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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
lTatter 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.

CJ% ESII:ﬁQ.o.,_
: C. Joseph Stetler

| President, Pharmaceutical
Manufacturers Association

“
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President, National Council
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A SUMMARY OF THE PROCEEDINGS
OF THE
CONFERENCE ON DRUG RESEARCH IN PRISONS

The following twenty-eight pages are a summary

of the Proceedings of the August, 1973 Conference
on Drug Research in Prisons which is available
through the Pharmaceutical Manufacturers Assoc-
jation, 1155 Fifteenth Street, N.W., Washington,
D. C, 20005, or the National Council on Crime

and Delinquency Research Center, 609 Second
Street, Suite D, Davis, California 95616. Fol-
lowing this summary, the Proceedings appear on
the white pages. «




PREFACE

The Pharmaceutical Manufacturers Association and ihe National
Council on Crime and Delinquency jointly sponsored a Conference on
Drug Research in Prisons, held at Airlie House, Virginia, August 6-8,
1973. This conference brought together clinical researchers, ex-in-
mates, correctional officials, rgpresentatives of pharmaceutical com-
panies, government officials concerned with drug studies and experiments
with human subjects, lawyers, and persons concerned with ethics, rights,
and civil Tiberties. Each representative brought his own particular
expertise and perspective to bear on the issues invo]veq 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 1ﬁcrease understanding among
the groups who had concerns in this area, and, wheneve? possible, to
cansider how future drug evaluation in prisons ought to be pursued.
| This summary report, along with the more detailed account of the
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 Tonger proceedings volume do not represent a consensus on
the part of the conference and it is likely that one or more conferees
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 majority of the conferees.
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addressed through the setting of minimum wages for serving as an experi-
mental subject, and through improved consent forms .and information
sharing prior to acceptance as a volunteer. However, in the poorer pri-
sons, the circumstances of prison 1ife 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 prisoners. Studies should be carried out in more progressive
institutions.

Besides monitoring subjects during experimentaion, it was sug-
gested that follow-up procedures be instituted, 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.

Benefits for participants in research include: better health care,
wages, and the opportunity to make decisions and partihipate in some-
thing of benefit to mankind. It also brings prisoners into contact
with outside people 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 ali protocols and monitor tests run in prisons

in the United States.

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. Recent]y, much attention has been given to
abuses involved in such research by the public, the media, and offi-
cials at state and federal Tlevels 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
specifically with the ethical and other problems of this one area of
research in prisons. The reader is asked to keep in mind that we are

A]

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 requires several diverse perspectives for it to be fully
explored and undérstood. Unfortunately, the kinds of individuals who
can shed Tight 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
companies, clinical researchers, correctional officials, lawyers,
regulatory agency officials, and other persons concerned with rights

and liberties.




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) Are we in danger, through an excess of regula-
tions, of bringing an end to significant drug
research in the United States?

(3) 1Is continued drug research a contribution or
an obstructien 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 aﬁtendees 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 perzpectives: (1) c]inicaliresearch, (2) ethics, rights,
ahd civil Tiberties, (3) cbrrections, and ‘(4) procedures for ensur-
ing high ethical and scientific standards. The conc]usions of fhese
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 prisons in the interests of therapeutic pkogress
and because of the contributions made to the inmates and the correc-

tions system.

5. THE NEED FOR THERAPEUTIC PROGRESS

At the end of World War II, we did not have vaccines against polio,
measles, mumps, and rubella. We had few antibiotfcs, no effective
drugs to 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 Tikely 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 1in

1

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 sqrutiny, regulation and review can destroy the
opportunities and incentives upon which significant drug research is
baséd. | |

I[f the public ceases to value therapeutic progress, if in the pur-
suit of other values, wé destroy the climate within which research
flourishes, significant drug research will cease in the U.S. It is our
hopé that this conference might help to 1fghten the burden of reéulations

which are apparently crippling drug research in the U.S.
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6. A NATIONAL MISUNDERSTANDING

Recent articles in the popular press and recent legislative hear-
ings have brought to light a series of horror stories concerning re-
search conducted in prisons. Very few of these examples, and, none
of the worst ones, have occurred with 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 medical techniques; long-term programs for the induce-
ment and treatment of specific diseases; and the use of various bio-
logical and psychological techniques for the control of anti-social
behavior, especially violent behavior. In the latter category, the
public is especially aware of psychosurgery and behavior modification
- research. It becomes very difficult for inmates, correctional offi-
cials, and the general public to distinguish among these Various kinds
of research. As a result, unsound, inhumane, and sadistic activities
in any one of these dreas is often ascribed to research conducted in
prisons genera11y.

Given this atmosphere of suspicion and distrust of researchers
working in prisons, it came as a surprise to a number of the attendees
that the testing of new drugs in prisons, as elsewhere, is, with few
exceptions, a humane, low-risk, well-regulated process.

It was clearly recognized that unless this widespread confusion
about the different types of research conducted in prisons is clearad
up, and unless the public discriminates between drug testing and
other kinds of research conducted in prisons, it is 1ikely that the

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

10
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succeed in putting drug testing in prisons out of business. Such a
result could have serious consequences for the lives of inmates, the
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 detailed inqu%ry 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 inquiry,
1t 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 conference and the publication of its findings, an
independent representative body be established to monitor, at the
national Tevel, the nature and quality of all fesearch 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 stﬁdies are being 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 acquired 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 prisons in such a precarious position.

11




7. HOW DRUGS ARE TESTED

In order to understand how drug research functions in the prison

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

is important to understand the current program whereby new drugs are
tested and made avaijab]e for use. This approach also applies to the
testing of existing drugs for new therapeutic applications. There 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 conducted 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 tolerated. Relatively few
participants are involved, and the duration of the study is generally
©under six weeks. Very close supervision of the subjects is needed.

Phase Two is concerned with the effectiveness of: the drug in ful-
filling 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 "clinical 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 Three, a new drug application
is submitted to FDA for consideration. Following FDA approval, the
drug is monitored in medical Practice in order to-detect side effects
(or benefits) not observed in the pre-marketing studies. Such monitor-

ing 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 increasing scientific caution, Phase One drug
studies in recent years have required larger populations of subjects
and lengthier periods of testing. Specific Phase One tests may re-
quire control over the envjronment and the behavior of the subject,
such as dietary and work habits.

There are few circumstances outside of priSon 1ife in which the
conditions of Phase One drug testing can be readily fulfilled. To
have drug research continue on the current scale and to maintain the
present highly cautious approach to Phase Oﬁe required by the FDA, the
vast 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 companies 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) De1ay$,
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 associated with it may be
lost through a "brain drain" abroad.

A more radical alternative suggested was the establishment of a
seélective service system whereby normal healthy Americans are con-

scripted and required to participate in Phase One tests.

13




9, THE NEED TO PROTECT THE INMATE'S RIGHTS

It was generally agreed that while participating in drug research,
prison inmates ought not to lose any more rights than are forfeited by
the primary facts of being convicted of a crime and sentenced to a
penal institution. Further, it was recognized that inmates are in a
particularly power]esé position to protect their own rights. Therefore,
all those individuals 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-
mitted to review the design of Phase One drug studief to be conducted
in prisons. Phase One studies can offer important opportunities for
inmates to exercise their 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 i§ taken into
accodnt in the design of the experiment, the selection of volunteers,
the securing of informed consent, and the monitoring of the experiment

throughout its execution.

14
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10, SOME CONCLUSIONS

Much of the work of the conference 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 wprk 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.

The 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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11, WORK GROUP ON RESEARCH

The group concluded 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 Timited ability
to assure their basic welfare and civil liberties. The proper pursuit
of therapeutic progress in a 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 while continuing
to serve as the principal source of Phase One subjects. Exclusion of
prisoner participation would require major changes in the procedures
for satisfying Phase One regulatory requirements. It is proposed that
such research be permitted when it is conducted in str{ct adherence
tova_broad set of guidelines. These guidelines must include provisions
to: assure, control and monitor the general health and safety of par-
ticipants; 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 in his research design and in the execution of the
project. The research review committee must review all procedures and
conditions 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 thét FDA and other regulations arée met. The state authority,
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 ﬁrison involved,

The group recommends that the composition of the research review

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

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

and one ex-offender not on parole. Membars should be appointed by the
governor or appropriate state authority. The manner of selection

should ensure optimal objectivity and be subject to periodic review

by the FDA,

For research to take place in a prison setiing it was felt that
certain conditions must be met, among them: adequate medfca1 facili-
ties to handle the risks of the research (e.g., 24-hour physician cover-
age, and access to a fully equipped hospita]);vgood recordkeeping
systeins; definite 1imits to risks to which subjects may be exposed
(e.g., no narcotic or hallucinogenic arugs in prisons, and hoAdrugs
showing severe toxicity in animal studies); adequate pre-test écreening
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 insurance system for clinical

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

Given the controversial character of any ethical' question, it is
not surprising that the Ethics, Rights and Laws Work Group encountered
many points of contention as well as some 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 personal decision about participation in research--an oppor-
tunity otherwise sadly lacking in the prison environment. Taking this
as desirab1é, how can the inmate subject's rights best be protected
and the ethical conduct of the experimentation be ensured?

Though it could not be resolved whether it is possiblie for an in-
mate to make a truly free choice in prison, it was felt that when such
consent is sought that it is the duty of the investigator, department
of corrections, research review committee, and the sponsuyr to fully in-
form the volunteer of the nature of the experiment, its risks and its
bensfits., It was suggested that blanket consents were not adequate
and that consent forms must be individualized for each protocol. It
was urged that inmate volunteers should be permitted to retain a copy
of the form. There was unanimous oppositioﬁ to blanket waivers.

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 fhe Tevel of prison industry, which
is much Tower than "free-world" levels. It was agreed that wages for
participation in research should not be in excess.of the maximum wage
available for other prison work, and alternate forms of remunerative

work must exist, in order to minimize coercive financial aspects in

18
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testing. However, it was also suggested that the sponsoring company
could donate to a fund, free from contro] by the prison administration,
which would be used for the benefit of inmates. Such an amount might
represent the difference between the amount paid to an inmate subject
and the amount normally paid to a free volunteer,

There was a majority opinion that drug manufacturers should take
a more active interest in the prison system, The degree to which drug
manufacturers 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 provides an opportunity 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 supervision
of projects they approve, inmate subjeéts 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-
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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13, WORK GROUP ON CORRECTIONS

3

In 1light 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-
nizing the important contribution inmates are making in this field.

The work group resolved that: (1) the rights and well-being of
inmate subjects are paramount; (2) though biomedical research is essen-
tial for the well-being of the community, it should not compromise the
well-being of others; (3) another conference should be held to cover
all types of biomedical research; and (4) a national independent watch-
dog committee should be established to collect information on all bio-
medical research on inmates, and take appropriate action to eliminate
injurious or improper biomedical practices. .

It was suggested that two review committees were necessary for
adequate review of protocols: scientific and ethical. The scientific
review committee would check the research design and the drugs being
used and assess the risk/benefit ratio. This committee would be res-
ponsible to or be a subcommittee of the research review committee
{ethical).

The research review committee would actively supervise 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 non-local persons
should be included in its composition, i.e., lawyers, sociologists,

correctional officia]s, clergy, inmates, and ex-inmates (generally

20

ex-inmates are Jess inhibited in expressing their viéwpoint).

With regard to informed consent, the group ‘recognized that too
much information can be detrimental to the conduct of tie research,
encouraging the subject to display imaginary side effects. However,
it was agreed that all inmates have the right to information concerning
the nature of fhe test, its risks, and the right to withdraw from the
experiment without penalty. The group additionally felt the censent
form should include the name of the sponsor, the use to which results
wWill 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 {s debated, that concern was not felt to
be sufficient justification to discontinue drué research in prisons,
Efforts to minimize possible coercion might include: 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 shou]d'be done (a minority felt researéh
should continue in all correctional institutions).

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 pecple outside the cor-
rectional system, an opportunity to Tearn 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 ethical
fitness of the investigator. FDA regulations ensure the scientific
qualifications.of the researcher but not his ethical fitness. Such
an ethical determingtion 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. Although thé 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
It was rehommended that a single committee bear prime
responsibility for research review (lest the fbuck is passed"), but
that other resources always be accessible for consultation.

Besides the traditional scientists, physfcians; Tawyers and
c1érgy appéinted to the research review committee, it was felt that
nurses aﬁd inmates or ex-inmates who represent a more ;dbject-oriented
perspectivé should be considered as memberé. 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}Tife.' | .‘

The work group saw the following to be the functions of the re-
to assess ethical fitness of researchers

search review committee:

(requiring a personal appearance of the principal investigator before

v

the committee); to ehsure 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
mqqitoring of research projects, reviewiﬁg major modifications; and

to ensure that prison conditions are appropriaté 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 approachlby deffning &~vo]unteer
as one who consents by signing the consent form. It was pointed out
that thé,origina] purpose of the consent form was to protect the in-
vestigator. More recently the consent form has been used to create
a trust between the researcher and subject through an explanation of
the project, as well as to protect‘the'subject. A11 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-

ducted and bvahom); what the risks are from procedures and drugs used;
and the right to withdraw at any point in the experiment. Additionally,
1t was felt that the research review members should be listed as pos-
sib]g contact points for the volunteer, keeping in mind any security

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

[f the reader wishes to explore the issues raised in this booklet

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

Proceedings of the Conference on Drug
Research in Prisons

Available through:

National Council on Crime and Delinquency
Research Center

609 Second Street, Suite D

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) 488-0400

The U.S. Food and Drug Administration
5600 Fishers Lane :

Rockville, Maryland 20852

(202) 655-4000

Information can also be obtained by writing to individual pharma-
ceutical houses, and by contacting state and federal correctional in-

stitutions and associations such as:

The American Correctional Association
4327 Hartwick Road, Suite L-208
Ccllege Park, Maryland 20740

(301) 864-1070
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CHAPTER I

INTRODUCTION

In the early months of 1973, the Pharmaceutical
Manufacturers Association approached the National Coun-
cil on Crime and Delinquency with the suggestion that
they jointly sponsor a conference on ethical standards
for drug research on human subjects in prison. The
conference, it was decided, would deal exclusively with
Phase One research which is the type of research which
takes place primarily in the correctional setting. It
was decided that the conference would be coordinated by
the National Council on Crime and Delingquency Research
Center in Davis, California. '

A group of 42 people were gathered together at
Airlie House, Airlie, Virginia, on August 6-8, 1973.
The participants at the conference were divided between
researchers currently working with human subjects in
prisons, researchers who were not conducting research
in prisons, correctional administrators, the American
Medical Association, young doctors just starting prac-
tice, medical students, the American Civil Liberties
Union, lawyers who specialized in medical casework, and
ex~inmates, along with representatives of the National
Council on Crime and Delinquency and of the American
Pharmaweutical Manufacturers Association, the Food and
Drug Administration and the Department of Health, Educ-
ation and Welfare.

The conference opened on the 6th of August with a
keynote speech by Mr, Joseph Stetler, President of the
Pharmaceutical Manufacturers Association (Chapter II, A.)
and by Mr. Milton Rector, President of the WNational
Council on Crime and Delinguency (Chapter II, B.). These
were followed by four faculty addresses by Dr. F. Gilbert
McMahon of the Research Work Group (Chapter III, A.),

Mr. Ludwig Dimpfl of the Ethics, Rights and Laws Work
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Group (Chapter III, B.), Mr. Joseph Coughlin of the
Corrections Work Group (Chapter III, C.), and Dr. Don
E. Kirkpatrick of the Procedures Work Group (Chapter
III, D.).

Mr, Dimpfl focused on the need to review old guide-
lines and regulations and the regulatory bodies, and the
need to eliminate redundancy and outmoded portions to
make way for updated regulations in an area already over-
regulated. '

Dr. McMahon discussed the evolution of drug test-
ing in the United States, and the current state-of-the-
art. He posed the problem of setting high standards in
the field. C

Mr. Coughlin raised issues of inmate participation
in the administration of drug testing such as in review
boards, and discussed the need for credible sources of
information for correctional administrators and wardens.

Dr. Kirkpatrick discussed the institutional respon-

"sibility toward the inmate involved in medical research.

He also gave a summary of the approach to such experi-
mentation within the Texas Department of Corrections.
One major issue in his talk was that regardless of how
high the gain expected from a particular experiment, the
experiment might be turned down if in its execution
there was any risk which might cause criticism for a
correctional institution

Following the faculty speeches, the various parti-
cipants at the conference gave a brief introduction of
themselves, their concerns, and the background which
they would bring to bear in the discussions. These in~-
troductions and comments are reproduced in the Appendix;
they took up the remainder of the first day of the con-
ference. The day terminated with the assigning of all
the participants to the four work groups represented by
the faculty addresses.

The second day of the conference was spent in the
individual work groups. During the day the participants
in each of the work groups counted off "A," "B," "A,"
"B," etc. In the evening all the "A" members cf each
work group met together as one group, and all the "B"
members met together as one group, for an interfeed ses-
sion. Each of the work groups had appointed one member

Introduction 3

besides the recorder to make a brief summary presenta-

tion to the A/B groups, and each went to one of the two
sessions to report.

. The fgllowing morning, based on the interfeed ses-
sion the n%ght'before, the individual work groups con-
tinued their discussions, having eliminated most of the

redundancies, and finalized the reports of their work
groups.

These reports were presented in the final plenary
sesslon of the conference and are reproduced with such
mod}fication as was indicated by the work groups upon
their review of the original manuscripts received from
the recorders, The Research Work Group report is to
be found in Chapter IV; the Ethics, Rights and Laws
Work Group report in Chapter V; Corrections Work Group
report in Chapter VI; and the Procedures Work Group
report is the final report and is located in Chapter VII.

A speech by Dr. Robert L, Emrich, Chairman of the
cgnference wrapped up many of the concerns expressed from
dlfferent participant sectors, and highlighted future
action to be taken in the field. This summary speech ‘
has been reproduced in Chapter VIII. :
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II. XEYNOTE ADDRESSES

A. C. Joseph Stetler, President
Pharmaceutical Manufacturers
Association

It is my privilege to welcome you to this confer-
ence on behalf of the Pharmaceutical Manufacturers As-
sociation and our member firms. We are happy to have
the opportunity to co-sponsor this important meeting
with the National Council on Crime and Delinquency and
we are grateful to all of you for sharing your time and
your expertise with us.

Our purpose, as you know, is to explore one of the
most delicate issues of law and ethics--the participa-
tion of prisoners, men and women, in the evaluation of
drugs. Regardless of our backgrounds or present assign-
ments, I am sure we are all here, at leas@ in part, out
of concern for both man and science.

Our subject would be difficult enough were it
possible to study in isolation. In truth, drug testing
in prisons is intertwined with a number of other, at
least equally illusive problems. Among them: health
care in prisons, which is said to vary from almost
adequate to entirely absent; prisoners' rights, and the
difficult, sometimes violent pursuit of them. The fact
that drug company sponsors of prison tests are among the
nation's most successful corporations is, for some, not
readily divorced from the subject. ©Nor, for many, is
the fact that science, all science, is the object of
increasing doubt and suspicion. On the other side of
that aspect of the problem is the fact that increasing
scphistication in science and the demand for more and
better data is accelerating the demand for controlled
clinical studies which require homogeneous experimental
populations.

As we visualize it, our prime objective sliould be
to produce as full and complete a dialogue as we can on
the ethical, scientific and legal questions surrounding

d
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prison testing. To the extent that there is a consen-
sus, we want to have it; but we do not want to force
unanimous agreement on any point.

Our objective is to take your insights, your
opinions and the facts, and hopefully put them to use in
the development of a standard of conduct for sponsors
of drug tests in prisons.

Whatever guidelines the PMA might draw up for our
members will not govern the research of others, of
course, nor will it have the force of law. At the same
time, however, it is a fact that the pharmaceutical
industry is a major sponsor of prison studies. Some of
the physicians present here are directors of medical
research for drug companies, and others are clinicians
who have conducted studies for the industry and govern-
ment as well. It seems clear, therefore, that any
conclusions or recommendations developed out of your
discussions could have major importance in the com-
mercial sector, at least in terms of moral suasion.

But the effects of this meeting need not stop
there. We were particularly pleased to join a sponsor,
because we wanted many disciplines to focus on the
subject at once. That meant bringing in not only ex-
perts in science, industry, correction, and civil rights,
but also representatives from government, which is both
sponsor and regulator of so much American research. We
know, of course, that constituent agencies within HEW
are actively seeking the improvement of guidelines and
regulations concerned with clinical studies. We hope
that in bringing together so diverse a group of exper-
ienced parties, we can contribute to the effective,

sound resolution of the tasks which HEW and FDA face in
this field.

