performed in prisons or a 

new~ as yet undefined. source of Phase One subjects must be identified. 

Two possible alternatives to the heavy use of prison inmates were 

discussed. The Simplest alternative, and one which drug compantes are 

utilizing with increasing frequency, is to test new drugs in Europe. 

where new drugs are regularly taken from animals to sick patients with­

out the tests on normal people which are required here, This alterna­

tive has two serious drawbacks. for the United States: (1)' Delays, 

. sometimes running to years, are encountered in bringing the new drugs 

to the American market. (2) The practice carries the threat that 

clinical research capabilities and the talent as~nciated with it may be 

lost through a "brain drain" abroad. 

A more radical alternative suggested was the establishment of a 

selective service system whereby normal healthy Americans are can· 

scripted and required to participate in Phase One tests. 
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9. THE NEED TO PROTECT THE INMATE'S RIGHTS 

It was genera1ly agreed that while participating in drug research. 

prison inmates ought not to lose any more rights than are forfeited hy 

the primary facts of being convi cted of a crime and sentenced to a 

penal institution. further. it was Y'ecognized that inmates are in a 

particularly powerless position to protect their own rights. Therefore, 

all those indi~iduals in institutions who are responsible for the con­

duct of drug research in prisons--the clinical investigator. the re­

search review committee, the pharmaceutical company. the state correc~ 

tional authority. and the Food and Drug Administration--share a respon­

sibility to ensure that the rights of inmates are protected with regard 

to this activity, 

It was generally agreed that inmates and ex-inmates should' be per­

m~tted to. review the design of Phase One drug studies to be conducted 

in prisons. Phase One studies can offer important opportunities for 

inmates to exercise thefr rights and to assume some control over their 

lives. The presence of inmates and ex-inmateS on the research review 

committees would ensure that the inmate's viewpoint is taken into 

account in the design of the experiment, the selection of volunteers. 

the securing of informed consent. and the monitoring of th~ experiment 

throughout its execution. 

. . 
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10. SOME CONCLUSIONS 

Much of the work of the ~onference was accomplished in the four 

work groups deSignated to cover specific areas of concern. Some areas . 
of consensus, as well as points of contention and controversy. mark 

the conclusions of these work groups representing such diverse inter­

ests, 

The conference as a whole did not seek to formulate any conclu­

sions; therefore the conclusions of the work groups--summarized in the 

next four sections--are collectively the voice of the conference. 

Th~ four work groups, in order of presentation. addressed the 

·problems of Phase One drug testing in prisons from the perspectives Of: 

Research 

Ethics, Rights and laws 

Corrections 

Procedures 

15 
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II. WORK GROUP ON RESEARCH 

The group conc1uded that all medical research, whether' involving 

drugs or other modalities, must consider underlying obligations to the 

individuals at risk. These obligations are eVen more compelling when 

the persons involved are disadvantaged or captive, with limited ability 

to assure their basic welfare and civil liberties. The proper pursuit 

of therapeutic progress in ~ manner which fulfills these obligations 

depends upon good research design, effective monitoring, and the pro­

tection of the subject, his health and his civil liberties. 

Granting that expanded new drug research is a desirable goal, 

inmate populations can perform an important service,~hile continuing 

to serve as the principa1 source of Phase One subjects. Exclusion of 

prisoner participation would require major changes in the proceaures 

for satisf.ying Phase One regulatory requirements. It is proposed that 

such research be permitted when it is conducted in strict adherence 

to a broad set of guidelines. rhese guidelines must include provisions 

to: assure, control and moni tor the general health and safety of par­

tici"pants; identify and minimize all forms of coercion; and pay close 

attention to basic humanitarian 'principles. 

It was pointed out that the responsibility for protecting the 

subject lies with many people. The investigator must ensure the safety 

of the subject both ~n his research design and in the execution of the 

project. The research review committee must r~view all procedures and 

conqitions for the research, advise the investigator regarding his re­

search design. keep the correctional system informed and notify them 

of any conditions adverse to the welfare of the prisoners involved. 

16 

and assure that FDA and other regulations are met. The state authol'Hy, 

having custodial responsibility of inmates, must demonstrate more sen­

sitivity to ethical concerns and must be aware of the manner in which 

the subject is dealt with during testing. The sponsor should provide 

all information available to it, to the investigator, research review 

committee and prison involved. 

The group recommends that the composition of the research review 

committee be changed in FDA regulations to: two physicians. one 

lawyer, one minister or social worker, two inmates of that prison, 

and one ex-offender not on parole. Members should be appointed by the 

governor or appropriate state authority. The manner of selectiin 

should ensure optimal objectivity and be subject to periodic review 

by the FDA. 