I believe a particular word is in order for prison
officials and former prison volunteers who have come
to this meeting. Your presence here is most important.
In my opinion, your experience and point of view are

essential to any intelligent, balanced discussion of
these issues.

- The material circulated in advance of this meeting
by Dr. Emrich was most interesting and inclusive. In
reading it there were several items which I felt were
of major importance--items which deserve, and I am sure
will receive, extensive discussion. '
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One is the question of whether it is really
essential that we have access to prison populations,
for the purpose of testing drugs. We in the industry
feel that the kinds of data needed and the quality de-
manded make it imperative that controlled populations
be available. One can dispute, chicken vs. egg fashion,
as to whether we test in institutions because it is
possible to do good science there, or because FDA
regulations make it impossible to proceed otherwise.
Despite a tendency to be opposed to government regula-
tion, I do not believe in this regard we can blame the
regulations for our present practices and programs. On
the contrary, I feel that prison populations are
exceptionally suitable for the best of science. Still,
the questions must be pursued: What alternative, ac-
ceptable populations are available? What would be the
consequences of a national moratorium on prison testing?
Could we take new drugs directly from the test animal
to the sick patient? What are the ethical implications,
if any, of that course?

A second area that interests many of us is, of
course, the question of consent. Considerable debate
has taken place over the aspects of "voluntary" and
"informed" consent. Is it possible for someone who
is being deprived of many of his civil freedoms, who
may be poorly educated in science and health, to give a
meaningful consent? I firmly believe that it is, but I
also suspect that the attempt to inform is on occasion
given little more than lip service.

A related area of concern is the prisoner's motiva-
tion to participate in research programs. Assuming
that he is well informed of the risks and the purposes
of the experiment, what motivates him? I have read
some of the studies in this area, some of which were
conducted by people in this audience. In all of them,
it is clear that motivation is multifaceted. It is
sometimes based on humanitarian concern, and apparently
it is almost always influenced by the need for money.

This latter fact is not unique, since we are all
motivated to some extent by money, and the need for it.
But we need to be conscious of the possibility that
prisoners frequently volunteer for test projects be-
cause there is no other way to earn money or a reason-
able amount of money in that facility. 1In such circum-
stances, should tests be banned? Probably not; yet we
must be uneasy about the situation as it is, and perhaps
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the first step toward improvement is to look at it

. openly.

What would you do if you were the sponsor of a
clinical trial, and you wanted to ensure that the re-
search were properly conducted? I would encourage our
ﬁr@ends from the academic, legal and government commun-
itiles to try to give us some of their thoughts in that
area. Certainly no drug company wishes to sponsor
invalid or unethical research, in view of its own long-
term interests, let alone the human values involved.
Bu? every drug firm that sponsors such studies must
weigh its interest in being sure, for example, that
adequate consent is obtained, against the possibility
that it will interfere with the independence of Lhe in-
vestigation. I think we can agree that the regulations
now on paper are rather close to adequate on such mat-
ters.. But there have been sufficient variances between
what is on paper and actual practice to justify another
look at what the sponsor's responsibilities are--what
he should do to meet them, and how he can proceed with-

gut prejudicing either the experiment or the investiga-
or. ‘

.Financial remuneration for prisoners as noted
earlier is another area of real concern. Some Firms
have arranged to pay prisoners the same amounts they
would pay for similar procedures on the outside; others,
more commonly, pay less, the rates set by prison of~-
ficials. ~Pharmaceutical houses are vulnerable either
way, of course~-in the first instance, it can be claimed
that we are enticing the prisoner with a pay scale no
other prison job can match; and in the second situation,
of course, we are charged with using the overall prison
wage scale to our advantage. We need your thoughts on
what we can do to work for a constructive solution to
the remuneration question.

. The need for adequate review of the planned exper-—
lment is well recognized in the regulatory sense, but
again, is not. always honored. We can readily agree that
no one should be asked to volunteer for an experiment
poorly designed, or one that reasonable men, including
laymen and fellow inmates, could not find justified.
Yet it is said that review committees are Ffar from
routinely used, and that sometimes they exist more in
form than fact. It is too easy to decry inadequate
enforgement of regulations; we need to talk about what
practical things may be done to encourage meaningful
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representative review procedures.

A final area that I commend to your attention is
the need to provide guidance on the sponsoring organi-
zation's responsibilities to the voluntesr who is
injured as a result of his participation in the exper-
iment. It may still be possible to find institutions
in which broad waivers are required of prisoners, and
we want your view of the ethical and legal standing, if
any, of this practice. But beyond that, what is your
feeling about the sponscr's assumption of medical
expenses and other losses associated with such an injury?

I have sought here only to highlight some of the
specific concerns that I have in this area, but I
certainly do not suggest that they are the only impor-
tant elements for discussion. Your own deliberations
will determine what the entire list should be. When we
finish I hope we can reach one broad area of agreement:
That under suitable protection and for reasonable
purposes and compensation, a prisoner's rights should
include the right to aid science. It is that protection
and those purposes on which our discussions will focus.

Finally, I want to commend each of you for agreeing
to rearrange schedules in order to come here for these
three days. Looking over the list of participants, I
also congratulate the conference staff on its success
in bringing you all together. The two other members of
the PMA staff who are here--John Adams and Jim Russo--
and I look forward to spending these days with you, and
to learning with you how we can improve the performance
of our responsibilities to each other.

gl.;;mw..‘ B

-

B. Milton Rector, President
National Council on Crime
and Delinquency

It was most appropriate that the targets of this
conference be given by Joseph Stetler as President of
the Pharmaceutical Manufacturers Association. I also
appreciate having a few moments to talk about some of
the perspectives of the conference from the viewpoint
of the National Council on Crime and Delinguency.

First, my appreciation to my associates, Bob
Em;ich and Charmian Knowles, who have really engineered
this meeting with the help of Joe Stetler and the PMA
staff. They have sent to you considerable material in
the form of abstracts and reprints. For some of you
who knew as little about the problems of drug testing
as I did--except that you had reason to be concerned
about it--I hope that you found the advance reading
materials selective and helpful. '

The purpose of the conference, as set forth in the
materials you received, is to help the pharmaceutical
industry in setting and strengthening guidelines and
to develop procedures and standards for the conduct of
Qrug research. The purpose also is to help the NCCD
in its current role as a national organization address-
ing all aspects of the criminal justice system, to
help open up the correctional system to a greater . extent
than is done at the present. We seek to get other
disciplines, other representatives of the citizenry in
general, inside the system to help question, to help

strengthen and to help improve corrections, so it can
perform effectively.

A major purpose of the conference, then, would be
also to develop guidelines which would help correction-
al administrators, which would help prisoners themselves
as they are now striving, through their own organiza-
tions, to participate and to advise in the development
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of correctional programs.

The NCCD is trying, as a national organization, to
find ways in which the private sector can get involved
in reducing the isolation of the criminal justice
system, particularly corrections. One of our goals has
been to find specific ways in which industry and or-
ganized labor can actually become participants in
corrections work programs which will pay minimum wages

to employed prisoners both in and outside of the insti-
tutions.

In terms of prison populations nationally, the
administrators from corrections who are here, and the
representatives of prisoners and ex-offender groups can
tell you that we are in a new era in terms of prisoners'
rights; it is an era that will have a permanent place
in criminal justice in America.

As you examine the movement for the protection of
prisoners' rights, you will see that it is based upon
the principle of self-determination. This is an issue
this conference is going to address as we examine the
motivation for participation in medical research, and
the prisoner's right to join in such research, or his
right to decline participation in such research. These
issues may parallel other correctional treatment

, questions about the right of the prisoner to treatment,

and the right of the prisoner to decline treatment by
not participating in rehabilitation or correctional
programs which he has good reason to feel do not meet
his particular need.

In the preparatory work on the NCCD's Model Act
For the Protection of Rights of Prisoners, we found a
great deal of question by correctional administrators
as to whether or not the involvement of prisoners in
drug testing is compatible with the goals of the cor-
rectional system. That, I guess, is a major issue to
be addressed here, in which both the ex-offenders and

the correctional administrators can offer some impor-
tant input.

Another important issue relates to the makeup and
functions of review committees for such research. How
much responsibility should the correctional administra-
tor have in the continuing monitoring of the research?
How much of that responsibility can be delegated by the
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corrections department to the individual superinten-
dent or warden of the institution? To what extent
should outside leadership and expertise be more heavily
involved than correctional management, not only in the
approval of research design, but in the actual moni-
toring of the research?

I was very grateful to Dan Skoler of the American
Bar Association Committee on Corrections for seeing
that each of you received in the mail a recommended
protocol adopted at the mid~year Board meeting of the
American Correctional Association. You also have the
protocol recommended by the American Public Health
Association. These two additional materials will give

us a base from which to start our discussions at this
meeting.

I join Joe Stetler and the Pharmaceutical Manufac-
turers Association in thanking each of you for taking
the time on relatively short notice to attend this
meeting. We deem it extremely important and valuable,
not only to the NCCD and the Pharmaceutical Manufac-
turers Association, but to various medical schools, and
certainly to correctional management throughout the
country, and to the prisoners themselves, who are look-
ing for such guidelines.

Thank you.

13
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IIT. FACULTY ADDRESSES

A. Faculty Address-—-Research
F. Gilbert McMahon, M.D.

When I checked in yesterday at the desk, the desk
clerk asked -- there are apparently two groups meeting
here simultaneously -- "Are you with the crime or aging?"
I didn't relish being identified with either one of them
in particular, but I was glad to get Bob's [Emrich]
invitation to come to such an important meeting.

I left my wife and four children with their backpacks
and sleeping bags in the Santa Fe Mountains, and certainly

the beds and accommodations are much more comfortable
here.

Each of us brings with us to this meeting our own
orientation and set of assumptions and biases. My bias
is research, and I have been in research for about 25
years. I bring, among my assumptions and biases, a
strong conviction that therapeutic progress is necessary.

That seems sort of elemental, but not everybody believes
it.

Back after World War II, in 1945, when you think of
what medications the doctor had to take care of sick
people with, he had very little in the way of active drugs
as we know them now. We probably use only about 10 per :
cent of drugs which were available before 1945. 1In 1945
we had no antibiotics. Penicillin was still being
developed. We had no treatment for T.B.; we had no
psychopharmacological drugs, and mental hospitals were
jammed, and really were bedlams.

In 1945 we had no vaccine against polio, measles,
mumps, and rubella. We had no oral drugs for diabetes;
we had no treatment for gout. We had no antihypertensive
drugs at all that were effective, that are used today.

Doctors, indeed, were kind, gentlemanly people, who

12
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made house calls and often gave large doses of reassurance,

-and were very strong on the art, but probably weak in the
science of medicine.

And 1 am not being critical, but there were very few
drugs available in 1945, and in 25 short years there has
been a revolution, literally, in human treatment, treat-
ment of sick people. I expect this same kind of revolution
to go on in the next 25 years, so I am vitally interested
in human research and in therapeutic progress.

My position at Tulane is to take care of sick people
and teach young doctors, and to teach med students
therapeutics. So I see sick people practically every day.
Often we are able to help them, and often we are not able
to help them. I think new drugs arz going to come aleng
in the next 25 years, and I hope America will continue
to take leadership in the discovery of new drugs.

However, there is a shift going on now. More and
more human research is being done in foreign countries.
I resist this. I think that leadership for 25 years has

been in America, and it ought to be able to continue in
the United States. '

;
I work in human experimentation, or clinical pharma-

cology, call it what you will, but anyhow, certainly the
field is new.

I remember what Dr. Leo Hollister, President of the
American Society of Clinical Pharmacology and Therapeutics
said in our March, 1973 meeting, talking to 1,100 mostly
physician researchers. He said, "All of us have done
things twenty years ago that we wouldn't do today." It's
kind of a candid observation, but the science, including
the ethics and morality and techniques of human research,
have all changed and are changing for the better.

And I think it is naive to criticize people who did
research in 1935 or in the late 1800's by today's standards.
Tomorrow's standards will be superior to today's, and I

think it is by meetings such as this that we will raise
standards.

I think human research is much more than a medical
problem. It is a moral, ethical, and social problem.
That is why I think each of us bringing our own expertise
to a meeting like this is so important.
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Because it will come up during the meeting, I would
like to spend a minute Jjust talking about the phases of
human research.

0f course, all research begins in animals, and after
a drug has shown good activity in animals, after it seems

to lower blood pressure or lower blood sugar or help an ‘

animal in some way, and after elaborate toxicity testing
has been done in a variety of species of animals, then
it sooner or later has to go to man.

Who is going to take the first pill? That's a gutty
guestion, because you don't know that it is going to be
Ssafe in man. You don't know that it is going to be effec-
tive in man just because it works in dozens of animals
or dozens of species of animals.

Tn human research I think you ought to be willing,
occasionally, to take that first pill yourself as an
investigator. And I remember about 10 or 12 years ago,
before we had such regulations which pretty much prohibit
this, I took a half-gram of a new drug home one night,
given me by a prominent Ph.D. researcher in anti-inflam-
matory disease. I put it in a teaspoon before my break-
fast, and swallowed it, and ran around all day with a
jug collecting my urine and told my wife ,after I took
it, "If I act a little more bizarre than‘usual, it's due
to the drug I just took." I also told my secretary the
same thing.

Nothing happened all day, except I collected a lot
of urine, and we at least found out the drug was absorbed.

Two years ago, again during this kind of holiday =--
I am actually on my vacation now -- 1 came back from
Santa Fe to New Orleans, because I was worried about
something. I was supposed to give a new antidiabetic
drug to med students. But in female mice, I believe it
was, it was noted that they got jaundiced at four hours
although they were back to normal in 24 hours.

I worry about hurting med students. I worry about
hurting anyone. So I came back and took the dose myself,
and had the technician draw my blood all day. 1 didn't
get jaundiced, and so I went back and went on my holiday
and relaxed, because I knew in a few weeks when the med
students took the drug, they prcbably weren't going to
get jaundiced.
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I think an investigator should be willing to take
an gccaSlonal new pill himself if he is, like I am,
actively conducting human research. I don't work with
prisoners myself, although I have in the past. There
are other categories of healthy people. I have given
pills to nuns, because they represent a homogeneéus,
honest group of healthy people. I knew they would col-
lect their urine reliably. I gave them an anti-fertility
d;ug, actually, I wasn't studying fertility, but the an-
ticoagulation factors, I should hasten to add.

We gometimgs givg new drugs to medical students.
I have, in my life, given them to military volunteers.

_ But I should like to make this plea, that when you
go }nto man you have to have some orderly progression
of information gathering, some scientific method.

And Phases One, Two, and Three are what we call the
phases of human research. And if everything looks good
as you gradually go into more and more people, it even-
Fually gets on the market and every doctor can prescribe
it, and that is called Phase Four. '

?hase One is often conducted in healthy individuals,
rgla@lvely normal people, and it is for the purpose of
finding out: TIs the pill absorbed? How is it meta-
bolized? And, indeed, how is it tolerated?

One is not so interested, in Phase One, in finding
out whether the drug works, but whether it gets into
the body and whether you are causing side-effects. And
therefore, in Phase One, prisoners are often utilized.

In Phase Two the question is efficacy: Does the
drug indeed lower blood pressure by carefully controlled,

often double-blind studies? Does the drug have human
activity?

Phase Three is often called "clinical trials." In
Phase Three the new drug is given to maybe 1,000-5,000
patients with the particular diseases, to assure your-
self, to assure the company sponsor, to assure the Food
and Drug Administration, that the average practicing
@oc?or can safely and effectively use that drug before
«1t is permitted to get on the market.

"So we shall hear these terms, "Phase One," "Phase
Two," and "Phase Three" during the meeting, perhaps, but
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Phase One is where most of all prisoner studies axe in-
volved.

As I said, you could use other populations than
prisoners. There have been some excellent studies re-
ported in the New England Journal of Medicine involving
Trappist monks. There have been excellent studies done
in the military, and there are fine studies being done
in military volunteers. As I said, we use med students
and sick people and patients, so we are mostly active in
Phase Two work.

‘ If I gave a pretty polka-dot colored pill to every-
body in this room and told you very sincerely that this
was a new laxative, 33 percent of you would tell me to-
morrow morning, "It is certainly working." This is

known as a placebo reaction. If you gave an inert place-
bo to a group of 100 persons and told them, "This is a
new antidiarrheal pill," 33 percent of the people would
have constipation in the morning. If I gave a pill to
100 people who complained of headaches, 33 percent would
be relieved beautifully. )

In other words, there is something such as a place-
bo, an inert pill that appears to help.

Illnesses come and go. For years éarnest, honest
doctors used leeches to treat a large variety of illnesses.
Not because their physicians were dumb, but because
many people seemed to get better after they were bled by
this method. They got better because nature is kind.

T+ wasn't because the leech or bleeding benefitted them.

When my children are sick with colds, my wife takes
them to our pediatrician. Most colds are caused by
viruses. But many people, including my family, kind of
insist on penicillin for sore throats. They often get
penicillin for viral sore throats. Penicillin is an
excellent drug, but doesn't have any anti-viral activity.
In a few days my children's colds disappear, SO my wife
and children feel the penicillin made them better.

It is the old fallacy, "Post hoc, ergo propter hog."
You have a viral throat and get penicillin and get b=tter
and think it is the penicillin, but often it isn't.

But in clinical research it is our business to prove
that the drugs we are studying aren't placebos, that in-
deed, they do something more than a placebo. So, indeed,

-
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what we have to do is controlled, frequently double-
blind studies. You and T want aqctive drugs on the
market. We don't want placebos out there; we want things

that really have some horsepower, that do what they are
supposed to do.

But since one-third of the population responds to
a placebo, it's a very difficult job to prove drugs
are actually doing something, Most drugs don't work in
everybody. Very few drugs work in 100 percent of the
people. Penicillin works in 100 percent of strep throats;
oral contraceptives work in 100 percent of women; but
most drugs work in only about 50 to 90 percent of people,
gnd if a placebo works in 33 percent, we are working
in that shady area of between 33 to 50 or 90 percent, so
we have to do controlled studies or we cannot learn the
truth about experimental drugs.

When one undertakes a contreclled study, one often
has three stu@y groups: a placebo group, a test drug
group, and thirdly, a standard drug group, if such exists.

You can't learn much in one person in human re-
searxch. You have to have groups of people. There are ’
too many genetic and environmental variables. You have
to have statistical significance. This is not simply

-an FDA requirement; this is good medicine, good science,

to have'groups of people. And you often have 10 to 15
people in each of these groups in Phase One.

So human research, to be wvalid, has to have a bundle
oﬁ people. And where do you find a bundle of people on
whom you can collect their blood day and night, on whom
you can collect all their urine day and night quantita-
tively, and follow their blood pressure and temperature
and pulse and liver function and kidney function for

days and weeks? Where do you find such a homogeneous
group?

_ Well, you might find them in the military. You
might find nuns, although they are harder to find now
than ever before. You might find med students, but
they run to class and can't be contained too readily.

A natural evolution since 1945 has been the greater
and greater escalation of utilization of prisoners, be-
cause they are a relatively healthy young group of
people in one place, often anxious, as we heard earlier,
to earn some money, and I am sure some of them have
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honest and humanitarian motives.

So the question to me as a researcher, and With
my perspective, isn't whether or not prisoners will
be utilized. The whole question to me 18 how they
will be utilized. »

T think there have been many abuses in the past,
and I think that is the main concern. I think we have
to start with new high standards of human rgsearch in
prisoners. I think the problem of peer review, the
problem of informed consent -- all of these are very
real and all are very serious, of course -- the pro-
blem of treating prisoner-volunteers just as you would
any other patient in a hospital, the problem of having
emergency equipment available, having medical attention
available continuously in the prison research uplt -=
these are things we have to concern ourselves;w1th, in
my opinion, and not so much whether or not prisoners
will be utilized.

Thank you.

(Applause.)

B. Faculty Address--Ethics, Rights and Laws
Ludwig Dimpfl

About six weeks ago, Bob [Emrich] asked me if I
would give the faculty address on Ethics, Rights, and
Laws. It took me a while to get over my surprise. Al-
though I am no newcomer to the field of research, none
of my background is in medicine.

But as I got into the background reading material
over these past few weeks for this conference, I began
to see some advantages of getting a novice into the act.
All this material was hitting me cold, and I found that

I had very definite reactions to the subjects that were
being discussed.

Now, a lot of what I haveAto say may strike you as
incredibly naive. I don't make any apologies for that.
It just happens to be a confession of where I am.

Bob Emrich sent out a list of ten basic topics, of
which the work group on Ethics, Rights, and Laws will
discuss five. I found I had opinions on all these, or,
more correctly, reactions, and I suppose everyche in
this group has his opinions and attitudes on these things.
But I don't think it is proper at this forum for me to
discuss those reactions. This is properly what is done
in the work group. I would rather talk about the thing
that jumped out at me as I read through this material.

It's a kind of a thread that, to me, ran through all
the material I read.

And it is in the form of a question which struck
me as I read the background material. It is this: Is

pharmaceutical research worthwhile continuing as an
activity?

19
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Tt took me a while to admit to myself that this
was what I was reading. Mind you now, I am reading
this cold. But I kept wondering: Isn't the phar-
maceutical industry essential? Isn't this industry
+he successor to Pasteur, Lister, Walter Reed, and
Ehrlich? Isn't this the industry that gave us vaccines
and antibiotics and anesthetics, without which Western
medicine could not function? You know, why are people
attacking motherhood and endorsing sin?

But as soon as I formulated the thing in this way,
+he answer became apparent. Nothing, including mother-
hood is sacred today. Everybody and everything is
subject to question and scrutiny. There is a widespread
belief abroad today that increased scrutiny in itself
is a good thing; and I think that maybe that ought
to be looked at right now.

In my view, this is as good a time as any to scotch
that assumption. Nothing in itgelf is so great that it
doesn't have an exorbitant price if you do too much of
it. Everything is a trade-off. Scrutiny, too, has to
be scrutinized. Is more scrutiny worth the price?

Now, the positive function of scrutiny is not so
much police control as it is review. The researcher
is often so close to the problem on which he is con-
centrating that he overlooks things that stand in the
way of his objective. It is a fact of the individual
make-up of fallible, creative human beings. They have
to be saved from themselves. This is the constructive
side of scrutiny. No research can oOr should be without
it.

The negative side of scrutiny is blame-sharing.
Whenever something gets by the existing review system,
the reviewer never attributes it to his own incompetence

or lack of application. It 1s always that more review
is needed.

Furthermore, the life of a reviewer is very dreary.
All the things he approves that go right, nobody ever
gives him any credit for. But Lord help him if he
makes a mistake and approves something that he shouldn't
have. No wonder there is so iuuch incentive to increase
the number of scrutinizers on the part of those who are
in the review business. There is safety in numbers.
I have seen cases of research progress come to a complete

-
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standstill for years as the result of a revi i
: , eview imposed
in the wake of a rather small disaster. pose

All scientific progress is made by real
Researchers make developments which chy are giigiié
to'see'used in the real world. Reviewers who are con-
scientious try to avoid letting mistakes get by.
Researchers get frustrated by having to go back for more
tests, and all the attendant delays caused by review
glthqugh they will, for the most part, be pretty ob—'
jective about fair objections. Reviewers will get more

picky if they get scared, or if the
review themselves. ! ey get a lot of

@s researchers get discouraged from never i
anything gpproved by their reviewers, they natugiiiéng
lower their sights and shoot for smaller departures
from what has been done in the past, in the hopes of at
least getting something through.

These are not theoretical generalizations. ’his i
how the real.world operates. Ig our society goesig$2ris
board on review, it gets less and less return for the
developmen? effort that is included in its medication :
cost. It is not just the dollars that are higher. The

real progress, with attendant lesseni .
is less. ’ ng of human misery,

These effects are not small Once creativity i

' =f fe . s
disruptgd,.it is very difficult to get going agaiz.
The basic justification for being in the chemical drug
development activity at all is likely to be crushed by

its own burden of review. There is a i
( . oint of no return.
We may not be far from it. P o

Of course, the motivation to scrutiniz
_ : e the pharm-
aceutical industry's research efforts more intensgly
would not be there to the degree that it now is if the
developments ?hat are forthcoming were clearly needed.
iaiﬂ'nOt Ealting as an expert in the field. I am

lking abou reactions from people in the ublic £
which I consider myself one. P e e

’NQ industry today can rest on its past laurels.
Advertising and image-building cannot substitute for
results.' The large strides, vaccines and antibiotics,
are getting rather far behind us. Speaking as a layman,
I remember penicillin, sulfa, terramycin, and aureomycin.
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I remember the vaccine for polio. But of tbings on the
horizon along this line, there are only anticancer drugs
that I can think of.

Since these last life-saving drugs, there have been
a number of new developments which are very popglar and
presumably financially successful. I refer tg plrth
control pills and attitude modifiers, tranquilizers, and
the like. The question suggests itself: 1Is any r%sk to
human life or health in drug development worth taking
if the objective is a product in one of these last-named
areas?

Now, the foregoing was just off the top of my head.
I didn't research this. I just put it together from
what I recollected having read in newspapers over the
last few years, attitudes that I myself have collected.

For example, I still remember vividly h§ving.been
disquieted by a spokesman for the pharmaceutical industry
justifying the high degree of side effects from new drugs
by saying that they are so much more effect}ve than tbe
drugs that we have had in the past. The-thlng'that dis-
quieted me was what he didn't say. He didn't say that
developing drugs without these side effects was a present
research objective. :

Well, it is precisely this subjectivg type of summing
up on the part of individuals that determ1ne§ how zea}ous
individuals will allow themselves to become in promoting
their own cause at the expense of the pharmaceutical
industry.

Let me illustrate what I mean by that.

Suppose my thing, or my bag, as they say today, is
making sure that nothing like what happened-ln Nazi
concentration camps by way of medical experiments can
happen here in the U.S.A.

Just as an aside, let me point out that I considerx
this an impossible task. Isolated horrible examples
will occur as long as there are incompetent or amoral
people existing, and Nazi Germ2ny did not have a
monopoly on these.

If I want to draft a set of objective rules for
conducting research in prisons that makes such a pos-
sibility not possible, I will so encumber the effort

‘ifm i
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with red tape that although I may forestall almost
every possible mishap, L will, as a by-product, make

it impossible for research ever to have any meaningful
results again.

I will feel very virtuous in what I have accom-
plished if, among other things, T am convinced in my
own mind that the pharmaceutical industry really wasn't
doing such a hot development job, that all the important
drugs have been developed, and that their research ef-

fort can well be sacrificed on the altar of my noble
Ccrusade.

You can apply this to anybody else's thing. Sup-
pose I'm against the way our penal system works. Sup-
pose I think the matter of legality of the agreement
and full disclosure of risks is vital. Suppose I'm af~
ter more humane treatment of prisoners. I have a real
incentive and opportunity to use the fact that the phar-
maceutical industry needs to conduct research for its
continuing existence to accomplish my ends.

And even if I am not one of those zealots, I would
still like to make an observation. We all know people
who hold some of the foregoing ideals. We know that
all those who do hold such views hold them with some fer-
vor. There is something inherently attractive about
someone who believes in a principle. He attracts support.

Now let's compare those individuals with the phaxr-
maceutical industry, though, this isn't the case with
the pharmaceutical industry. The day is long past when
a person working on, say, a smallpox vaccine took per-
sonal risks to the degree that was abroad when small-
pox was a problem. People at that time had vivid mem-
ories of family and friends who died tragically or were
scarred for life as a result of smallpox. At that time
they worked on drugs with some fervor.

But the pharmaceutical industry is at a much higher
level of development now, and we are much safer. So
the natural need for fervor isn't there as it once was.

It seems to me that if we are going to be objec~
tive, we mustn't get carried away with issues simply be~
cause they are held with some fervor by their proponents.
We must separate real hazards to individuals from theore-
tical wrongs of academic importance. 1In other words, I
don't think we ought to consider whether to have a phar-
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maceutical industry in this country or not as a matter
for discussion at this conference. We need it. The
quality of our medical care won't stay where it is if
we don't have it.

Another thing to remember always is that it is a
fact of life that the more review to which you subject
a research effort, the less likely you are to get a
meaningful advance. Review committees grow by Parkin-
son's Law, and they have a tendency to overwhelm real
research. If review is allowed to grow unchecked, the
researcher finds himself endlessly replowing old ground
to satisfy the reviewers, for no purpose but their un-
willingness to stick their necks out, with the unavoid-
able but inevitable result of drying up creativity.

There is no question that review is needed, but
if an industry is worthwhile it must be presumed it is
run preponderantly by worthy individuals. These indivi-
duals understand that their continuing to be worthwhile
to the community depends on their policing themselves.
And they are in a very good position to police them-
selves, because they know the ins and outs of their
field. It is certainly to their interest to see to it
that the work with human subjects is well done.

On the other hand, if we ever feel that the indus-
try is not to be trusted, that assurance of their hu-
maneness must be embodied in an objective and enforced
code of conduct, then we are on the downward path. The
encumbrance with which research must be saddled using
such a set of assumptions can only result in a rapid
decline of cutput at an ever-increasing cost. If that
happens, we will have a pharmaceutical industry and a
backup for our doctors which is much changed from what
we know here today.

There is assembled here at this conference exper-
tise enough to decide how much scrutiny is needed. I
hope our recommendations serve to provide balanced guide-
lines, where we neither go overboard on control noxr over-
board on license.

That's how I see it.

Thank you very much.

(Applause.)

C. Faculty Address--Corrections
Joseph Coughlin

My first remark has to do with the issue of informed
consent.

; talked'to someone on the phone, and on the basis of
that information, I consented to make some remarks.

Later I discovered that I had consented to deliver a
paper.

So I feel a little bit like the inmate who signed

up for aspirin and ended up bitten by a malaria-ridden
mosquito.

_ I hope by the end of this conference to be ready to
write a paper. I suspect correctional administrators
across the country are in a position similar to mine,
havxng_felt poorly prepared to struggle with the issue
of medical research in correctional settings. I have
had to place a lot of faith in the professionals who
presented the proposed project, and have done a lot of
soul-searching which has had to do with the welfare of the
inmates, our responsibility to assure that appropriate-
re§ea§ch in the interest of humanity'can occur, the
weighing of insistence that the prison setting was the
only place this research could occur, and so forth.

I have been involved in correctional settings where
re§earch has been carried on ranging from kind of a simple
thlqg such as taking samples of sputum to the Malaria
Project in Illinois, which you have read about., I do
not now have responsibility for the institution in which
that-project is carried on, but did for a period of months
earlier this year as an Acting Director of Corrections
between administrations. 2And I have had to struggle with
all of the issues about which you have read in the
material and finally reached a conclusion several months
ago, when I was Acting Director in Illinois, that there
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would be no introduction of new medical research projects
under programs within the purview of my office until I
had some better guidelines. That happened just a couple
of months before I received a request to participate in
this meeting. Foxr me it was very timely.

I think it is not timely in the sense that these
kinds of meetings should have occurred many years ago, -
so that some of the tragedies that have happened would not
have happened. I think we are all indebted to those who
are responsible for putting this thing together.

I have come to several conclusions:

We in corrections, and those who work closely with
us, are not competent to make judgments as to the tech-
nical aspects of the medical research project. I am
enough concerned that I would not rely on the medical re-
searcher coming to me from, say, a state university to
provide me with objective information which would provide
me with the necessary assurances as to the level of risk
that inmates would be asked to involve themselves in.

I think we need some kind of an independent body,
whether it is at a national level or regional level,
of highly competent people in the medical’ research
business, supported, perhaps, by people in the social
sciences, or complemented by such people, to make a
judgment about the project and to present it to the
correctional administrator, to the prospective subjects
and to any committees that the administrator relied on
for further consultation -- a highly accurate picture of
the kind of risks, particularly risks related to possible
physical damage of a permanent nature, the kinds of phy-
sical discomfort, and so forth, to which subjects are
going to be exposed.

Secondly, I think we should have an accurate assess-
ment of the degree to which the scientist is, in fact,
dependent upon a prison population for the completion
of his research. Is it a fact that a prison population
is the only population which can serve the project?

And I think we should have an accurate assessment
of the level of possible benefit to the field of medicine,
and therefore mankind, related to the risk that people are
being asked to take.
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What I am saying again is that, for these pur
I do not Fhink we should rely on those people iﬁmeggzi:iy

lnvolyed in the research, whose presentation to us may
consciously or unconsciously be predicated on or influ-
enggd by their own enthusiasm for their own project and
their own preconceived ideas. In addition, and again
consciously or subconsciously, they may be influenced by
their own attitudes about inmates as human beings, the
degree to which inmates are entitled to the same protec-

tion or not entitled to the same protection that m
_ so
would be entitled to, for example. ¥ sen

. We need also to consider the issue of the inmates'
right to participate in research. I suspect that most
of us around this table would accept the conclusion of
the National Commission on Correctional Standards and
Goals, that inmates should lose only those rights and
freedoms which they must lose in order to carry out the
man@ate of Fheir sentence. This would mean that, as-
suming the issues of risk and consent and so forth are
dgalt w¥th adequately, an inmate has the right to parti-
cipate in these activities as long as he c¢an make a free
decision to participate or to not participate.

_ Basically, themprotection that he should be afforded
is thg same protection that would be afforded if we were
recruiting subjects from the University of Illinois, or

medical students or the sons and daught o
around the table. ghters of us sitting

From that, logically, the next major issue b s
What are the differences in the setting in which 2c32§§
soner finds himself which have to be taken into account
in order to provide him the same protection that we
would'provide for a citizen who is not a prisoner? And
?hat is, in my mind, an extremely complicated kind of an
issue, and it 1s one that has been dealt with by the many
learned and conscientious people here today.

) The Stateville project you have read about exempli-
flgs my concern. And one of my first concerns early
this year -- when there was a change of governors and
I wound up in the position as Acting Director -- had to
do with thgt.malaria project. This is a project which has
been scrutinized by people in the medical profession, by
the newspapers, by social scientists, and really has
beep presented in many instances as kind of a model for
medical research in a prison setting.
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But at the moment that I walked into the prison and
began to have some responsibility, the prison was in a
state of extreme tension. Most of the inmates were
locked up. Inmates were literally fearful for their
lives. Most were locked in their cells 24 hours a day.
They were out once a week for showers and canteen and so
forth.

Whereas that project which has been under way since
World War II, was instigated at a time when the situation
in the prison was quite normal, and scrutinized at times
when the prison was more normal -- it was inconceivable
to me that a prisoner could, early this year, consent to
being involved in a research activity with assurance
that his decision could be regarded as a free decision.

I did issue an instruction that there were to be no
additional projects considered until we had ~- until I
had, at least, as long as I was responsible -- some better
basis for decision-making.

We face a real challenge in attempting to sort out
where the right of an inmate to be a volunteer becomes
compromised by his life situation as it affects his ability
in that situation to freely consent. How do we welgh
the kinds of pressures that relate to'his comfort, the
kind of food he is eating, the bed he sleeps in, freedom
from fear, money compensation -- a whole gamut of things,
all of which become compensation, which added together
for an inmate in those circumstances, to me are just
overwhelming beyond any reason.

I have concerns about any local committee having the
competence to realistically evaluate a project and pro-
vide an adequate guide to the correctional administrator
as to whether that project should be admitted to an insti-
tution. A cross-section of social scientists, of people
in the medical profession, of inmates, can add something
to the decision-making process, but that has to come after

an assessment by a group of scientists at the national level

or regional level, who really have the technical competence
to know what the potential risks are.

I have reviewed, I think, all of the available sug-
gested standards for medical research in corrections, and
personally am not satisfied with any of them.

For example, I reject the idea that the only research

E——
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that should be done in prisons is that which cannot be

'- done elsewhere. ;

‘ > I think in the proper circumst

if the risk level does not rendeg is inappro?riiigesé
medical research activity can be a valuable asset re.g
in a prison situation where just the introduction'of' o
;eason§ble people with whom to carry on a conversation
1s an improvement. The opportunity for an inmate to
feel he has made a contribution to the good of man-
kind, Fhe oppo;tunity for a break from the routine of
the prison environment might make a project desirable if
the risks are not inappropriate. Participation in medi-

cal research can be a helpful, positive e i
the inmate. P r P Xperience for

. I am looking forward to these days with i
with great anticipation; I have alreagy r;—thgﬁgitggg;g
of my own biases just listening to the men around this
table in a very short time. I am sure by the time we
are thrgugh we will produce something which will help
correctional administrators across the country out of
the dilemma such as I found myself in, and I am sure
others have found themselves in in the past.

(Applause.) -
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D. PFaculty Address--Procedures
bon. E. Kirkpatrick, Ph.D.

" First, let me state at the outset that I come here
with a high sense of ambivalence. As a behavioral scien-
tist, I recogynize and appreciate the value of the empiri~
cal research model, and appreciate that possibly there
exists no better alternative in terms of experimental
design than the controlled environment provided for by
a prison setting.

I empathize with medical researchers and physicians
in their efforts to work within any coxrectional setting
today. Clearly, both institutions, medical research and
corrections, whether justified or not, are evoking in-
tense and, in the main, extreme reactions from many
elements within our society. .

And as an administrator in a major correctional
system, I also recognize a few salient features of any
medical experiment within a prison setting.

First, in the final analysis, it is the administra-
tor, the administration, which is responsible for the
institution -- and this means to me, for the men within
the institution. It is not the principal investigator;
it is not the pharmaceutical house; it is not NIH; not
philosophers; and, paradoxically, it is not even the in-
mate himself. At Jeast, in Texas with inmates who have
been involved in medical experiments, most of these men
feel that the Department bears the responsibility for
their care, and not the medical school or medical. scien-
tists. Many of these men are aware that even the act
of volunteering does not relieve the Department of this

responsibility. I believe these men are right.

" Perhaps the basis, I suppose, of this belief stems
from the concept of medical care within an institution.

30
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That is to say, the right to adequate -- or, more correctly,
- "gquality" -- medical care within a prison seems to me no
longer debatable, if it ever was. Men in prison in Texas
know this, and they expect no less, whether involving pri-
son or free world staff, whether involved in a therapeutic-
type medical model or an experimental medical model.

Secondly -- and, I believe, relative to the first
pgint -~ is my belief that if this position of responsi-
bility is accepted, then an obvious complement must also
be accepted. That is in the form of the question: What
is the cost of any medical experiment, relative to the
threat or potential threat of danger to the inmate, com-
pared to the benefit to that inmate?

. Now, I want you to note that I said "benefit to the
inmate" and not "to mankind," and not "to medicine."
They may not be mutually exclusive; they may be.

_ The second factor, it seems to me, in this equation
is one that must evaluate the threat or potential threat
of danger to the institution, compared to the benefit to

t@e institution. Again these may not be mutually exclu-
sive. ‘

i If there is one thing that I do believe in, it is
in reality. And anyone who does not believe that cor-
rections today is under severe attack from all quarters,
by all manner of groups and individuals, is simply deny-
ing that reality. : N :

. ‘Given this condition, I personally have no wish, nor
will T knowingly jeopardize the institution and the men
within that institution by placing them in a vulnerable
position by what could be construed or considered to be
a dangerous or high-risk medical experiment. Frankly,

" gentlemen, we just can't afford it.

Thus, insofar, I believe, as the Texas Department
of Corrections is concerned, I think I can state to you
that our policy will continue to be one of guarded con-
servatism, in which we will support medical experiments

and research which could be, I suppose, termed as benign
in nature.

* I woulq like to turn now to some specifics of our
experience in Texas. .Dr. Emrich informed me that I was
t< be on the Procedures Subcommit:ee, and I think, being
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a neophyte, in corrections, and furthermore, a neophyte
swimming in this sea of ambiguity, I would like to share
with you briefly a little background on TDC [Texas Depart=-
ment of Corrections] and some of the elements we feel

are critical in our experimental procedures.

The Department has the authority for confinement of
all adult felons in Texas. It has no juvenile authority,
nor does it have any authority in the matter of clemency
or parole. It has no formal relationship with inmates in
juvenile institutions. It is solely involved with adult
felons.

To that degree, we had 16,659 men and women in pri-
son as of yesterday in 14 separate units in the Department.
The smallest unit houses approximately 700 men, and the
largest approximately 2,000. Over 50 per cent of our
population comes from four large urban counties in Texas.

In Texas, the median sentence of our inmates is
approximately five years. However, due to the liberal
good time laws in Texas, the time actually served in
prison is less than 30 months. ‘

Twelve per cent of our population are illiterate;
90 per cent are school drop-outs; 13 pe€r cent are mentally
retarded; and 34 per cent are under 25 years of age. We
have approximately 8,000 men attending school and an-
other 2,000 attending college within the Department.