For research to take place ;n a prison setting it was felt that 

certain conditions must be met, among the~: adequate medical facili­

ties to handle the risks of the research (e.g •• 24-hour physician cover­

~ge. and access to a fully equipped hospital); good recordkeeping 

systems; definite limits to risks to which subjects may he exposed 

(e.g •• no narcotic or hallucinogenic drugs in prisons, and no drugs 

showing severe toxicity in animal studies); adequatp. pre-test screenin~ 

of subjects; appropriate post-test follow-up; continual tests for 

patient safety; and care of inmate subjects based on frequent obser­

vation by medical staff. 

It was recommended that a no-fault i~surance system for clinical 

investigation be established ,as is practiced in the State of Washington. 
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12, WORK GROUP ON ETHICS, RIGHTS AND LAWS 

Given the <:ontroverslal <;hal"ac.ter of any ethical question. it is 

not surprising that the Ethics, Rights and Laws Work Group encountered 

many points of contention as well as so~e general areas of agreement. 

foremost, it was felt that the inmate is given an important oppor­

tunity to exercise responsibility for his actions when he is allowed 

to make a ,ersonal decision about participation in research--an oppor­

tunity otherwise sadly lacking in the prison environment. Taking this 

as desirable, how can the inma~e $ubject's rights best be pratected 

" and the ethical cond~ct of the experimentation be ensured? 

Though it coUld not be resolved whether it is possible for an in­

mate to make a truly free choice in prison. it was felt that when such 

c.onsent is sought that it is the duty of the investigator. department 

of correctionsi research review comMittee. and the sponsor to fully in­

form the volunteer of the nature of the experiment, its risks and its 

benefits. It was suggested that bhnket consents were not adequate 

and that consent forms must be indhidl!alized for each protocol. It 

was urged that inmate volunteers should b~ permitted to retain a copy 

of the form. Thete was unanimous opposi tion to blanRet wai vers. 

The level of compensation for participation in Phase' One testing 

was seen as an area for possible abuse. Wages are set by prison admin­

istration and are usually kept at the level of prison industry, which 

is much lower than hfree-world" levels. It was agreed that wages for 

pa.rticipation in research, should not be in excess of the ma.ximum wage 

available for other prison work. and alternate forms of remunerative 

work must exist, in order to minimize coercive financial aspects in 
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testing. However, 1t was also suggested that the sponsoring company 

could donate to a fund, free from control by ~he prison administration, 

which would b~ used for the benefit of inmates. Such an amount might 

represent the difference b.:t~een the amount paid to an inmate subject 

and the amount normally paid to a free volunteer. 

There was a majority opinion that drvg manufacturers sh~uld take 

a mote active interest in tho prison system. The degree to which drug 

manufactur~rs should accept responsibility for improving the prison 

situation could not be resolved. It was recognized that drug company 

testing in prisons very often improves the quality of medical care in 

prisons simply by virtue of its presence and the provision of equipment 

and personnel. Research also prov; des an opportun; ty for the inmate, 

to have contact with persons from the "free world" and with activities' 

outside of prison. Public disclosure of the contribution inmates were 

making to research was encouraged. 

It was felt that inmates or ex-inmates should review ethical and 

moral aspects of protocols as members of the research review committee. 

The review committee should be actively responsible for the supervisl~' 

of projects they approve, inmate subjects should have access to the 

committee, and consent procedures and forms should be reviewed for 

appropriate information and language. 

A unanimous recommendation of the work group was for the institu M 

tion of a no-fault insurance system similar to Workmen's Compensation 

to compensate the inmate subject for any injury incurred in the re-

search. 
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B. WORK GROUP ON CORRECTIONS 

In light of the many rumors and misunderstandings being circulated 

about research in prisons, the Corrections Work Group urged the release 

of information by drug manufacturers and the FDA demonstrating that 

Phase One drug tests are appropriately conducted in prisons, and recog­

nizi~g the important contribution inmates are making in this field. 

The work group resolved that: (1) the rights a~d well-being of 

inmate subjects are paramourlt; (2) though biomedical research is essen­

tial for ~he we1l-beihg of the community, it should not compromise the 
1 

well-being of others; (3) another conference should be held to cover 

an types nf biomedical re~learcl1; and (4) a nationaJ independent watch­

dog committee should be established to collect information on all bio­

medical resoarch on inmates, and take appropriate action to elfminate 

injurious. or improper biomedical practices. 