These facts bear on "consent," and cbviously what
can be construed as "voluntary consent."

In terms of the medical aspects of the Department, we
are fortunate in the state in having outstanding men on
the medical staff of the Texas Department of Corrections.
We have a medical officer on each unit. Typically these
men -- and I am sure it is like any other state -- on
the unit are retired Navy Corps men. We have a medical
director, six physicians, two psychiatrists. In terms
of the overall medical picture, we provide basically one
physician for every 1,600 men.

I think in terms of medical research, the Department
has an excellent relationship with the medical schools
that we are involved with, namely, the University of
Texas Medical School, and Baylor University College of
Medicine. We began our sojourn, if you will, in medical
experimentation in 1967, and to date we have had about

L.,;é.wm.;ms;,m s L A L D L
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2,200 men involved in medical research.

In terms of the specifics of our procedures, rather
than detailing those procedures I would like to share

with you some of the more salient elements of those pro-
cedures:

Firs?, the Department will not entertain any proposal
for a medical experiment unless it comes from a major

medical school. I have defined that as the University
of Texas and Baylor.

A}l protocols must be approved by the human experi-
mentation board at the medical school

_Generally, we are in accord with the American Cox-
rectional Association protocol for medical experiments,

since the Department was fortunate enough to have our

medical director serve on that subcommittee which drafted
these procedures.

All medical.experiments must be approved by our
Board of Corrections, which is appointed by the Governor

and essentially functions as a governing body to the
Department.

All medical experiments must be on a voluntary basis.

Any remuneration of the inmates is recommended by
the administration to our board for final action.

All medical experiments, and individuals involved

in those experiments, are under the jurisdiction of the
Department.

We insist on and have constant monitoring of our

experiments by Department personnel, including both the
medical and paramedical staff.

All medical experiments must be approved in terms
of sequence by, first, the medical director, and then

by myself, and then the director, and then our Board of
Corrections.

Volunteer criteria are open in terms of age, race,
and offense. Generally, of those inmates participating,
about a third are Mexican-American, a third white, and

a third black. We have no restrictions on age unless
1t is demanded by the protocol.
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f theft
As to offense, we run the full gamut, o
over $50 to murder -- as I say, the whole gamut.

i1l receive any

No employee of the department wi .

additional remuneration by any pharmaceutical house or
medical school. If we commit to support medical exper-
iments or research, we then support them.

I would like to think that this would provide
some of the tone and some of the background of what
medical experimentation and ;esgarch.ls, at leagt.xn
Texas, and to give you some %nSLght into our philo-
sophy and some of the mechanics of our procedures.

arl we are concerned about the area of medical
reseagéi inyérisons, and I QOn't believe anyone would
deny that the easiest solution would be‘Smely to get
out of this area. I believe, however, 1n the long run
the seemingly conflicting goals, the ones thgt are going
to be discussed here, can be resolved. I think we 1n
Texas feel an obligation to be part of, and to make a

contribution to, the solution of this problem.

Thank you.

(Applause) : )

IV. REPORT OF RESEARCH WORK GROUP
Barry Smith

This work group was asked to address its issues
from the perspective of clinical research and to con-
sider the implications of the following five topics,

primarily in terms of their impact upon the quality
of research. -

1. The Moral Fitness of Researchers--What is
best to ensure moral responsibility on the part of

researchers without interfering with the ability to
do effective research?

2, Monitoring Research Plans and Practices-—-
What are the requirements for monitoring? What
should be monitored? Who should do the monitoring?
What are the shortcomings of existing provisions for

the monitoring, inspection, and control of clinical
research in prisons?

3. Risk, Safety, and Treatment--How adequate are
the provisions for handling serious side effects in
prison treatment facilities? Are there limits on how
much risk should be taken in prison experiments? What

should be done to maximize safety and availability of
treatment capability?

4. The Prisoner as a "Normal" Volunteer--Are pri-
soners a good source of normal, healthy volunteers for
all kinds of Phase One testing? Are prisoners ade-
quately reliable as subjects? Do some drugs such as

narcotics and mood-altering drugs present special pro-
blems? ‘

. 5. The Importance of Prisoners as Volunteers-—-
What would be the impact on drug research.should pri-
sons no longer be available as a major source of vol-
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unteers? What are the pros and cons of attempting to
£find alternate sources of "normal" volunteers for

Phase One testing?

One of the first objectives of this group was
to establish an agenda baged on the above tog;gié
Tt was the unanimous opinion oftthe group me CTS s
t+hat these topics be reordered in terms of gilw§n .
To that end the topics were assigned the fot Ott g
priority £rom most important to least important:i

Topic I--The Importance of Prisoners ﬁs Volu%—
teers and The Prisoner as a Normal

Volunteer

i i d Prac-—
jc II--Monitoring Research Plans an
top tices and The Moral Fitness of Re-
searchers

Topic ILII--Risk, Safety, and Treatment

Preamble

The chairman took the prerogatixg to as;igz the
; i ' rs. i
ove four areas to various group membe _
i?vision of labor aided considerably in formulating
a final report from this work group, not of course,

without much discussion back and forth.

The following is the report from the Research
Work Group:

Preamble

der to assure therapeutic progress and the
contiiﬁegrdiscovery and devglopment of new and betgi:_
medications for the prevention/treatment 9f ﬁgmans Ls
ease, it is essential that drug research lnf ﬁﬁ;ﬁn
encouraged. Recognizing that some.abgseg o aman
rights have occurred in the past, it 1s 12p§rale_.
that ethical guidelines be egtabllghed an gmg o
mented to safeguard the dlgp;ty, rights, an e
of human subjects involved 1in such reseaxrch.

Human experimentation involves a broad‘f§eld of
complex, interrelated considerations. PIEllmlna]éy
testiny in basic human pharmacology (Phase One ©

Féﬁ;guww,w..pﬁ;g,g

Research Work Group Report 37

studies of drugs) frequently o¢curs in prisons.

While this symposium addresses itself to the speci~-
fic concerns of ethical standards for drug research
in prisons, there is nevertheless an awareness that
several of these issues are fundamental to all otherx
areas .of human research. In essence, any study--
whether therapeutic or strictly investigative, 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
groups or other individuals with limited access or
ability to appreciate and assure their basic welfare
and civil liberties. These groups include children,
and the unborn, the mentally incompetent, and those
in custodial situations--as well as prison popula-
tions that are directly the concern of this conference.
Each study, each modality of experimentation, each
population involves special features which in summa-
tion has as its ultimate goal the achievement of the
humane conduct of all human experimentation.

Although the abuse or misuse of some older drugs
in common use, i.e., opiates, antibiotics or sleeping
pills, frequently result in serious harm or even
death, the record to date indicates that immediate
effects adverse to the health of the subjects involved
in well-planned and adequately supervised Phase One
studies have been minimal. ' This includes those studies
conducted within or outside prisons.

With a high standard of investigator integrity,
institutional review and continuous monitoring of
studies, the possibility of serious short term adverse
reactions should continue to be minimal.

Topic I: The Importance of Prisoners as Volunteers

and The Prisoner as a "Normal" volunteer

_ In this area, much time and discussion was spent
in answering the questions originally proposed. The
definition of "normal" consumed considerable time.

In the end an operational definition was agreed upon.
Whether prisoners are reliable as volunteers was not
settled as an issue. However, it was generally

agreed that prisons provide controlled conditions that
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may in some tests be especially appropriate for the
information sought. The conditions that make prisons
unique as research resources and the kinds of tests
that should be conducted in prisons deserve additional
attention and development.

The system of drug evaluation continuing to
evolve in this country has emphasized a gradual step-
wise development of basic drug knowledge in Phase
One and Phase Two. An important function of these
stages is to provide valid basic pharmacological data
of drug effects, toxicity, absorption and metabolism.
Phase One studies must be done in "normal" subjects--
defined as relatively healthy individuals, appro-
priately free of measurable pathology as determined
by pre-study physical examination, laboratory screen-
ing, and special tests and evaluations where indicated.
Many different subject populations have participated
in such studies, including students, employees, civic
groups and prisoners. No such selected population is

~ideal.

In general, the longer the study, the more com-
plex the procedures, or the closer' the observations
required, the less suitable non-inmate populations
become, and the more useful prisoier populations are
for the optimal Phase One studies of many new
drugs. .

Granting that expanded new drug reseaxrch is
Gefinitely a desirable goal, it is believed that in-
mate populations can continue to perform an important
service in the new drug discovery and development
system in this country. Indeed, exclusion of prisoner
participation would reguire major changes and readjust-
ment in the procedures for the drug industry to ob-
tain the data for satisfying Phase One regulatory re-
quirements. For this reason, it is proposed that
prisoner drug experimentation be permitted only when
conducted in strict adherence to a broad set of spec-
ial guidelines. . Because of the unigue punitive and
captive nature of the prison environment, these guide-
lines must include requirements for assuring, control-
ling and monitoring the general health and safety of
participants; for identifying and minimizing all forms
of coercion; and for paying close attention to basic
humanitarian principles.

Fymint
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Topic II: Monitoring Research Plans and Practices
“and The Moral Filtness of Researchers

Respogsibility for protecting the rights and wel-
fare of prisoners who participate as investigational
new drug research subjects resides at five identifi-
able levels. The cooperation of all persons involved
at these levels is required to assure full implementa-
tion of appropriate principles, policies and procedures
that have been devised for the purpose. Those involved
at. these five interrelated levels are:

1. The Investigator

. The Implementation Committee
State Authority

The Sponsoring Company oOr Agency
The Food and Drug Administration

Ul W
. . [

The investigator is responsible to the subject
for protection of his dignity and well being during
the drug tests including full implementation of all
procedures prescribed for this purpose. The investi-
ggtor is accountable to and expected to work coopera-
tively with the designated authority in charge of the
prison, to the implementation committee, to the spon-
sox and to the FDA and other governmental agencies
with regulatory power or functions.

' Tpe implementation committee is responsible for
objectively reviewing all procedures and conditions
for the purpose of assuring that the best interests
of_the_prisoners are fully represented and all appro-
priate means are implemented for his protection dur-
ing or as a consequence of his participation as a re-
search subject. The implementation committee is ag~
countable to the investigator for accessibility for
adylce and counsel. This committee is accountable to
prison authority for maintaining appropriate committee
records, keeping the prison authority informed of the
development of any conditions that may adversely af-
fect'tpe health of prisoners as a consequence of their
participation as drug research subjects. The imple-
mentation committee is alsc responsible and .accountable
to the FDA and other regulatory governmental agencies

for_implementation of governmental policy and regu-
lations.
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State authority having custodial responsibility
for prisoners must bear the full burden of any deci-
sion or tacit approval permitting the use of prisoners
as human subjects in any given project or activity.

In the past there has been little demonstrated sensi-
tivity of prison officials or higher state authority
to such issues as the ability of prisoners to give
informed consent especially in the light of such ad-
verse factors as undue inducement, the coercive effect
of even small payments and the expectation of momen-
tary relief from prison routine by participants, the
vulnerability of prisoners to group pressures, and

the incapability of many prisoners to make objective
decisions for themselves.

State authorities have often failed to require

+those who have been granted access to prisoners for

experimental or commercial testing or research studies
to abide by the now well established principles enun-
ciated in the Resoluktion of Helsinki or the Nuremberg
Code.

From the view point of state authority, imple-
mentation committee actions favoring the use of pri-
soners as subjects should be considered as only ad-
visory opinions that may require further review and
even rejection. Unfavorable decisions or restric-
tions imposed by the implementation committee on pro-
ject directors proposing to use priscners as human
subjects should always be reinforced by state author-
ity. State authority should be familiar at all times
with the status of studies or activities involving
prisoners as human subjects, including the effective-
ness of committee continuing review, attitudes of in-
vestigators, and the provisions made for adequate
professional attention and facilities for the protec-
tion of prisoners whose well being may be at risk dur-
ing or as a consequence of their participation in a
study.

Care should be taken to ensure thal proper re-
cords are kept and that any adverse reactions are
immediately reported to appropriate state and federal
offices.

The sponsoring company or agency is responsible
to the investigator and through him to the implementa-
tion committee and prison authority, for providing all
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records and information available to it, including the
results of animal tests, other tests in man and all
relevant pre-clinical information pertaining to the
specific materials to be tested. The sponsoring com-
pany or agency is also responsible to the investiga-
tor for making available to him all of its expertise
for consultation and additional research for any pur-
pose that Would serve to protect the health and wel-
fare of prisoners during or as a consequence of his

partigipation as a subject and during or after his
term in prison.

The Food and Drug Administration, as the primary
fedgral agency charged with the enforcement of regu-
lqtlogs for the protection of human subjects and inves-
?lgatlongl new drugs, is responsible for acting on all
}nformatlon that comes to its attention pertaining to
improper use of prisoners as human subjects for inves-
tlgatlonél purposes. As the agency accountable to
the.Amerlcan people, the FDA bears ultimate responsi-
bility for the full implementation of its regulations.
It is rgcommended that the FDA regulations be revised
to specify the composition of the implementation com-
mltteeflue., the local Institutional Review Committee
for prisoners serving as subjects on investigational
new drug studies. Implementation committees should
1ncluqe as a specific minimum two licensed physicians,
one %1censed lawyer, one minister or social worker,
two inmates of the prison and one ex-offender not on
paro;e. The implementation committee members will be
appointed and recognized by the governor or as dele-
gated ?o appropriate state authority. The manner of
sglectlon of members and the chairman of the committee
w;ll be such as to ensure optimal objectivity and
will be subject to periodic review and acceptance by
state authority and the FDA.

Some concern was expressed over inmate membership

on the implementation committees. It was felt by

some that such membership could constitute a power
base'for a particular inmate clique and lead to the
selling of influence. Adequate protection against
such a situation should be provided, making certain
tbat the inmates themselves desire inmate participa-
tion on the committee, i.e.,would they prefer the
research to remain totally independent of the correc-

tiops.system to the point that they themselves have no
decision~-making power?
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Topic TIIL: Risk, Safety, and Treatment

Studies should only be undertaken in prisons if
facilities are adequate for handling risks attendant
to the particular study.

Generally speaking, an emergency cart containing
drugs and oxygen, together with monitoring and defib-
rillating equipment, in a setting providing 24 hour
physician coverage and unit personnel trained in emer-
gency care and having immediate access to a fully
equipped hospital could be considered minimal in a
unit where a broad range of studies are to be under-
taken. However, in units in which presumably inno-
cuous studies such as testing toothpastes or anti-
perspirants take place, less elaborate precautions
would be necessary. :

Essential also is a good system of record keeping
that permits prompt access to details concerning the
drug under study and procedures that subjects may have
been exposed to during the course of the clinical trial.

The researcher also has the responsibility of
ensuring the security and accountgbility of the drug.
He also has the responsibility of seeing that the drug
is taken by the subject. Failure to take the drug
will invalidate the study and perhaps create a pos-
sible hazard to other inmates should they instead
take it.

There are definite limits to risks to which sub-
jects in the study may be exposed. ©No drug should be
administered to the subjects if animal experiments in-
dicate severe toxicity. Such drugs, deemed to have
possible value, may enter clinical trial at Phase Two
level. No drug related to a known narcotic, hallucino-
gen, or other drugs subject to abuse, should enter
Phase One trials in a prison setting. Specialized
institutions such as Lexington may be excepted. Wher -
ever use of radioactive isotopes is contemplated,
strict adherence to the Atomic Energy Commission
methods and regulations is mandatory, and approval by
a competent group of technically qualified reviewers
is essential.

No studies should be undertaken unless adequate

T aane i,
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‘Provisions are made for appropriate follo
w-up t -
sure the safety and well being of the subjecgs.O ="

No drug studies should be initj i
. iated until ade=-
quate gcreenlng'procedures have been done, including
h;stor1e§, pPhysical examinations, laboratory screens
and special procedures such as slit-lamp studies, '

EKG's,etc., where indicated, ha
the results known. ' ve been completed and

Ca;e of the subject should not
fellow 1nmates: Reliance should be giagzéegitigefo
quent observation by Physicians and para-medical per-
sgnnel and laboratory results to evaluate drug toxi-
city rather than on subjective complaints alone.

Laboratory tests should be completed and e -
gzgedfpre—, Qurlng, and post-study as often as Xgies~
Y Tor patient safety. Unusual findings should be
reported rather than dismissed as "laboratory errors."
Laboratory.stuQies should only be done by ~ompetent )
staff working }n'adequately equipped laboratories.
Attending physicians should be able to converse with

the subjects--thers should be no language barriers.

The committee is urged to
_ 1 go on record a -
men@1ng that some form of "no~fault" insurancesblp:ecom
gviliable to clln}cal investigators. One such s§stem
eveloped by a private group, is apparently workin '
well in the state of Washington. 7

This report from the Research W
Work Group does
not by any stretch of the imagination represgnt a

unanimity of opinion but rather a i
thesis of many ideas. compromise and syn-



V. REPORT OF ETHICS, RIGHTS AND LAWS WORK GROUP
Michael Mills and Ludwig Dimpfl

The Summary of Work Group Two's discussions is a

fask for a reporter more than a recorder, because literal

transmission of a complex ethical debate would be too

~much to compress into these few pages. I shall attempt,
then, to communicate the substance of our discussions on

Ethics, Rights, and Laws without being as discursive as

we necessarily and properly were.

Most of the participants in this conference have
in three days discussed the underlying ethical issue of
drug testing in prisons with great care in work groups,
in the informal sessions, and casually in the course of
the conference. Because our work gioup was specifically
charged with an examination of the ethics of this test-
ing, we thought that part of our responsibility was to
lay out the full dimensions of the igsues, for ourselves

and for others here.

We talked about the inevitable coercion that exists
in a prison: no matter how modern an institution, no
matter how humanely run, no prison in America today
exists in which the quality of prison life does not make
participation in drug research a very attractive alter-
native. Although there were large areas of agreement,
our discussion did not reach unanimity on all points.

We ended up saying that the ethical problem is not
resolved in committee, ig perhaps never resolvable, but
we did, I think, agree to disagree--amicably, with some
heat but with a good deal of light as well. The value
of this conference lies as much in the exposure and the
discussion of the ethical problems as in the resolution

that we have not achieved.,

With that preface, these are some of the elements  °

of the ethical conflict that we considered. First, we

44
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~iearnedb(aqd I emphasize learned because this insight
as, L believe, somewhat new to most of us) thaﬁAghe
ggggizu%;Zszisgartlcipate in drug research and testing
3 ner a rare and important thi )
chance to make a real, effective i bodt come
| ctive decision about
matter affecting his iife in pri Tothing,
: a n prison. When clothin
ii;linééieéhmovemint, sound and sometimes communicgéion
. e control of someone else--the i i
Jer t ) - riso -
gzlggtlzg Siginu;hz seemingly small choice gf whgtﬁgr
or a new drug test is an i
° ) O ) n importan
p??éonig ;getv%ew or.the prison experience, wﬁat thz
prisone u.rs hpeeds is the opportunity to make decisions
quire him to take responsibility for his own

actions and their cons ; >
such opportunity. equences. Drug testing 1s one

o thzecgiizcgi§22§sedfthe advantages to the prison and
ional reform movement of the invol
gﬁsggggngggg:nliz in prison life. These advantagzgffzr
—-have a number of aspects. First
§§§;:2§§O§§1§§stgﬁg irgjects, and particularly éft2§e
al nted personnel who
them, has improved the 1 it Sy
. quality of medical i
prisons. The base line from whi i i e
_ : ich improve i
measured is of course very low, but sgch tgiﬁgslzs

- physical screening of large numbers of prisoners, pro-

visi o € -

orsiggugieghagmacy service, gifts of equipment and drugs

to better hzzlt;eEZ;cii by PhYSicians, have contributed !
e pr

enough to be so exposed..P isoners who are fortunate

Second, largely under th |
_ _ e tutelage of Mi
degéii;sseg the idea that the presenge of P;iggieRector
i ry, of non-correctional people, wi '
in the existing correctio ORI et i s
) _ _ C : ns system; was necessari
3;:cégsing! lllumlnatlng presence,'one that couiélgea
correczinnl?g of much wider public involvement in the
ooxx wilinge §yztem.. The primary focus of this involve-
nent will b industrial: the establishment and operation
N requis'i or mgaglngful work programs, together with
el freé e training. If prisoners are to be returned
1o the fre Zorld'Wlth marketable skills, then private
experiegceus Igoaégfz.the ﬁrison to provide the needed
. ion, however, the prese
Eggzggciﬁzlgal maﬁufacturers and étherspin iigisziy can
=Xt c ase of political and scci ’
ik cone base oF c¢clal concern upon
C reform stands Ju

v : . st as a few
beg;ai%g ?ogsc19us.and regponsible corporations have

ective in job training and hiring piograms for
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minorities, so could they be effective in restructuring
corrections.

Our next major topic was the financial benefit
to prisoners who participate in drug testing. For .
those who have joined in this conference, 1t may no
be necessary to repeat the arguments abgut‘whetherl
financial reward in the prison setting 18 inherently .
coercive. Nonetheless, certain facets of ?he*argimen
deserve special attention. Prisoners QO, it is ¢ ear,_
like and want the money they get gnd, indeed, arefsgmf
times dependent on testing as their only source oL 1n
come.

Some members of our group t@ought that the.flnan—
cial reward and the other qualities of prison life .
make it imperative to discontinue drug tesﬁlng in prg
sons until the conditions of prison life are improved,
until there are alternative forms of remugfratlvz
work, until the wage level_that.cgn be paid fo;,frug
testing is equal to that of a minimum wage or a Iree

wage.

We discussed the inevitable confl%ct between the
needs of a public institution and .a private corpoga—
tion. The experience of some Qrug companies has been
that their test programs are viewed as an lnteyference
with the proper rehabilitative goals of the p;lsoni.%r
at least as disrupting the order}y flow of prison Ll ii
Contrarily, some viewed the testing as 2a prog;amleqqa ty
legitimate, participation 1n which was very lg@i.{ Zus
as productive as joining most ostensibly reha lhl a
tive programs. Although an analogy to the Sgﬁﬁ.ernto
chain gang was made, none 1in the group was willing £o
accept as universally true ?he charge that the pris
system was crassly leas@ng its prisoners, contracting
them out for private gain.

think these concerns really boiled down foxr us

to thi degree of responsibility that We’thought drug
manufacturers working in prisons ought to accept for

. the correctional system. All are agreed, of course,
that the testers have an obligation to be sure that .
the research they do is not harmful to prilsoners, tha
it is scientifically sound and‘conducted in circum-
stances that ensure proper medical supervision and
care for the subjects.

Phase One testing, as done in prisons, is about as
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safe to the inmate as it can be made--so much so that
‘the representative of the Fortune Society stated flatly
that he has never had a complaint about Phase One test-
ing from an inmate. However, prisoners do object to
experimental mind altering drugs administered forcibly
in the name of psychological research. Morally, the
work group considered the latter as deplorable. Phase
One testing or experimentation is in an entirely dif-
ferent league. It is considered to be well conducted
and the protocols are well reviewed--hence, no damage
to volunteers results, and volunteering for such tests
is generally a coveted privilege in most instituticus
where they are conducted.

What appeared to me the majority view was that the
manufacturers, in addition to their scientific respon-
sibilities, should take an active interest in the cor-
rectional system—--an active interest like that all citi-

zens should take, but as peculiarly well-informed and
perhaps influential citizens.

During the course of this conference, the drug
companies were made more aware of the poor moral con-
ditions in prisons. They will, as a result, take even
more interest now, just as any good citizen. There
was, however, an undercurrent saying that the pharma-
ceutical companies owed it to the prisoners to reform
the prison system. The drug companies took justifiable
umbrageg at such a suggestion, feeling perhaps that it
was not up to them to impose their will on a situation
which is properly within the purview of the corrections
system, the prisoners and the general citizenry, and
that they might properly be criticized if they attempted
to do so. Also, the work group felt that since phar-
maceutical companies, in essence, do not need research
in the USA to survive since they can move such research
to Europe, there was little to be gained, and much to
be lost to the prisoners by pursuing such a course of
action in insisting on their position of reform.

We ended the ethical discussion there. The major-
ity of the group (I use the phrase not to indicate that
we took votes on all these issues, but only to differen-
tiate what appeared to me to be a dominating view £from
that of an articulate other group) then went on to
say ‘that there are improvements that can be made, there
are changes we think should be made to improve the pri-
son conditions and civil rights of prisoners in prisons,

: : . v
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and that these changes would contribute in a positive
way to the environment where drug studies take place.

By the time the work group got around to the moral-

ity review of protocol, we were tackling a subject with-

out a feeling of need tc add anything. We all really
knew that today's protocol review is adequate as it
stands. Nobody wants to go on record as saying "no im-
provement is possible" but, as a practical matter, pro-
tocol review is in so much better shape than, say, ap-
proval for attitude modifying drugs for psychological
experiments on prisoners that, truly, the ethicist felt
he could not fault it. It was generally agreed that
participation in the review of protocols by a represen-
tative of an independent ex~inmate or inmate organiza-
tion would help. However, custodial personnel might
prefer not to have Phase One research conducted in the
prison.

Some, however, sald in effect "We think the ethi-
cal question is still open ‘and has not been answered
satisfactorily, but assuming for the moment that it has
been, we agree with the need for these changes."

We dismissed quickly the signipng of waivers on
consent forms. They are forbidden by Department of
Health, Education and Welfare regulations, they are
without legal effect, and they may intimidate the sub-
jects who sign them. They should be banned.

We then dealt with the problem of the research
review committee. Although it was the feeling of oux
group that other groups could suggest more pointed
improvements in the scientific and technical aspects
of research review, we examined at some length the is-
sue of what the committee's composition should be.

The committee should include lay people (those not
scientists) and, most importantly, inmates and former
inmates of the prison in which the testing is being
carried on. '

The selection process for the inmate members and
ex-inmate members is a difficult problem, but we have
reason to believe that, increasingly,; prisons have
real internal political processes, whether recognized
by the administration or not, for the selection and de-
signation of spokesmen. It is important that the inmate

&l . e . FISIN
N I S
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member of the committee ha
‘his constituents in the P
process free from influ

Ve genuine legitimacy with
rlson, and demands a selection
ence by the prison administra-

Although we did not resol
: ve that the committe
igggédiﬁroggedtunanlmouslyr so that any singlelmsgger
{1 eLlect exercise a veto, strong senti '
L s ime
th;t procedure was evident. I understgnd that ;ghfor
iﬁ}stlng research review committees in fact proceeg
ti;ilZ?YI'Whethir their rules require it or not Par-
clrcumstances might, of course i in i
the unanimity rule was unwiée +AESe En which

.

ae nggszlwho.the laymen on the committee should be
ear: clergymen and lawyers are the cus tomary

selections, but the gro i i
i their’utility. group was not particularly lnpressed

We conclude and recommend th i
) ) at the review commit-
Eﬁ:b take an active responsibility for Supervision ég
projects they have earlier approved. Review of the
_ch i 's credenti
ﬁiiwgozosggilctgqt.t T%e committee's membership md:taéz
. Subjects (perhaps by inclusion i h
consent form), must be available t ¥ ot
On.E _ e to the sub-iects
Visit the site of the testin . v an
! d must be cl L
of the conduct of the ject. o sure That o
' : Project. They must e
the scientific work is bel i  ppsoves”
. ng carried out as a
and in proper fashion but mo i Ay
i : st important, from our i
Oof view, is that the subjects are being éreated corggézfy
We charged the research revies i
) : lew committee wi
giziez.of consent procedures, to be sure that thzhigﬁe
atlon given and the language in which it is phrased

are suitable for the subject population. The test of

: : : sed must be approved
Prisoner must receive a copy of the fogg he siéﬁg the

eringIgigrﬁigngsnsen?'iz not handled badly now, consid-

: :t .a e risk is minimal, and b

1ng too much affects the result ( ‘ot L S

T 00 T ; C S. It was pointed out

$?§§ %g és.es§ent1al fgr a prisoner to havg contact

he ot utside" people in order to rehabilitate him. This
gets with researchers who are trying to do a conscien-

tious job. =R - in PF
ity gnes.ﬁ esearchers in Phase One do not try to pull
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We then turned to the issue of disclosure. Draw-
ing upon thin threads in our discussion; I think that
there was a consensus that the manufacturer and the
department of corrections~-and perhaps the Pharmaceu-
tical Manufacturers Association--are obliged to dis-
close, to make known, the contribution of prisoners to
medical research. As California minimally does, each
department should publish the name of the investigator,
the nature of the study, how many men were involved,
the number of days they participated, and the compensa-
tion they received. The role of prisoners in drug
testing is not well known and widespread publicity for
the enormously beneficial contribution prisoners make
would be helpful to the cause of correctional reform,
the work of ex-offender organizations, and the self-
esteem of the prisoners themselves.

We turned then, with some trepidation, to the pro-
blem of informed consent. The consent half of that is
intimately tied up with the fundamental ethical guestion
of whether it is possible for a prisoner to make -a truly
free choice in a prison, and the failure to resolve the
ethical issue underlies our failure to resolve the in-
formed consent issue.

Leaving aside the "consent," we focused on "in-
formed," preferring the phrase "the duty to inform" to
that of "informed consent." This duty falls upon the
investigator, the department of corrections, the re-
search review committee, and the sponsor. Maximum pos-—
sible disclosure of the nature of the experiment, the
risks to be expected, and the benefits that may flow
from the drug's success must be made. Consent forms
must be written individually for each protocol; blanket
consents to vague studies are unacceptable. Further,
by contrast with the waiver provisions occasionally
found now, the consent form might contain an explicit
assumption of the obligation of care in the event of
test-caused harm to the subiject.

We discussed at great length, without I think much
success, the task of finding alternative populations on
which to conduct drug tests. The resistance to even at-
tempting to devise mechanisms for attracting and utiliz-~
ing free-world volunteers was impressive.

We discussed, finally, compensation, realizing
that the issue is really two. First is the payment

Righte Work Group Report
51

question. We concluded that the
' . CC . € proper level ~
ment for partLCLpatlon was not much gn excess gg ﬁhg

benefit of the prisoners L i
: - This might be an existin
;ggiggswsifgr: igggoggrig might ?e specially establgshed
S urpose like the im
of medical care Such a f i 1 1 interas
: . und, including all intere
sgtﬁt,tspould, il any case, be controlled by the in;:t
out lnterference from the pPrison administration =5

r

contr?iugig no;wge§tl§ piecisely'how much should be
‘ . -0glcal measures were th, i
between the amount ] minim onoe
the paid and the statutor ini
Oor the difference between the amount paig giglggﬁeyage,

thing calculated as w i
voTag. ol hat it would cost to get a free

o paggn;e:rgzgsggzglthe drug companies do not object
) ‘ € wage. Wages, ho
by the prison administ i E rposale Tontr
y the ration, and are purposel

Minimize the coercive financi 1 s in te y.low £
They are, in oot 7 lal aspects in testing.

' r Xept at: the level of an oth i-
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‘ ] utical com i i
;iiigmprtsongrs because they meet the Pﬁ:g;egniliz
cements of the Food and Drug Admini i :
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as no contact with women - during testing (whennéh:ugg—

fect of the drug on i
oves iy etc.g a foetus is unknown), and control

ready to go to i i
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?ggt:iozégeigzgodgcis it tgéiugggé gigd;rfvziz ggggérs
for another. Tach year thoy apply o pas sor ol 3

for USA marketin

_ \g as the Phase Three i i
Up in country after country. or met anailds
years to get USA approval.

This does not take 14
The European subsidizing




¢
-

52 Conference on Drug Research in Prigons

route for research is already cheaper. We may, there-
fore, be arguing a dead issue in debating the problems
of Phase One testing in the prisons of the United States.

The other half of the compensation issue, and the
one for which the term should properly be reserved, is
taking care of those who are injured in the event of
mishap in an experiment. We realized that the risk of
injury is very small in the kind of Phase One testing
with which this conference has dealt, but some risk
does exist. The moral obligation to provide assurance
that injuries will not go unaided does not vary with the
probability of harm.

We spoke of a no-fault insurance system, to be
provided either on the model of Workmen's Compensation
or by a special system. If private insurance companies
were unwilling to assume the task, perhaps because they
considered the risks too unpredictable for the making
of financially sound actuarial decisions, then a govern-
ment insurance system will have to be considered.

There are two things that still go on which are
morally reprehensible, and the conferees were unanimous
as to what should be done about them. These are:

a) blanket waivers (which are illegal, and represent

the wrong approach to the problem of which they are the
symptom), and b) no-fault insurance in case of harm to
the subject. At present, the prisoner has to prove a
fault in the protocol to collect. Because there is no
history of insurance experience, no-fault premiums would
at first be high. But, if present experience continued,
the premiums would come down in cost rapidly.

VI. REPORT O? CORRECTIONS WORK GROUP
Robert Fish and Charmian Knowles

Introductory Note

gions from the administrator's perspective
oughlin, Assistant Director, of the Juvenile
of the Department of Correctio i

Mr. Joseph
: v Division
ns 1n Illinois was kind

Ours first responsibility is -
munity as a whole. I rggardtzhzhﬁnggges
as a part of the community. We have a
responsibility to assure that if an in-
mate is an immediate threat to the com~
muglpy because of overt aggressive act-
1V1F1es, we have to hold him in custody
until we can somehow conclude it is safe
to send him out. I think confinement of
any kind is punishment.

B

The Work Group on Corrections looked at the pro-

blem of dru 1 i
g research in prisons with special i
(] . e
g?othe Prison environment. In the two gays of ggziiéf
ns, the topics which we covered included:

1. PFederal policies c i
» oncerning d
rasearch; g crug

) 2, Monitoring research Plans and practices;

3. Informed Consent;

4. Risk, Safety, and Treatment; and
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5. Compensation for participation and
for injury.

A. The Nature of Phase One Testing and Lts Regulation

There is confusion in many people's minds between
Phase One drug testing and other moxe dangerous types
of experimentation. If Phase One drug testing is to
continue, it is necessary that this distinction be made
known to the public as well as the administrators and
prisoners. Serious risks to prisonexrs do not occur in
Phase One drug testing. However, there was much con-
cern expressed regarding other types of drug testing
and other types of research. It was recognized that

most of the research about which there has been concern

and criticism has been done by persons other than those
associated with the pharmaceutical industry. We ad-
dressed the issue of how to do Phase One research in a
way which would not be too much of a problem for the
correctional institution, would not be psychologically
offensive to the prisoners, and would not add to the
rumors which circulate among prison inmates and the
public about the horrors of prison experiments. such
rumors have existed because of unethical or guestion-
able research which has gone on in the past, and still
goes on in fields other than Phase One testing.

In 1952 there were almost no Federal regulations

- regarding drug research. Since that time more and more

laws and regulations have peen enacted and adopted to
secure the safety of the consumer. The FDA is con-
cerned with drugs to be used on huvans, and they regu-
1ate animal studies leading to human studies and all
human tests. Anytime a research group wants to test
out a new drug on humans O study a new therapeutic
use for an existing drug, they must first file with the
FDA. The results of their animal studies must then
meet FDA standards before being allowed to proceed to
the first of the four phases of testing of drugs on
humans.

Convicts are involved in Phase One studies be-
cause you need healthy subjects. In Phase One you are
just trying to establish safety of the drug, and to
take measurements regarding its absorption and meta-
bolism. In this type of testing you are using only up
to a certain dosage level which is a small percentage

Corrections Work Group Report 55

of what was considered safe in animals

C . . A Phase One
study rarely extends more than 30 days and is usually
igncluded in 14 days. FDA regulations are very effec-
ive, and if anything they are more conservative than

the drug companies like; thus, the
ot the orisomers. i r . y are the protectors

) With regard to the question of w i L

an ldea% pl§ce for Phase One research?e§2e§a§r;igzeés
that while it is possible to do Phase One studies in

a hospital environment and it might be safer in cer-

tain cases, at this time, for most drugs, the prisons
are the best places for conducting such studies.

Highly toxic drugs are used in humans
EzziF highly lethal disgases like cancer. ;ﬁiyisitial
b ing of these drugs is done on the sick patients
Lc@ is in effgct proceeding directly to Phase Two’
ind is not carried out’in prisons. As far as prisoé
is@lng is concerned, it is estimated that 90 percent
o} lt.lnvolves essentially no risk and concerns such
?aterlals as pollen testing, and skin lotions. In
§Ct’ a greater risk is involved in the later phases
of drug testing, which are not carried out in ﬁrisons,

when the dosage levels are in
. creased to t
therapeutic effectiveness. he range of

New drug studies begin with the filing of an In-
;ﬁztigatlonal.New Drug (IND) application wgth the FDA.
filinesegﬁch is permitted'to begin within 30 days of
Pk gﬂ lF the applicant has.not heard to the contrary
Srom te EA' However, the lnyestigator would be most
notificgt$ art a project at this point without positive
no tion. ?harmaceutlcal coripanies have represen-

atives in Washington who trace IND's through the FDA
and know where they are in process. :

B. Monitoring

_ There are four positive results which e i
ﬁgiﬁtor%ng should accgmplish. One of the bigfgiggIst
prisoprlson research is ?he prevailing belief that
imentziis are uged as gulnea‘pigs for dangerous exper-
s og. This m+sconceptlon could be cleared up
eliminytaduse of prison research could be uncovered and
thems ated through national monitoring. On a state or

itutional level, monitoring would have two aspects:
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It would ensure that the design of an experiment is sci-
entifically sound, and it would assure appropriate con-
cern about sociqlogical, psychological, and ethical is-
sues. Institutional monitoring might help improve pri-
son life by giving some of the prisoners the opportunity
to serve on the review committee, which would provide
among other things, a channel of interpretation to the
prison population.

1. Monitoring at the National Level

Extensive work is now being done in the area of
monitoring prison research. Mention was often made of
the Research Advisory Committee of Connecticut which
was written up in a recent article in the American
Journal of Correction and used as a source paper for
the conference. In addition, there was mention that
plans are being formulated for the establishment of a
temporary moratorium on drug research while the issue
is being investigated more thoroughly.

Barring any unethical practices there is not much
likelihood of extreme physical danger to the prisoners
at least where research under drug manufacturers' aus-
pices is concerned. However, there exists both within
the prison system and also in the public a bad image
with regard to prison research. Prisoners have a dis-
torted point of view, as does the lay public on the de-
gree of risk involved in Phase One testing because they
do not differentiate between this and other forms of
experimentation and treatment involving Ppsychosurgery.
This is not of such great concern with regard to the
public at large, but this could be psychologically very
detrimental to the prisoners. There exists in prisons
a "rumor mill." As a result of this "rumor mill,"
prisoners are made to feel that dangerous experimenta-
tion is going on inside the prisons. In addition to
the effect on morale, these rumors leave room for de-
ceptions to crop up. The example was given of a con-
vict who came out of jail with heroin tracts on his
arm, claiming that it was scar tissue from prison test-
ing. Although FDA regulations ensure drug research,
there are other types of research being done in pri-
sons which are in part responsible for the existing
image; examples being psychosurgery and behavior modi-
fication.

It would be helipful if facts about research (keep-
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ing in mind that trade names and formulas must of neces-

'sity be kept secret) are released to the public. In .

fact, some of the pharmaceutical companies are already’
making plans to publish written reports of their prison

research. Also, it would be helpful if the FDA released’

their information about prison research.

There is a need for adequate full disclosure on the
part of not only pharmaceutical companies, but on the
part of corrections as well, as to what types of exper-
iments are being conducted in institutions. This should
be an active release of information, and not just a re-
luctant provision of information when someone hunts for
it hard enough. This information should be in keeping
with the necessary confidentiality for such experimenta-
tion. For instance, while it might not be necessary to
know the names of experimental subjects, or the chemical
breakdown of drugs utilized, it would be perhaps neces-
sary to know something of the effects of the drugs being
administered, e.g., is it a massive sedative, a skin
lotion test, etc. The lack of such information lies
at the root of the rumor mill, and has caused much of
the distress of those trying to. deal seriously with
issues involved in experimentation.

While the suggestion of revealing FDA protocols
was made, much of the information involved in protocols
could be yuite frightening to those with inadequate
background to understand them, and they could be used
in an alarmist fashion to frighten the public.

The view was expressed that such information as
it was decided was proper, should be released publicly
and actively, but that there are problems in doing
this. Corrections and pharmaceutical companies both
have trouble getting the confidence of prisoners. While
both should make input, they should process the infor-
mation through a source that has the confidence of the
prisoners and public alike.

2. A National Conference on Research in Prisons

Wishing to follow through on the issue of national
monitoring, we found that making the drug research
available still left another part of the rumor problem
unsolved, because we had not considered the effect
which non-drug type prison research might be having on
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the public image. Recognizing that it was beyond the
scope of this conference to handle that question, oux
work group formulated the following resolution:

The Corrections Work Group recognizes
that the best interests and the rights
and well-being of the inmates are para-
mount . We further recognize that bio-
medical research is essential to serxrve
the health and well-being of the com-
munity-at-large, and, further, that the
rights and well-being of one should not
compromise the rights and well-being of
the other.