It was suggested tha it two review commi ttees were necessary for 

"dequate review of protocols: scientific and ethical. The scientific 

review committee would check the research design and the drugs being 

use~ dnd assess the risk/benefit ratio. This committee would be res­

ponsib1~to or be a subcommittee of the research review committee 

(ethical) • 

The research review committee would actively suplJrvise each step 

of the project and assess risk to the inmate subject and the adequacy 

of the prison facilities for the risk involved. To ensure objectivity 

and avoid conflict of interest, non-medical and nOll-local pe,rsons 

should be included in its composition, i.e., lawyers, sociologists, 

correctional officials, clergy, inmates, and ex-inmates (generally 
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ex-inmates are less irihibited in expressing th~ir viewpoint). 

With regard to informed consent, the group recognized that too 

much information can be detrimental to the conduct of the research, 

encouraging the subject to display imaginary side effects. However, 

it was agreed that all inmates have the right to information concerning 

the natllre of the test, its risks, and the right to withdraw from the 

e~periment without penalty. The group additionally felt the consent 

form should include the name of the sponsor, the use to wh1ch results 

will be applied, and the names of the review committee members (allow­

ing the subjects to raise questions), and that the subject should be 

given a copy of the signed form. 

Though the degree to which an inmate can freely volunteer under 

the conditions of prison life is debated, that concern was not felt tu 

be sufficient justification to discontinue drug research in prisons. 

Efforts to minimize possible coercion might inc~ude: increased effort 

to inform inmates that earlier parole will not result from participa­

tion in research; keeping wages for participation in research closer 

to minimum prison wages rather than maximum; and where there are no 

work alternatives, no research should be done (a minority felt research 

should continue in all correctional inHitutions). 

Benefits to inmates and to the correctional institution seem to 

outweigh any negative aspects of drug research in prisons. Inmates 

benefit from better medical care, contact with people outside the cor­

rectional system, an opportunity to learn about research, feelings of 

self-worth resulting from participation in research, and contributions 

to the inmates' welfare fund, as well as improvements to facilities. 
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14, WORK GROUP ON PROCEDURES 

The major concern of the Procedures Work Group was the ethi cal 

fitness of the investigator. FDA regulations ensure the scientific 

qualifications of the researcher but not his ethical fitness. Such 

an ethical determination can be done in the research review committee. 

Because the research review committee has such an essential func­

tion. it is most important that its composition serve to avoid 'any 

hint of collusion between the committee and the investigator or spon­

sor. AlthQugh the procedures used to appoint members may determine 

the legitimacy of the committee, the question regarding how and who 

should appoint the committee was left unresolved. and subject to local 

implementation. It,was recommended that a single committee bear prime 

responsibility for research review (lest the "buck is pas,ed")~ but 

that other resources always be accessible for consultation. 

Besides the traditional scientists, physicians, lawyers and 

clergy appointed to the research review committee, it was felt that 

nurses and inmates or ex-inmates who represent a more subject-oriented 

perspective should be considered as members. Though an inmate may not 

truly represent the prison population, just as a physician cannot be 

expected to represent his profession as a whole, the consensus was 

that the inmate can nevertheless serVe to sensitize the committee to 

the conditions of prison life. 

ihe work group saw the following to be the functions of the re­

search review committee: to assess ethical fitness of rese~rchers 

(requir1ng a personal appearance of the principal investigator before 

the committee); to ensure the study design is appropriate for sound 
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scientific evaluation; to examine known and foreseeable hazards of 

experiments, weighing benefits against risks. to provide for continued 

monitoring of research projects, reviewing major m9difications; and 

to enSUre that prison conditions are appropriate for study and vice 

versa. 

The work of the research review committee. in turn, needs to be 

supervised via annual summary reports and on-the-spot inspections. 

In addition. comprehensive public information concerning drug research 

in prisons should be disseminated to create a more open atmosphere. 

It was suggested that both the ultimate supervision and the public 

information service be provided by FDA or HEW or an organization inde­

pendent of the correctional system or the sponsors. 