The Corrections Work Group recommends
that the scope of inquiry into experimen-
tal research in prisons be extended to
include all biomedical research being
planned and conducted in all correctional
institutions within the United States
and Puerto Rico. We recommend that fur-
ther exploration of biomedical research
in prisons be done with possible forma-
tion of a coordinating agengcy to inform
the local organizations and government
of research conducted.

In carrying out the inquiry, it is re-
commended that the National Council on
Crime and Delinquency and others convene
another conference with other institutiocns
and organizations, both public and pri-
vate, conducting biomedical research in
prisons.

At the conclusion of such a conference,
it is recommended that the National Coun-
cil on Crime and Delinquency explore with
others the establishment of a body cf
pecple representing a cross-section of the
national community which should include
groups as the American Medical Association,
American Correctional Association, American
Public Health Association, National Urban
League, National Council on Crime and De-
linquency, prisonerxs' and ex-offender oxr<«
ganizations, biomedical .researchers and

P s
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physicians. This body will take the
responsibility for collecting informa-
tion on present biomedical research
and experimentation on inmates, the
nature of such studies, comment on the
impact of such studies, and make recom-
mendgtions to the inmate groups, cor-
rect;l:onal systems and others, provide
testimony on existing and proposed
leg%slatlon, and take any appropriate
action to eliminate injurious oxr im-
proper biomedical practices.

?his resolution would call for a similar m i
Fo g@ls one representing all those who are insolizglng
;glllomedlcal research %n correctional institutions.
alm_gzigg‘that and growing out of that might be a nation-
al- Ons.b}i‘watcheng—-CO@mlt?ee, which would have the
natE _1_; ity for informing itself on those matters
tion-wide, and through communication with the various
gilnCLpals involved, of assuring that abuses do not
hc;ur and helping to assure that ther. are standards
Y ich begome dlsgemlnated nation-wide; that lessons
sgirne@ in one situation are carried over to another
iltuation. Three major sources for research information

would be the FDA, the pharmaceuti m i
- ical compan
state an@ local review boards. panLEsy and the

Our concerns were that the meth
. : ods chosen would
provide safety and consideration for the prisoners and

at the same time keep the research from being too trouble-

some for the overburdened correctional officials., In

addition, too many rules and 1
ddLt regulations would m i
difficult for the research to be carried out at :ﬁi.lt

The other three aspects of moni i
mon i : onltorin i
nitoring on a local level. . g dealt with

3. The Scientific and Ethical Review of Protocols

‘ Thgre are three issues remaining with regar
2g?lt?:tng, two of whigh involve thegpresent gaydpggto—
"Prétocoi fas the.Amerlcan gorrectional Associlation's
Testingm) wﬁ; ﬁedlcal Experlmentat%on and Pharmaceutical
reviewgof ic ‘call for both a scientific and an ethical
o oW o lixpern.ments. ?he scientific review looks at
g al resegrch design, the medicines being used,

questions being asked and considers whether the ex-
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periment is scientifically sound. In addition, it at-
tempts to come up with some sort of risk benefit ratio.
The ethical or lay review considers such gquestions as
safety of the prisoners and appropriateness of the cor-
rectional setting for the experimentation.

These two types of reviews should be carried out
by two separate committees and the scientific group
should report their findings to the lay committee.
However, an arrangement swuch as they have in Connecticut,
where the scientific committee is a sub-committee of
the institutional board, would be adequate.

The important point about the scientific aspect
of reviewing is that the reviewers should be objective
and, of course, honest in their decision making. Scien-
tists from a nearby university could meet this need.
None of these scientists should be in any way affiliated
with the research project.

The Institutional (or lay)} Review Committee which
acts as an advocate of the human rights of prisoners
as opposed to the Scientific Review Committee may be
predominately composed of non-medically trained indivi-
duals. While the researchexrs of the A/B work groups
expressed resentment of some of the iImplications that
they were not capable of protecting the rights of their
subjects, and possibly were not as concerned about their
welfare as they might be, the others felt that it was
not so surprising to see researchers strong in the be-
lief that they were sincerely and devotedly interested in
the human xights of subjects in their studies. The -
point that the group tried to get across, however, was
that unless one eliminates an obviously biased enthus-
iasm for a particular study from review committees, the
committee will be tempted, from enthusiasm and good will
--not as a malicious or malevolent factor--to let the
rights of individuals be compromised.

The monitoring committee shoulé not only be res-
ponsible for approval of a research project but should
follow each and every step of the project. For example,
they should inspect selection of the subjects, schedul-
ing of the subjects' 'time (to make sure the research
does not conflict with other necessary activities),
treatment of side effects and other aspects of the
experimentation.

stitutions from one through five,

a‘.,; . /,/
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4. The Assessment of Risk
: , : and Its | ; ‘
to the Institution ‘ A RElatlonShlP,

One of the first questions whi %
‘ . _ ich the 1 |
zhould consider is the risk involved to theagrgggigrs
ased on the predicted side-effects of the d '

some high risk experiments
in the prison system.

is. ° tists to give an accura 5 -
;ggggtozhof the risk %nvolved. One possible tozi Sib
aosis ., gsih23251diriqg medical research in corrections
3 ( relating the degree of risk i
in the medical research wi . fo whin the”

. : with the degree to which
Ccorrectional facmllty meets the requirements fér :ﬁe i
ldeal correctional setting in whi ;

' ch medical rese ‘ ' :
might occur. A sample chart is shown in Figure g;gh

A x| x| x| x

| B X x| x
RISK C | X | x
D X

B ?

1 2 3 4 5

PRISON CONDITIONS

FIGURE ONE: RELATIONSHIP BETWEEN RISK AND
PRISON CONDITIONS

. The horizontal scale of the chart would rate in-

tic C "One" would no
€ Minimum requirements. “"Fiye" would meet the Edzzit




1
tl

di

t

62 Conference on Drug Research in Prisons

requirements. The vertical scale would rate the experi-
ment on the basis of risk to the subjects: A--would
involve no risk of either discomfort or danger to health,
such as the evaluation of different taste attitudes to-
ward cough medicine; B--would involve some inconvenience
and possibility of some irritation; C--minor discomfort;
D--major discomfort; E--chance of side effects. An ex-
periment with a risk of E, then, could only be under-
taken in a correctional setting with a rating of 5 or
ideal correctional setting for medical research. The
ideal setting would have to, among other things, provide
alternatives to subjects such as paid work opportunities.
It would have to have available adequate medical facili-
ties both to work with the subject in the process of

the experiment, and to immediately meet the subject's
needs in the event of unanticipated severe reactions.
All elements of opportunity for free decisicn would

have to be present, etc.

The best recruiters for medical experimentation
have been found to be subjects who are happy in their
experiences with a program. o v

5. The Composition of the Institutional Review
Conmlttee .

«

Still unresolved guestions were, who should pick,
pay or serve on the Institutional Review Committee, and
whether there should be many institutional committees,

" por one state orx state-wide committee with institutional

reporting sub-committees. However, several guiding
principles were developed.

In order to secure diverse viewpoints, such people
as lawyers, sociologists, correctional officials, clergy,
prisoners and ex-prisoners, as well as doctors and clini-
cal pharmacologists should be chosen to serve on the
committee. They should not be connected with the pro-
ject under consideration.

A majority of prisons are located in areas where
many of the local citizens are in some way connected
with the institution. In such a situation, it is pos-
sible that the Institutional Review Committee being
sympathetic to the prison administrators, might tend
to overlook some of the inadequacies of the prison for
housing a proposed research plan. TwoO suggestions were
made for solving this problem. First one or more non-

lf(
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local representatives could be-picked to serve on the

review board, and second, the local bo
cor e . ard
under the jurisdiction of g state board. could be put

It is difficult if not impossible fo
the cogmunlty at large to undegstand thi ;eingii fg?m
the prisoners %nvolved in the research. wWithout {ﬁat
knowledge, it 1s often difficult to make méaningful
decisions. This would be true especially of the later
stages of monitoring where the committee is tryingkto
ensure that a project does not hamper prison life To
combat this problem a number of review boards sucﬂ as
the Research Advisory Committee in Connecticut have
asked prisoners and ex-prisoners to join the committee
Although we were unable to come to a consensus with '
regard to the number of prisoner representatives, we
all agreed very strongly that prisoners should bé in-
. cluded on the Institutional Review Committee. Sugges-
tions for numbers of prisoners on the committee ranged

from two up to one third, and
~ most agreed ;
such as 1/20 would be toé low. s that a ratlo

It was felt the committee positions o
prisoner representatives should?be dividedp§2:$e:§ in-
mateg and eg-lnmates, because prisoners serving on a
committee with corrgctional officials might be hesi-
tanEdto express their viewpoint whereas an ex-convict
woulc ?eel‘freer to do so. While convict and ex-convict
pa;tmc;patlon would be relevant to the committee on in-
stitutional review, which deals with sociological and
psthologlcgl issues in terms of the prisonexr's rights
Egeézriipgrlipce would be unlikely to gualify them '
T cipate in the i i 415 Wi i
fifie ong Eedical reviSSTmlttee which de&ls with scien-
The composition of the Institutional Revi i
tee sha;l include representatives of both ihzlnggzgﬁlt
Egpulat%on and outside groups designated by members of
hae subject popu;ation to serve in this capacity. Per-
Chps representatives of ex-prisoner groups should be
osen to serve. Because of their familiarity with
prison problems and understanding of the many diffi-

culties i .
butions,Prlsoners face, they can make valuable contri-

)

D. Informed Consent

A primary concern in the area of informed consent
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was whetheyx a prisoner who is conditioned to having
every decision of life made for him is capable of de-
ciding whether or not he will participate in a reseaxch
experiment. The initial form in which this question
was posed was, "Can a prisoner give informed consent

in high risk experiments?"”

1. The Provision of Information

One major problem with informed consent is that
too much information definitely biases an experiment.
Reference was made to the placebo effect, e.g., when
you list a whole series of symptoms or reactions to a
person, such as vomiting (which frequently occurs with
dogs in drug trials because of their extreme sensitivity
to drugs, but is seldom recapitulated in human subjects)
as a possible consequence of taking a trial drug, a sub-
stantial percentage of those so informed report those
symptoms. In a group not so informed, the amount of
such reports drops off sharply. So, there is no doubt
but that this prior knowledge biases tests. The pro-
blem which has been raised many times before remains
as one of "how much information is a necessary and good
thing."

We all agreed, that in the legal sense of the word
all prisonexrs are given the right of informed consent.
In other words they are duly informed of the nature of
the experiment and risks involved as well as their right
to pull out at any time.

2. Coercion and Informed Consent

The real problem is the possibility that the pri-
soners are being forced or unfairly induced to paxtici-
pate by rewards which are not commensurate with the
prison setting. The question then is whether or not
prisoners are free to volunteer in the prison setting.

Several majoxr obstacles to free volunteerism on
the part of the convicts are: (1) the belief that par-
ticipation might help obtain early release; (2) the
promise of high pay (in relation to the regular prison
pay scale) for relatively light work; and (3) the lack
of other work alternatives. We realized the prisoners
are not in a position to make a completely free decision
and hence are not free to volunteer, but this in itself
is not reason to discontinue the research.

the minimum prison wages," "
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In spite

The next obstacle to free

) 1 volunteeri L
Money 18 a powerful induceme Fanong proacy-.

nt for work among pPrisoners,

Minimum prison wages. This means that in a prison

where there are no d j
pPaying jobs, any research would
not be able to compensate the prisoners monetarily.

The third obstacle
lack of other work oppoxr

ggiu?gjggizzrgfeghe Zo;k group felt that no research
: . ‘ out in this situation H
minority of the group members fel ) g
: : ‘ t that research in
;2i:oiéigazéOiegouldtPrOVide a healthy opportunity for
: » P active and to have physica ina-
tions ang contact.with outsiders tc tﬁeyprisén?xamlna

To summarize

our suggesti imizi
volunteesinhe ggestions for Maximizing free

(1) No parole should be off
: ered for partici-
pation--care should be taken to gvoidCl

any suggestion of favorabl
- : e parole con-~
sideration asg ga reward;: P "

(2) Pay scales should be ]
. ' equal to the mipimum?
Prison wages in the prison system and no
payment should be made where no other

1 ’ v ‘
One participant specified instead of "equal to
no more than prison wages."
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paying jobs are available;

(3) No research should be conducted in prisons
where there are no other work opportunities.
(With a minority feeling that with appro-
priate care research is acceptable in this
situation.)

Tn instances where coxrrectional institutions in-
stitute work programs for prisoners, and where there
are also medical research projects in process, these
work projects, whether they are bock binderies or any
other type of workshop, should be arranged so that they
employ enough people overall to give all of the men ox
women in the institution the option of working within
them in contrast to becoming involved in the medical

experimentation.

3, The Consent Form

Tn addition to other suggestions designed to guaran-
tee the informed consent of prisoner participants in drug
research, members of the Corrections Work Group agreed

that:

(1) The consent form shoul@ include the name
of the project sponsox and the use, as
far as is known, to which results will
be applied (a prisoner who might be will-
ing to participate in a study to £f£ind
a cure for disease might not be willing
to participate in a study for germ war-
fare by the Army); and

(2) A prisoner should be allowed to keep a
copy of the consent form signed.

Recognizing, that these guidelines could not make
volunteering entirely free, we felt nevertheless, that
they were sufficient to warrant the continuation of
prison research. We also came up with othex suggestions
for facilitating informed consent. First of all, the
names of the members of the Institutional Review Com-
mittee as well as some information about whose spon-
soring project should be published on the consent form.
This would enable the volunteers to keep in touch with
the monitoring committee in case they have any ques-
tions. Secondly, the monitoring committee should make

Corrections Work Group Report 67

‘somelassessment of the motives of individual volunteers
and keep track of how many times a prisoner volunteers
In this way they can avoid having prisoners in more |
Fhan‘one study at the same time, and screen out indiv-
iduals compulsxvely'volunteeringvfor evexy prisoh stud
The protocol should state that prior recent.experiencey.
of any 'extended period of time would exclude the per—
son from the opportunity to participate again, since
all of the inmates should have equal oppbrtunity.

1. Benefits to Inmate Volunteers

From the practical point of view, all volu

are Fequlreq to go through a complete'physical 2:?2;:
testing begins. Due to existing inadequacies in pri-
son medical care, this is often the first physical
wplch the prisoners have had in years. Doctors have
dlagnosed such illnesses as diabetes, cancer, and
brain tumors. Having research programs allows outside
doctors access to the prisons and to raise gquestions
about treatment and what goes on in the name of treat-
ment. Secondly, participation in research gives the
prisoners an opportunity to have contact with people
outside the prison system. In addition, it gives pri-
soners an qpportunity to learn something about the re-
search tak}ng place. Some prisoners, for example

have gone into science occupations after release in
girt pased upon tpeir exposure to the prison research.
A d.flnally, part;cipating in the research is an oppor-
uglty for the prisoner to feel that he is doing some-
thing worthwhile and useful.

2. Benefigifto the Institution and to the Inmate
Population ’

Besmdeg these benefits which come from the per-

gonal_expeylence of participating in the research;
enefits might also come from the pharmaceutical com-

gzgles. Ig some cases for instance, the pharmaceuti—'
ca companies doing the research have made substantial
Stgigyements on the prison facilities which were left
thesel?g after the research was finished. Granted that

lnstangeg are not that common, there is still
another possibility where, as in Connecticut, the
pParticipating companies pay a certain sum proportional
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‘to the size of the research which goes into the local

prisoners welfare fund. All in our group were in favor
of this idea with the reservation that in cases where
the companies are aware that the money from the pri-
soners' welfare fund does not go to the prisoners, then
they should not contribute the money. One possibility
which might be looked into, where the prisoners' wel-
fare fund is used improperly, is to contribute money
into an outside trust for use of the prisoners after
they are released. Programs, above and beyond the

pay scale for research projects, sometimes contribute
to such welfare funds on the theory that only a cerxr-
tain number of prisoners can be used on research, and
that because the spots are limited, the other prisoners
should derive some benefit also from the program.
Therefore, this money is put into the general welfare
fund, to purchase recreational equipment, etc.

F. What the Work Group Participants Took Away From
the Discussion

All those concerned with helping the prisoners--
actually this included not only the prisoner repre-
sentatives but everyone in the work group--took away
the feeling that our suggestions for-monitoring and
conducting prison research will help to eliminate
those elements of the research which might be hinder-
ing prisoner rehabilitation. Furthermore, those who
work with prisoner groups can help allay some of the
fears and rumors regarding research insofar as phar-
maceutical experimentation is concerned.

Correctional officials took away a clearer pic-
ture of some of the guidelines which Institutional
Review Committees should use in deciding whether or
not to allow research at their institutions. One
member at the closing session remarked that aftexr be-
ing at the conference, he would pay particular atten-
tion to seeing that prison facilities are adequate
for the involved risk.

In the Juvenile Division of the
Department .0f Corrections in
Illinois, all of the institutions
are small, and all of them are
programmed to the hilt. They are
running into the problem where they

Eidosicsnivine . i
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are looking for time. If you have
& new program, where do you plug it
in? '

.

) Thg lnyolvgment of research activities in correc-
tional institutions is an additifonal substantial burden
to the correctiopal administrator. Correctional admin-
lstrators are going to be increasingly concerned about
what they wlll allow to happen at their institutions.
They areé moving away from the old fashioned, tradition~
a}ly oriented, tight-fisted approach to a more profes-
sional approach to corrections. So, administrators
will be concerned for two reasons. The second is that
they are being increasingly held accountable in regard
to legal challenge as to what happens in a correctional
setting. T@e faculty protocol developed by ACA re-
flects the lncreasing concern of correction administra-
torg about these kinds of issues. One correctional
administrator felt it was hard to listen to the same
kinds of allegations directed at correctional admin-
lstrators which had been expressed by others about
doctors anq biomedical researchers, i.e., that a lot
of correctional administrators are unthinking, unkind
unconcerned, and willing to let inmates get hurt. He' ;
felt that gertainly some of those kind of people are
around us just as there are doctors in corrections
who have slid into corrections because they have slid
out of anything else, but that nevertheless we have
many excellent men across the United States who are
pPracticing in corrections. :

A member. stated that he, through the ACA, will
be able to bring the suggestions and ideas of the Cor-
rections Work Group to other corrections officials, and
maybe next year when another decision along these lines

comes his way, he will be in a better Lti
P ' position to cope

 Finally, the pharmaceutical manufacturers can be
confident that any new guidelines or committees that
may be set up along the lines which the Corrections
Work Group have advocated, are not meant to hinder
their research, but, if anything, to facilitate it and

Szlp to ensure that it will be done in a responsible
Y.
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VIiI. REPORT OF PROCEDURES WORK GROUP
Carol Palley

The Ethical Fitness of Investigatoxs

The problem of how best to assure the ethical fit-
ness of a researcher was the first raised in the Pro-
cedures Work Group.

The group considered whethexr investigators should
be licensed as means of ensuring their ethical and
scientific qualifications. The discussion led to des-
cription of an existing system of licensing in Europe,

‘where the practice is open to abuse. Perhaps a de-

tailed and careful licensing system could avoid such
abuses, but the consensus of the group was that the
ethical fitness of an investigator could not be assured

by licensing. .

The Food and Drug Administration (FDA) has regu-
lations to ensure the scientific qualifications of the
investigator, evaluating both experience and expertise.
Their system is flexible enough to ensure that the in-
vestigator is-qualified for the particular research
he or she is conducting. However, the FDA can by no
reasonable means accomplish the task of weighing the
ethical fitness of the researcher. This task is better
given to a local review committee. ' :

To aid the local review committee in its task of
assessing the ethical fitness of an investigator, he
or she should appear personally before the committee,
either to make a presentation, or to answer questions
posed by the committee. No procedure can assure re-
moval of all unethical researchers, but at least by
exposing the investigator to the committee, there will
be opportunity to assess the person and determine
whether he or she should be participating in research.

70
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_Appointment of the Review Committee

Discussion then turned to the int-
ment to the local review committee.Prﬁgligeogp;gggtgt
ment of a committee it is necessary to avoid collusion
between the review committee and investigators, and
to ensure credibility; there is also need to avoid
the appearance of collusion. The appointment of the
commlptee is closely tied with the problem of the
legitimacy of the committee. Is the system of appoint-
ment sgch that fair and reasonable assessment of the
study in all its aspects can be assured? The commit-
;§2r$25t 2? biyond the coercion of investigators and

ceutical compani i i i
B e in the publ?c e;:.allke in order to have credi-

_ Currently the appointment of a local i -
mittee varies from area to area. In somé ii:é:wwggﬁe
the study comes out of a university, the president or
dean of that-.university will appoint a committee from
among members of the university. In some areas pri-
son authorities review proposed research projects.

Perhaps in a situation where investigat
not going through a university the reviewgco;;itizz
should be set up by the Board of Corrections. They)ﬁ
could be responsible for finding a group qualified.
to serve on a review committee. At one point it was
even suggested that the -Board of Corrections could
be responglble for reviewing any proposed new drug
research in Fheir prisons. The problem stated with
this suggestion is that this responsibility is really
outside the expertise of most-Boards of Corrections
Tpe question then was raised: Should all pharmaceu:
tical company research be involved with a university
an@ the;eby have all review committees come out of a
university? This proposal would lead to a university
monopoly on new drug research, which would be unjust
since many good scientific investigations can be based
in hospitals or medical schools. . '

- _The problem of the legitimacy of the committee
SFlll has not been solved. Yet, should this group
dictate how a local committee is appointed? Isn't
it the‘responsibility of the local people and the
localplnstltutions to choose a committee appropriate
to local conditicns? In this forum it is impossible
to solve all these problems. If we try to appoint

TR
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someone to monitor the appointment of committees, the
number of monitors and controls could be endless. The
regulations do specify that members of the committee
should be gualified to serve, and beyond that it is
really the responsibility of the local people to deter-
mine how the committee will be chosen. This study
group can make suggestions about the proper considera-
tions when choosing a review committee, but cannot
presume to outline how it shall be done and expect to
include all the varying circumstances throughout the
country.

Review Committee or Committees

Discussion of the problem of appointment of the
committee made it clear that in some investigations
there is not one review committee, but two, or more.
For example, in a university-based study, the univer-
sity may set up a review committee, but before the
study enters a prison the prison officials may also
set up a committee to review the project. In this
case there are two distinct problems handled by two
committees. The first group tackles the problem of
the validity and ethicalness of the scientific study
and the second group handles the prohlem of how the
study can fit into the confines of a particular pri-
son.

The main concern expressed with having two com-
mittees is that it is then difficult to assign respon-
sibility for the project to either committee. If some-
thing goes wrong someone has to assume responsibility
for the error and do their best to ensure it does not
happen again. It has been known that in the event of
a mishap each committee will place the blame on the
other, feeling it was the other's responsibility to
stop the study from continuing.

Thus, it i1s necessary to have at least one com~
mittee bear prime responsibility. This does not rule
out the possibility of having other committees to re-
view special aspects of the research project (i.e.,

a prison board may review the feasibility of the

study within their institution). The committee which
bears prime responsibility need not be isolated from
other resources. It can and should get input from any
appropriate source, including other committees.
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The committees reviewing new drug research have

‘been commonly called "Peer Review Committee" or "Insti~°

tutional Review Committee." Neither of these names
seemed appropriate to the Procedures Work Group. "Peer
Review" is not accurate since the committee is not in-
tended to be made up of a group of peers. "Institu-
tional Review" also seemed inadequate because one of
the recommendations to come out of this work group is
that some of the members of the committee be chosen

from outside the institution. We settled on the name
"Research Review Committee."

Composition of the Committee

_ FDA regulations offer suggestions for the composi-
tion of a review committee. TO their list of physi~
cians, or other scientists, and lawyers, clergymen or
laymen( our group would like to add nurses and inmates
or ex-inmates. Some of the members of the Research
Reylew_Committee should come from outside of the in-
Stitution conducting the research. Private and public
institutions are under scrutiny everywhere and it is
necessary that they be opened up in order to gain cred-
1bll%ty in the public eye. Opening up of the review
committee can be gained by having some of its members
come from outside the institution.

Nurses are appropriate members for the committee
becauserthey are very much concerned with the care of
the pat}ent. Some physicians may have a special in-
terest in the pursuit of research, but nurses do not
generally have such an interest., A nurse on the re—

view board could serve particularly as an advocate
for the patient.

. It is also desirable to have an inmate or an ex-
inmate on the committee. It was felt that he had a
unique perspective to offer the review committee in
senslitizing the group to conditions in a prison.

_The feasibility of having inmates on the review
commlpteg will vary from state to state, but nonethe-
legs it is desirable to attempt to have their view-
point represented. The use of prisoners in positions
of influence often depends on whether the warden
understands how best to utilize them. They can be mis-
used and thereby may endanger the function of the
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whole prison, or their input can be used to the bene-

fit of the whole prison population.

In the course of this discussion it was brought
up that in an existing institution the general inmate
population was asked how they felt about being repre-
sented on the review committee. The response was that
the prisoners did not want representation. They felt
that a fellow inmate might misuse the power delegated
to him in such a situation. He might use his position
for his own personal needs, against the interest of
the general population. Anyone without power will

try to gain it and may exploit it.

Also brought out in the discussion was the point
that where prisoners do currently serve on review com-
mittees they often act more like a shop manager than
a man looking out for the safety of his fellows. Thus
far they tend to bargain for wages more than any other
activity.

The conclusion reached vwas that inspite of the
fact some prisoners do not want to be represented and
inspite of the fact that representation may be fraught
with difficulties, it is desirable to include an in-
mate, or an ex-inmate on the Research Review Committee.
We chose not to make an across-the-board recommendation
because in some institutions this still may be impos-
sible to implement.

There is a danger of misunderstanding why a pri-
soner or an ex-prisoner is included in the committee.
Our formulation of why the inmate population should

be represented has been more poorly stated than the

resolution that inmate representation is desirable.
There is a need to clearly state why it is desirable
to have an inmate representative. After one day of
work groups it became clear in the evening combined
session that each group, though in various ways,
agreed that the inmate population should be represented
on the Research Review Committee. One group stated
the spokesman should be an ex-inmate rather than an
inmate, since he could act with more freedom. Another
group felt the representative should be a member of

a prisoners' union. A third group said that one third
of the review committee should be composed of inmates.
All groups struggled with the idea of how to properly
represent the prison population.
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. If it is recognized that an inmate -
mittee capno? act as a true representztigz ggetggmin—
mate population, but that he can still perform the
important function of educating the other members of
the committee to the conditions of prison life we can
come to a clearer statement of why it is desirable to
have him on the committee. A big pitfall we can fall
inte is assuming that a prisoner is speaking as a re-
presentative of the entire prison population. His
needs and 1d§as may not correspond and do not need to
correspond with those of his fellow inmates, but he |
can speak to the conditions of prison life.'

He does not speak for all other i imp.
offers a point of view invaluable tg tﬁgaizsiegecingly
nittee. ‘Indeed, this can be said for any member of
the gommlttee, Fhough it now may seem to apply more
specma}ly to prisoners since they are new to this forum
A physician or scientist on the committee cannot re- ‘
present his entire profession, only a point of view
Thg lnmate:s case is special, since he brings the )
point of view of the subjects of the research and in
Fhat sense @e has more personal concern--if the dru
is harmful inmates will be the ones to suffer. 7

The review committee is not

The : a forum for collective

_gzrggtnlng: The proper function of a Research Review
mmittee is to consider and monitor proposed research

projects, and not to debate reforms t
place in a prison. | hat should take

§ The Research Review Committee has

without gepting sidetracked from the magiegzzuzo dgo
in qlscu851ng additions to the review committee.it ‘
is important to emphasize that all members must con-
cern themselves with the business of the committee
Particularly, each must adhere to topics of discuséion
‘w1th+n the five functions of the committee that are
outlined below. Internal prison problems are not the
p;oblems of.the committee and it is beyond the scope

of the committee to try and solve these difficulties.

e bI? is a relatively new phenomenon that inmates

: eing given a legitimate voice. When they are

g;vgz that voice a lot will come out of inmates, some

Revie inappropriate for disgussion by the Research

B w Committee. The committee has to restrict it-
if it ever hopes to accomplish its task. If

rmi g, e m  ae D R S e - - P




it
tl
t

di

t

76 . Conference on Drug Research in Prisons

the committee fails to restrict itself it may be used
as a forum for discussion of every failing of prisoms.

It may be a proper function of the committee to
consider whether existing conditions indicate that no
studies should take place in a particular prison.
Beyond that the committee should not burden itself
too heavily with the issues of prison refoxm.

To have an inmate serve on the committee will
necessarily involve controversy, but he has a legiti-
mate point of view to offer, and one which should be
examined by the committee.

There was total agreement on the issue of having
prisoner representation within the review committee.
Discussion from that point revolved around the ques-
tion of "just how representative" this person would
really be. Some feeling of consensus was achieved
in making a distinction between being able to speak
for the conditions of being incarcerated and being
able to speak for inmates generally. The lattex, it
was felt, would be an unrealistic (and perhaps danger-
ous) expectation of any inmate member of the review
committee.

4

Recognizing the possibility that the Research
Review Committee could be overwhelmed with partici-
pants' personal agendas that have little direct impli-
cation for the business of reviewing protocols and re-
search processes, the functions of the committee were
made explicit as stated below. Undexr these functions
the inmate would not be expected to represent the in-
mates' "point of view" or to raise the consciousness
of the committee to issues which are loaded with in-
stitution politics, but, rather, simply to offer a
valuable perspective on the predicted consequences of
any proposed drug research program.,

Functions of the Research Review Committee

Many of the currently existing review committees
are confused about where their responsibilities lie.
They have rarely been told distinctly what are their
areas of concern. If a set of guidelines could be
resolved most would probably be grateful and would do
their utmost to fulfill responsibilities therein out-
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lined. There seems to be no doubt that most commit-

tees would do a better job if the .
areas of responsibility? Y were told their

The Procedures Work Grou
: : P endeavored to work out
a set of guidelines and arrived at five principal func-
tions for the Research Review Committee:

_ l. First, the committee should s j
fltngss of the researchers. The FDA 2§§§i;sti§ait?lfal
vestigators awxe qualified as scientists, but has nén
means of assessing their ethical fitness., This task
is more ea§lly accomplished by a local committee In
orde; to aid the committee in its assessment the.in—
v?stlgato; should appear personally before the com-
mLtFee, elther to make a Presentation of the pProposed
project, or to answer questions of the committee?

2. Second, the committee should revi

tocol to ensure the study design is approEiZaEgefgio
a sound sclentific evaluation. Protocols should be
revxewgd in open meetings. Some committees have had
_copmunlcatlop concerning protocols only through the
mails and this method was felt to be improper. Pro-
toco}s can be distributed to committee memberé before
meetings for their private perusal, but they should
also be dlgcussed in open meetings. Time lmmitation
would prohibit discussion of any protocol point-by-
poilnt in open meeting, but nevertheless general review

of the protocol is necessary before :
o
granted for the project. , re approval is

3. The third task the Research Revi ommi
2g§uld undertake is to examine the kniwzl:xdcgﬁgégzzf
revinagaigs of the experiment. Once these have been
- tr e en the_pOSSLble benefits gained from con-

Cting the experiment should. be weighed with the risks

and a decision made - , 1
the risks taken . as to whether the benefits justify

4. The fourth function of the committee is
§r9v1de fgr»con?inued monitoring of the study. Eggh
r:agg mgdlflcatlon of the protocol will need to be .
viewege -  Any on=-golng project will need to be re-
ot periodically. Discussion brought out the fact
fine gmg lgng—range projects, once begun might con~
Shous n ef%nltely. It was felt that these projects

uld continue to be examined. The conclusion of
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the work group was that continuing projects should
be reviewed at least annually.

5. The fifth and final function of the Research
Review Committee should be to ensure that prison con=-
ditions are appropriate for the study to be pursued.
Some prisons may have inadequate facilities for some
experimental procedures. Also, some drug research
may not be appropriately done in a prison environment.
For example, it was generally felt that hallucinogenic
and narcotic drugs should not be tested in a prison.

This concludes the tasks outlined by the Proce-
dures Work Group for the Research Review Committee.

Overview of Research Review Committees

Supervision of Research Review Committees on the
national level would meet two needs discussed by the
Procedures Work Group. First, there would be some
assurance that the review committees were doing their
job. A pilot study done recently by the FDA revealed
that some committees have no records, making it un-
¢lear if they have ever functioned. The second need
is the need for public information cohcerning drug re-
search in prisons. Currently no one seems to know
what the general picture loocks like and only a few
examples can be gleaned of what research is being
done in prisons.

The overview of review boards needs to be outside
the institution conducting the research. Several pos~-
sibilities were raised: +the Pharmaceutical Manufacg-
turers Association, the Food and Drug Administration,
and the Department of Health, Education and Welfare.
The importance of having the overview at a national
level brought the elimination of the governing boards
of institutions or Departments of Corrections. It
was felt that PMA was not set up to handle such a res-
ponsibility at this point in time., It was also agreed
that a supervisory body should have some distance
from the pharmaceutical companies, and therefore PMA
might not be the appropriate agency to supervise the
Research Review Committees. Finally the FDA or HEW
seem the ideal candidates for a supervisory agency.

Most of the discussion in the group centered
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around the FDA as the supervisory agency, though it
was never clearly decided that the FDA should éefi—
nitely be the agency %o perform that function. How-
ever, bgcause of later discussion, the following com-
ments’ will refer to the FDA as the agency to provide
national supervision of Research Review Commiﬁtees.

.. The FDA could monitor the review committee acti-
vities by receiving annual summary reports. The
amount of detail required could be determined by the
FDA, but should give some indication that review is
actually going on.

If national supervision involved receiving annual
summary reports rather than on-the-spot inspection the
FDA could conceivably handle the task. With current
resources the FDA could not possibly conduct on-the-
spot inspection of every review committee.

In.the role of supervisor the FDA could serve as
a clearinghouse for public information on drug re-
search in prisons.

A member of another work group raised the idea
of organizing a new agency to serve as a clearinghouse
for all.blomedical research going on in prisons. The
rumor mill is churning now with stories of medical
atrocities in our prisons. The .information is there
to subsFantiate or refute these accusations, but it is
not available to the public. Community groups are
concerned and want to know how they can prevent mis-
treatment of the prisoners.

Community groups, among them the Urban League,
have tried to get at this information and have thus
far.been unsuccessful. If they had access to infor-
mation then they could judge for themselves whether
projects are immoral or injurious to inmates. Some
of these groups feel the need for one central clear-

inghouse to explain the studies taking place in prisons.

. ..This issue brought up the question of confiden-
tiality, How much of a study is confidential? How
much can be released to the public? Certainly the
name of the drug is confidential. How much of the
Progress of the study can be revealed before confiden- -
tiality has been breached? Access to FDA files on
new drug research is currently limited to Congress.
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The discussion of rumored and actual atrocities
in prisons brought up the point that medical practice
abuses within a prison will occur regardless of any
controls that may be placed on experimentation. In
fact, experimentation could be abolished and abuses
would continue. It was agreed that there needs to be
a beginning to answering questions and perhaps this
beginning lies in new drug research itself. The re-
search is under good supervision and is carefully
screened. Then these other practices would stand out
in sharp contrast. Otherwise they might go undetected.
Research in prisons could act as a ray of light on the
practices under suspicion.

If the FDA could centralize the experimental
drug information about prisons it would be a beginning.
Later public information can hopefully be available
about all biomedical research occuring in prisons.

Actually the interest of concerned community
groups and the interests of the investigator are the

'same. Until the community is satisfied, the inves-

tigator is in trouble and will be less able to carxry
out his work.

Would the Department of Corrections allow com-
munity groups such as the Urban League access to
their files so they could ascertain information about
biomedical studies? They may try to cooperate with
such groups, but certainly could not indiscriminately
allow them to come in and examine everything in the
department.

A possible organization for a clearinghouse
could be the American Correctional Association (ACA).
They are certainly concerned with what goes on in pri-
sons and the organization represents all fifty states
and all the correctional institutions in the country.
The ACA might be a good place to begin gleaning in-
formation about drug research in prisons. Credibility
of ACA as a clearinghouse for information on drug re-
search in prisons might be doubted because it is a
part of the prison system, but this may be too hasty
a judgment. A little' background given on the ACA in-
dicated they are open to changes within the penal
system and have been critical of education in prisons
as well as the medical treatment in prisons. This
organization may in fact be a good place to plant a
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seed of questioning current medical practices.

Here discussion had to be disconti
in
the press of time. ued due to

Informed Consent or Duty to Inform

All groups had been asked to consj i
. ider the quest
of.what 1s a volunteer and whether or not a manqin -on
prison can truly volunteer. Rather than long discus-
Sion we settled on a practical definition: A volun-

teer is one who conse i
_ nts, that is, one who si
consent form. ' Signs the

When gathering volunteers the i i 1
' investigator is
usually concerngd with the motivation of tge volun-~
teers. _Some prisoners volunteering may have perverted
motivations. The lnvestigator tries to screen out

mental aberrants since inclusi
. usion of such vol
can bias a study. unteers

Discussion of the purpose of a co )
brought out some interegtisg points. gizngrfgfgal
purpose of the consent form was to protect the inves-
tigator--so that he could Prove consent had beazan
glven. Now the purpose has expanded. If a subject
kpows what he is taking part in and understands the
risks from the beginning he is less likely to withdraw.
A well-written consent form can develop trust between
the volunteer and the investigator. Both are advan-
tages from the point of view of the researcher. The
consent form now is taking on the quality of protect-
ing the subject also. Hopefully he will be allowed
to keep a copy of the form, and if he has questions

can consult the form, or refer to the i i
therein listed. ' rnvestigators

The written form should include: 1) the natu
of the study gi.e., why the study is beéné done, orre
bossibly who is actually conducting the study); (2)
Ehe knpwn and foreseeable risks involved, including
bOoth risks from the drug and risks from the procedures
involved, and whether or not the drug has previously

been given to man: (3) the righ i
: . ’ ; t to withdra
POint in the experiment. 7 voas ey

Discussion of what should be on the form brought
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up the question of whether the form should include a
statement of the purpose of the experiment and who was
conducting it. It is possible someone might be will-
ing to take all the risks involved, but if he knew the
sponsoring agency he might not be willing to cooperate
at all. Perhaps participants in an experiment should
be allowed that decision. However, it was pointed
out by one member of the group that this matter is
usually examined by the review committee and that may
be the most effective means for controlling this as-
pect of the experiment.

Those drawing up the consent form should be
~guided by the knowledge of special communications pro-
blems. They may be addressing themselves to a hetexr~
ogeneous population that includes retarded, illiterate,
or foreign speaking persons. The form should not be
so long that it confuses. Its purpose is to enlighten.
It is not expected that the subject will gain great
insight from the form, nor is he expected to be able
to carry on an intellectual discuss.ion of the experi-
ment, but the subject should have at least a geneial
idea of what is involved in the study.

Discussion turned to the issue of whether the
existence of a review body should be stated on the
form. A prisoner often finds himself in a communica-
tion desert and may not even know of the existence
of a review committee. All agreed that prison volun-
teers should know of this committee and that there
should be some way for them to communicate with the
committee.

If those selected to participate in the experi-
ment are allowed some form of communication with
the Research Review Committee we have to consider
those not permitted to join the experiment after the
preliminary physjical indicated some physical condi-
tion making them unsuitable for the study. Many of
these men will not believe they were turned down for
some real physical reason. Should they be allowed to
bring their complaints to the review committee? How-
ever, it is undesirable to burden the comnmittee with
too much minutia. Where can the line be drawn? This
issue was not clearly resolved, though it was pointed
out that there may be some mechanism set up to care-
fully inform prisoners why they were not accepted to
participate in a particular study. This could perhaps
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be done by the investigators themselves

medical staff of the prison, assurin; tﬂégf gg‘izebe
the case, that their physical abnormality is not nec-
essar}ly‘detrimental to their health, merely out of
the range of "normals" needed for the study. A public
list was suggested which would include the name and
reason for exclusion from the study. One problem with
this procedu;e'is it may be violating the confidence
between physician and patient. An individual might

not want his physical ailmen i od
the prison. . bts publicized throughout

Leaving the issue of whether "re- "

study should have access to the revie%egzzmiiigg tﬁ:
group moved on to discuss the mode of communication
w1Fh the cgmmittee. Direct access through uncensored
mail was flrst‘suggested. Currently in many prisoﬁs
inmates can write uninspected and uncensored letters'
to government officials such as governors or heads of
agéencies, and prison administrators. Perhaps this

b‘privilege could.be extended to cover uncensored let-
ters to the review committee. Some members of the

group felt this procedure might press too far up
against security aspects of the prison. Some men
serving tlme.in prisons have been heavily involved in
organized crime and are not allowed to write uncensored
letters to anyone except certain public officials.