The question whether an inmate can truly volunteer was not ans­

wered; the group took a more practical approach by defining a volunteer 

as one Who consents by signing the consent form, It was pointed out 

that the original purpose of the consent form was to protect the in­

vest; gator. More recently the consent form has been used tu create 

a trust between the researcher and subject through an explanation of 

the project, as well as to protect the subject. All three purposes 

are seen as important and so it was recommended that the consent form 

include information re the nature of the study (why it is being con­

du~ted and by whom); what the risks are from procedures and drugs used~ 

and the right to withdraw at any point in the experiment. Additionally, 

it was felt that the research review members should be listed as pos­

sible contact points for the ,volunteer, keeping in mind any security 

restraints (i.e., prison censorship) that must be observed. 
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15. FOR MORE INFORMATION 

If the reader wishes to explore the issues raised in this booklet 

more fully, an indepth report of the conference can be found in: 

ppoaeedings of the Confe~enae on D~ug 
Researah in P~ison8 

Available through: 

National Council on Crime and Delinquency· 
Research Center 
609 Second Street. Suite ti 
Davis. California 95616 
(916) 756~0808 

For additional information the reader is encouraged to write to: 

The Pharmaceutical Manufacturers Association 
1155 Fifteenth Street, N.W. 
Washington, D. C~ 20005 
(202) 296-2440 

The National Council on Crime and Delinquency 
Continental Plaza 
411 Hackensack Avenue 
Hackensack. New Jersey 07601 
(201) 4BB-0400 • 

The U.S, Food and Drug Administration 
5600 Fishers Lane 
Rockv; l1e, Mal"yland 20852 
(202) 655-4000 

Information can also be obtained by writing to individu.al pharma­

ceutical houses. and by contacting state and federal correction9l in­

stitutions and associations such as: 

The American Correctional Association 
432l-Hartwick Road, Suite L-208 
College Park. Maryland 20740 
(301) 864-]070 
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16. 

1. 

2. 

3. 

4. 

5. 

LIST OF ATTENDEES 

ARNOLD, JOHN, M.D. 
Harry S. Truman Research 

Labot'atory 
2322 Holmes Street 
Kansas City, Missouri 64110 
(816) 421-8048 

AYD. FRANK. I~.D. 
912 Westlake Avenue 
Baltimore, Maryland 21210 
(301) 435-6562 

BACKUS, ROBERT C., Ph.D. 
Institutional Relations Branch 
National Institutes of Health 
5333 Westbard Avenue 
Room 303 
Westwood Building 
Bethesda, ~Iaryland 20014 
(301) 496 .. 7005 

BURRELL. CRAIG p., M.D, 
Vice President, External 

Affai rs 
Sandoz~Wander, Inc. 
Route 10 
£a~t Hanover, New Jersey 07936 
(201) 3B6~8230 

CANNON, JOSEPH 
Deputy Commiss~oner . 
Division of Youth Correctlons 
Minnesota Department of 

Correcti ons 
310 State Office Building 
St. Paul, Minnesota 55101 
(612) 296-3553 

6. CLARK, MERVIN, M.D. 
• Central State Griffin 

Memorial Hospital 
P.O. Box 151 
Norman, Oklahoma 73069 
(405) 321-4880 
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7. CONNETT, ARCHIE V. 
Western Behavioral 

Sciences Institute 
1150 Silverado Street 
La Jolla, California 92037 
(714) 459~3811 

8. COOPER~ CLAIRE 
Editor, ACLU Publications 
American Civil Liberties 

Union 
22 East 40th Street 
Hew York. ~ew York 10016 
(212) 725-122Z 

9. COUGHLIN, JOSEPH 
Assistant Director 
Illino;s Department of 

Correcti ons 
201 Armory Buildin9 . 
Springfield. Illinois 62706 
(312) 793-2964 

10. CZERWrNSKI, ANTHONY W., M.D. 
Division of Clinical 

Pharmatology 
V.A. Hospi tal 
921 H.E. 13th Street 
Oklahoma City, Okla. 73104 
(405) CE5.,9421, ext. 352 

11. DI!4PFL. LUDWI G 
141 Crown Road 
Kentfield, California 94904 
(415) 461-5857 

12. DUNN, PAUL 
Director, Law Enforcement 

Goun ci 1 
National Council on Crime 

and Delinquency 
Continental Plaza 
411 Hackensack Avenue 
Hackensack, New Jersey 07601 
(201) 488-0400 
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13. FINKEL, MARION, M.D. 
Bu reau of Drugs 
Food and Drug Administration 
5600 Fishers Lane 
Rockville. Maryland 20852 
(202) 443-2894 

14. FISH, ROBERT 
838 Park Avenue, Apt. JA 
Baltimore, Maryland 21201 
(301) 383-9137 

15. HA'ND, RICHARD 
American Bar Association 
1705 DeSales Street, N.W. 
Washington, D. C. 20036 
(202) 293-1712 

16. HENDERSON. VICTOR 
American Public Health 

Association 
1015-18th Street, N.W. 
Washington, O. C. 20036 
(202) 467-5040 

17. HERRON, REX 
Director. NewGate Project 
c/o NCeD 
Continental Plaza 
411 ~ackensack Avenue 
Hackensack, New Jersey 07601 
(20l) 488-0400 

18. JACKSON, KEN 
The Fortune Society 
29 East 22nd Street 
New York. New York 10010 
(212) 677-4600 

19. KELSEY. FRANCES, ~h.O .• M.D. 
Director 
Division of Scientific 

Investigation 
Bureau of Drugs 
Food and Orug Administration 
5600 Fishers lane 
Rockville. Maryland 20852 
(202) 443-1727 

20. 

21. 

22. 

23. 

24. 

25. 
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KIRKPATRICK, DON E., Ph.D. 
Assistant Director for' 

Treatment 
Depa rtment of Co rre ctl ons 
Box 99 
Huntsville, Texas 77340 
(713) 295-6371, ext. 245 
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:~::HON. F. GILBERT, M.D. ~j' 
Therapeutics Section 
Department of Medicine ~ 
Tulane University, School ,j 

of Medi cine I 

1430 Tulane Avenu.el 
New Orleans. LouiSiana 70112 ' 
(504) 588-5319 ~ 
MILLS, MICHAEL 
Research Associate 
Center for Studies in 

Criminal Justice 
The Law School 
University of Chicago 
1111 East 60th Street 
Chicago, Illinois 60637 
(312) 753-2435 . 

MORRIS, R. CRAWFORD 
Senior Partner 
Arter & Hadden 
1144 Union Commerce Building 
Cleveland, Ohio 44115 
(216) 696-1144 

NlXON. CONNOR 
01 rector' 
Prisoners' Union 
1317-18th Avenue 
San Francisco, Calif. 
(415) 282-0918 
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PALLEY, CAROL STRUXNESS ' .. 11 275 Fairmount. Apt. 1 
Oakland, Calif. 94611 
(415) 836-0427 
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27. 

28. 

29. 

30. 

31. 

PELTIER. HUBERT C., M.D. 
Vice President, Medical 

Affa; rs 
Merck, Sharp & Oohme 
Research Laboratory 
West Point, Pennsylvania 19486 
(215) 699-5311 

PROUT, R. E., ~.D. 
Chief Medical Officer 
California Medical Facility 
Vacaville, California 95688 
(707) 448-6841 

RECTOR, MILTON 
President 
National Council on Crime 

and Deli nquency 
Continental Plaza 
411 Hackensack Avenue 
Hackensack, New Jersey 07601 
(201) 488-0400 

SKOLER, DANIEL L. 
Staff Oi rector 
American Bar Association 
1705 DeSales Street, N.W. 
Washington, O. C. 20036 
(202) 223-1528 

S~nTH. BARRY 
5447-16th Avenue, Apt. T-3 
H'yattsville. Marylal1d 20782 
(301) 559-6105 

TROUT, MONROE E., M,O. 
Vi ce Presl dent and 

Medical Director 
Winthrop Laboratories 
90 Park Avenue 
New York, New York 10016 
(212) 972-2612 

32. TROWBRIDGE, JOHN PARKS 
3548 Meadowbrook Lane 
Cleveland Heights, Ohio 

44118 
(216) 321-8004 

33. URBINO, RALPH 
Solano Institute for 

Medical and Psychiatric 
Research 

P. O. Box 386 
Vacaville. Calif. 95688 
(707) 448-0606 

34. VARLEY, ALAN~ M.D. 
The Upjohn tompany 
7000 Po~tage Street 
Kalamazoo, Michigan 49001 
(6l6) 382-4000 

35. WARD, FRED 
Executive Vice President 
National Council on Crime 

and Delinquency 
Continental Plaza 
411 Hackensa~k Avenue 
Hackensack. New Jersey 0760' 
(201) 488-0400 

36. WELLER, HARRY, M.D, 
Assi stant: Meai cal Di rt\ctor 
Bureau of Prisons 
U.S. Department of Justice 
101 Indiana Avenue, N.W. 
Washington, D. C. 20534 
(202) 739-2261 

37. WOODSON, ROBERT L. 
Associate Director 
National Urban league 
55 East 52nd Street 
New York, New York 10022 
(212) 826-6340 

* * * * * * * ~ * * 
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PHARMACEUTICAL MANUFACTURERS ASSOCIATION 
1155 Fifteenth Street, N.W. 

Washington, O. C. 20005 
(202) 296-2440 

C. Joseph Stetler 
Pres; dent 

John Adams 
Vi ce Pres; dent 

Scientific and Professional Relations 

James B. Russo 
Assistant Vice President 
Public Relations Division 
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