Even their lawyers are not above suspicion of dealing
with contraband, and cannot receive uncensored letters.

it was suggested at one point that an ombudsman
could serve on the committee or serve as a contact for
the committee. It was then pointed out that in order
to remain w;thin the concept of an ombudsman he must
remain outside of the committee, he necessarily must
be looking from the outside. The use of ombudsmen is
not now a widely spread practice in the prison systems
and therefore may not generally be the best means for

;pﬁgunlcation between volunteers and the review com-
ittee.

Ig some prisons,'the men's advisory council, made
Ep of inmates, has gained more credibility than it
ad in the past and perhaps this group could receive

complaints or inquiries to be addressed to the Research
Review Committee. '

The grievance procedures currently available in
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prisons are actively used by the inmate population.

We need not underestimate the prison inmate. He will
use every available means to make his complaints known.
Witness the current flow of inmate complaints and
demands which are putting stress on prison systems to-
day.

The conclusion reached by the group was that we
could recommend that those prisoners involved in a new
drug experiment have access to the review committee.
The channel of communication set up should not compete
with the prison system and its existing channels of
communication. It should be stated on the consent form
that there is a body that reviews the experiment in
which they will be participating, and that they can
communicate with the committee if something about the
study disturbs them. It should be made clear that
any questions about details of the experiment should
first be asked of the investigators, since they will
probably be able to answer most questions.

At one point it was suggested that it should be
a requirement that the investigatur's name appear on
the consent form. The investigator should bear some’
of the responsibility for the experiment he conducts
on other humans. As remarked eaxrlier the consent form
now works two ways, both for the protection of the in-
vestigator and for the protection of the subject of
the experiment. The subject needs a route of redress
in case the investigator harms him. Often the name
of the organization conducting the experiment appears
on the form, but more rarely the names of the people
actually conducting the experiment. Personalities
rather than institutions need to be identified.

Not identifying individuals can prove to be a
problem, especially when a principal investigator dele-
gates his authority and has others actually performing
the experimental procedures. Some investigators do
not really know what is going on in the experiment.
This situation can occur when he or she is overworked,
in charge of too many projects, or combining a heavy
teaching schedule with research. If authority is
delegated to other investigators, their names should
also appear on the form. One member of the group
dissented £rom this position, feeling it was adequate
that the organization be identified.
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. The problem of the overloaded investigator should
perhaps be explored by the Research Review Committee.

To date this aspect of the fitness o

tor ig not examined.

f the investiga-

The final decision reached by this work group

was that it is desirable for

an inmate to keep a copy

of the consent form he has signed. It was felt he

should be able to keep a document he has
nmay want to refer to it durin

In some institutions,

signed. He
g or after the experiment.

they may not allow inmates to

keep documents, so this procedure cannot always be

implemented.

However, where possible, it is desirable.

The Procedures Work Group ended its session i
A s with
the hope that the changes and controls discussed at

this conference will make fo
tive new drug research.

r more credible and produc-
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VIII. CONCLUDING REMARKS--ROBERT L. EMRICH, Ph.D.

What I am about to say does not attempt to suggest
a consensus. I wouldn't be surprised if evexy one of
you feels in disagreement with something that I am about
to say, and maybe some of you with a great deal of it.

I am speaking for myself, as an observex. I have
no special expertise in any of these areas. My obser-
vations are based on what I have heard while moving in
and out of the sessions, as well as in informal com-
ments over dinner, over lunch, and so on.

This conference has had an interesting, almost
paradoxical quality, in that the area we are looking
at, that is, the area of Phase One drug research in
prisons, is not characterized by having any really
serious problems. This was characteristic of the four
work group reports which we have just heard; i.e., that
they have offered some modifications and some important
ideas and suggestions to an ongoing process. But I
think it is a consensus, if there is a consensus here,
that the Phase One research in prisons is not in bad
shape, that it is being well attended to. Yet, at the
same time our area resides in a Pandora's box that is
full of problems, which keep spilling over and making
this a very tricky area.

For example, all the problems of corrections have
been dredged up here because they do spill over into
our topic. Corrections is at a turning point. It is
receiving much public attention. It has developed an
internal consciousness that it did not have a decade
ago. It is trying to become more professional. There
is a great struggle internally between those who want
to make corrections more professional and those who
want to retain the custody orientation.
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‘ Phase One testing suffers from the general problems
of medical research in prisons. We have all seen
Jessica Mitford's article.! Phase One drug research
in prison egists in the shadow of many other kinds of
research going on in prisons--medical, behavioral, etc.
These other areas of research cast quite a shadow of
horror stories and disasters over Phase One testing, a
relatively tame and risk-free area.

Phase One testing shares in the problems of the
FDA. In every work group session I have heard partici-
pants discussing the success of the FDA regulations and
the responsible job that the FDA is doing. However,
we hgvg an agency that has a perennial lack of funds, of
sufficient staff, and of well-qualified staff, and that
can't seem to find any way out of its poverty. Every-
one knows that the FDA is in trouble, but where are its
friends when it comes time to ask for more money?

' Phase One testing shares in the problems of the
industrial drug researcher, who is suffering from the
pressures of the current wave of conservatism. He is
suffe;ing from the problems of increasing costs, in-
creasing time required, and a decreasing expected re-
turn that makes venturesome research in the drug in-
dustry decreasingly attractive. There is also the
problem which the research directors of the industry
are having in convincing their corporations to under-
take significant venturesome drug research.

. Phase One testing shares with the problems of the
clinicians, who I have frequently heard groaning that
almost the whole weight of the new increased controls
which we are proposing falls on their backs in terms
of regulations and additional people -to oversee their
work, with regard to constant inspections, and new
procedures, especially the way they deal with their
subjegts, Therefore, much of what has been proposed
at this conference, if implemented, would increase the
already tremendous burden on the clinical researcher.

F%nally, our consideration of Phase One testing
has raised the problems of the inmates. They are a

'Mitford, Jessica, "Experiments Behind Bars,"

Atlantie Monthly, 231(1):64-73, January, 1973.
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1ittle understood group. unless you happen to be one of
them, and they have had 1ittle participation in this
process. They bhave 1ittle hope. One of the most tra-
gic observations of the conference is that the oppoxr-
tunity to say whethexr you want to be a participant in

a skin-patch experiment is one of the few decisions

you ever get to make during one's stay in an institu-
tion.

These are problems which confront us. The follow-
ing are some of the threads which ran through the dis-
cussion as these problems were considered by the work

groups.

Oone thread which impressed me and which was not
discussed, is the thread of youth versus age at the
conference. We have a number of young people, and fre-
quently, during the discussions, the young people were
on one side of the issue and the older people on the
other side. We experienced something that is going on
throughout the country. We sometimes call it a genera-
tion gap. A new kind of consciousness 1is arising in
our nation. It spilled over in this conference. I
am certain that we couldn't have held a real conference

without it.

Ll

The youth look around, and they are not drawn into
the establishment with a commitment to the traditional
stakes as the older ones. The youth, for example, were
continually keeping at the center of their focus the
horror of conditions in prisons, and the fact that no
one really wants to take cognizance of these conditions
and pay for that reform and rehabilitation of the pri-
sons that is drastically needed. The young look every-
where for someone to enlist as an ally. It was the
following theme which they brought to this conference:
How can the pharmaceutical industry and the clinical
researchers who make use of the prisons become more
responsible for doing something about prison conditions?
How can they continue to work in prisons without being
more responsible to the horrors of the situation?

On the other hand, the older people were respond-
ing to the need to try to do the job of Phase One test-
ing in prisons as ethically as possible, continually
policing the problem for abuses, while trying to do
things a little bit better if we can--while remaining
wary of attempts to totally reform the prison situation.
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I think this conflict is a healthy one, and I am

gkateful that the youth have b i
tion of the conference. rought it to the atten-

e 1 32@lzgitoimgirtzgtaicgomplishment of the conference,
s ity increase in mutual understand-
;?gﬂewW?mS§ngglng tzhleave the conference with all g?nds
ons, at we were not anticipati
we came here. These impressions SRR P
Can are very valuable -
modities, and I don't think ' -
: we can say where o h
they are going to come int Y " wooks
o play. It could be weeks
?ﬁntgs or years hence that we will find ourselves utiiiz—
g experiences that we acquired here. I encourage you

to actively seek opportuniti
C es to
ing that you gained here. suploy the understand-

I observed the following 4 i i

L 2 g dynamic which

ex§i1c1tly talked about, and I feel that it x:g :ilggf

po ﬁnt undercurrent of the discussions., I have called
it, "the search for sympathy." -

We have come together
pretty much as strangers t
each other. We have come from our own~differeﬁg worlgs,

and each major group re
- presented h .
for a particular kind of sympathy.ere has been looking

The clinical researchers have'f

: elt that the :

2§ep bearing a tremendous burden of regulations yaﬁgve
at people have been willing to dump more and ﬁore on

“them without much -consideration of the burden that they

:ireaiy bear, so that it is getting less and less attrac-
so;e o do research.qn new drugs. I think there are
e people who are just about "at the end of their ropes,”

and that may be true to so .
me of ; .5
cal researchers. the most creative clini-

The pharmaceutical company officials
tﬁ?gﬁd‘thls conference are praématic. Theghﬁasgvioat
industi?e:erm;hOf the economic realities that face all
ing o moe . ey are concgrned that research is becom-
o oo e marglnal operation every day. We hear about
- rgs .macegtlcal manufacturers that have ceased to
creaSieargh in the last decade. We hear that, with in-
Srea 3g. ;equency, drug research is being done over-
unﬁii thlc means that the Un%tgd States must walt years,
- finzlgregonderance of clinical investigation over-
Seas y forces a drug market in this country. As

ult, there is a definite change in the atmosphere

‘ln the pharmaceutical industry, that makes it unlikely




- Lk

El

11

de
. e
-t
B

di

t

n

90 Conference on Drug Research in Prisons

that we are going to experience in the next 25 years
the major accomplishments of drug research which has
characterized the past 25 years, as Dr. McMahon empha-
sized in his opening remarks.

The people who represent the legal profession,
particularly the young ones with their focus on civil
liberties, are concerned that people will not face the
unethical state of prison squarely, and are not willing
to share the indignation that they feel at the conditions
in prisons.

The initial reaction of the more militant ex-in-
mates here to the correctional officials who sit across
the table is, "There is the enemy." The four correc-
tional officials who have joined us all have a "treat-
ment and rehabilitation" orientation, as opposed to the
"custodial® orientation, making them a unique group. I
think many of us ought to realize there are some tough,
hardline prison officials out there. '

The administrators of prisons who advocate a pro-
fessional approach are caught in cross-fire from many
sides. They have their conservative colleagues to deal
with. They have penurious governors and legislators
who find it particularly unattractive to spend increas-
ing sums of money on prisons. It seldom pays off as a
way to attract votes. They have the guards and the
prison force that actively and effectively have on occa-
sion, opposed prison reforms. They have some inmates
who have vested interests in the state of affairs and
work actively against prison reform. And they sometimes
even have to work against our own organization, NCCD, who
is working towards a sharp decline in the use of prisons.
Correctional officials are surrounded with problems.

The ex-inmates represent still another group. Of
all the groups here, they are the one group that every-
body has tried to sympathize with. The irony is that
we have the least ability to sympathize with the prison
group, because we haven't known anything like the pri-
son experience. Effective sympathy depends on having had
a similar experience., I don't think anyone who has not
been in prison or in that kind of an enforced confine-
ment can share sympathy with prison inmates. I have
spent some time in prisons as an observer, and that has
only pointed up more clearly my lack of capacity for
effective sympathy.

R
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. _ Lacking the sharing of that experience, it makes
%t difficult for us to communicate. I admire the ex-
inmates here who have tried to communicate with us,

and I suspect they have experienced a tremend
of frustration. P endcus amount

I finally would like to sum up my remarks wi

. 2 . ith
question. I asked myself: "Should we get together :
again to have another conference?"

If the second conference were simply to go over
some more detgils of regulations, to concern ourselves
with the possibility of further guidelines, it probably
would not be very profitable. I don't think people
would_llke to get together to just rehash pretty much
the kinds of things we have gone over here. We are
fo;tungte that we have an assembly which consists
primarily of busy people, who do not spend their time
going to conferences for lack of anything better to do.

What would make another conference of thi 1 _

The thiqg that would make it most attractive and
most useful is if we can make some changes in our own
way of doing things over the course, let's say, of the
coming year, and come back with the perspective of hav-
ing struggled with these problems in a somewhat new
way. If we are willing to grapple with the issues that
have_come up here, willing to experiment with the sug-
gestions that have come up here, then a new conference
to share those experiences and to discuss the practi-
calities and impracticalities of the propositions we
have put forth here might be very valuable.

There is no question in my mind--and I am not
speaking for anyone else--that we need safe, challenging
drug research, and that we should be doing Phase One
research where it is appropriate, primarily in prisons.

I think we should, as a group--and I am now asking
you, not reflecting you--make a commitment to keep

Phase One research in prisons, and to make it a better
kind of operation than it is now.

We spould strive to treat the prisoners more as
Partners in Phase One research; given, as Connor Nixon,’
Kgn Jagkson, and others have pointed out, all the dif-
ficulties that we are faced with in trying to provide
an opportunity for inmates to exercise greater respon-
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sibility in an atmosphere where everything works against
it. Such a change could provide a great deal of bene-
fit for the interests of everyone here, i.e., medicine,
the drug industry, or corrections or the prisoners them-

selves.

We must try to use the ideas that have been devel~-
oped in this conference from the point of view of:
"What can we get out of it for ourselves?"

T recommend to the FDA that they consider some of
the suggestions here as possible new regulations. How-
ever, I would like to make this recommendation in a con-
text suggested by a man I used to work for, Dr. Ralph
Siu.! He once said that the United States has too many
laws, and we ought not to enact a new law without get-
ting rid of one that is on the books. The FDA may have
too many regulations, not only for the drug industry
and the clinical researchers, but also for thelr own
good. As a result, we need a new sense of priorities.
Taking the new perspectives that have been developed
here, let us eliminate a few regulations and adopt a
few regulations, thereby altering the priorities, with
an eye towards sustaining Phase One research in prisons.

As far as the pharmaceutical manufacturers are con-
cerned—-I don't think anyone can rightly ask you to
bring about prison reform single-handedly--it is not your
business. In fact, it is haxd enough in many drug com-
panies to keep venturesome drug research going, which
is your business. On the other hand, there are small

reasonable contributions that can be made by pharmaceu- L

tical manufacturers that can improve the situation in
prisons, and that may be a reasonable request.

One thing that would not only help prisons and
prisoners but would also help the industry, would be to }
develop a gr.ater public understanding of Phase One re- |
search and of the role of prisoners and prisons in Phase 2
One research.

Today when one drives by a prison, one's feelings,
as a member of the gene;al public, are mostly negative,

lFormerly Associate Administrator, Law Enforcement
Assistance Administration, U.S. Department of Justice.
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and when meeting someone who has been a prisoner, most
peop%e react negatively. Here we have a very positive
and important social contribution that prisoners are
making. Few of us, before this conference, realized
the extent and the importance of that contribution.
The p@aymaceutical industry therefore, can help give
a-positive image to the inmate and to the ex-inmate.

I think that drug companies can opt tc work in
those prisons that fit the qualifications which the
corrections work group talked about--that is, where
there is less economic coercion because there are more
Job alternatives. Perhaps you can even give some kind
of economic "carrot" to the prisons in which you do
Phase One testing, so that this will be an incentive
to other prisons to seek out drug research, and to rise
to the standards of job opportunities that would make
them qualified for drug research.

Finally, addressing the concern that brought us
together, from the perspective of the Pharmaceutical
Manufacturers Association, i.e., the need for guidelines
in the area, pharmaceutical companies can cooperate
with the Association in the developing of new guidelines
incorporating the findings of the conference.

The clinical investigators can do more to contact
the prisoners on a partnership basis. Your very pre-
sence, as minimal as it may be in some instances, en-
riches the life in the prison. And the more you can do
to egrich that terribly empty and dull life, the better
it will be. If you can leave behind you an understand-
ing of the kind of research you are doing, if you can
leaye behind a little understanding of the role the
subject is playing and how the Phase One research of’

the particular research study contributes, I think that
might help.

I ask the clinical researchers to be patient with
the entire conference--and that's a big order. Because
I know that in some respects we have been pushing you
around,.and you haven't objected very loudly. What we
are asking is that you try to experiment with some of
thg ideas presented here, and hopefully the FDA might
ghlft the nature of your regulatory burden, rather than
just increase your burden, if possible. )

Most of all, I ask the clinical researcher to see
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this conference and its findings as an opportunity to
increase the scope of your service to humanity. This
perspective could make the findings and suggestions a
welcome rather than an unwelcome burden.

I address myself to the two young people who have
come here to present a civil liberties perspective. It
is very important that you continue working fox prison
reform. It is very important that you know people in
the Prisoners Union and the Fortune Society and similar
up-front, ex-prisoner and prisoner societies, to help
you target your thrust in areas where it will not only
increase civil liberties, which is your primary concern, ;
but where it will also help to relieve human suffering
and improve the human condition. I am not saying that
your interest in reforms in this area and in seeking a
halt to the testing of drugs in prisons necessarily
should be set aside; but, as you realize, there are a
tremendous number of civil liberties problems associated
with the prisons, and this is only one of them. Perhaps
you should put in priority order the topics you intend
to attack in the area of prison reform, and then start
by focusing your efforts on the ones that will do the
greatest good for the people who are suffering undexr
these oppressive conditions of our prisdns.

The prison officials who are here can help others
to achieve a greater understandirg of Phase One drug
research. There is no question but that they have
achieved a greater understanding themselves, and this
is an indication that the majority of prison administra-
tors have little understanding of this area. Once you
have that understanding, you can become effective part-
ners in Phase One research and help its presence, rather L
than wanting to eliminate it. It is important for pri- o
son officials to cooperate with pharmaceutical companies, g
clinical investigators, offenders, and ex-offenders in
trying to develop a better format for carrying out Phase
One reseaxch.

Prison administrators are especially concerned
about having adequate assurances of the safety and
soundness of the research which they introduce into
their prisons. It is important that they be able to
discriminate between research which has a low xisk
from research which has a very great risk. Certain
prison administrators have been misled by clinical in-
vestigators in the past. The FDA, the industry, the

A
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rgsearchers,.and the review committees must be satisfied
that the research being undertaken is sound and safe,
and they must cooperate to ensure that the prison ad-
ministrators are also satisfied on this point.

The prison administrators who are seeking reforms,
who are concerned with the professionalism of correc-
tions, can utilize the presence of Phase One research
as a tool for opening up the prisons, for making them
more visible to an intelligent and concerned public.
Therefore, correctional leaders can look upon Phase
One research as a valuable asset, to be encouraged.

More inmate decision-making leads to greater in-
mate responsibility. This is a step in helping to
develop inmates who, to quote one ex-inmate, will not
have to say, "When I got to New York, I didn't know
which way to turn." We need people who are able to
make decisions for themselves when they return to the
free world, and prison administrators should capitalize
on whatever potential exists in Phase One research for
providing more opportunities for inmate decision-making.

The ex-offender organizations can play an important
role. Several of the work groups recommended participa-
tion of ex-offenders on review committees. Your organ-
izations supply ex-offenders who have credibility within
the prisons. It is important that you be known to and
be able to work with the pharmaceutical industry, the
FDA, and others who will formulate and carry out re-
commendations based on the work of the conference.

The ex-offender organizations have shown a con-
siderable ability to gain access to public opinion and
to legislatures. If you see value in this kind of
research, you can be a helpful force in maintaining it,
assuming that it can be done in the positive manner
that has been described in work group reports.

As you well know, two of the ex-offenders came
here with hatchet-in-hand, ready to knock the psycho-
surgeons over the head--however, that is not what this
conference is about. Your initial misunderstandings
are widely shared. There is a great need in the ex-
offender community, in the offender community, in the
general public, for an increased ability to discriminate
the different kinds of research that go on in prisons.
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It was a very valuable suggestion of the corxrections
work group that there ought to be a conference of some
soxrt to clarify the general plctare, putting the total
picture of research in prisons in proper perspective,
i.e., Phase One research, medical research on physio-
logical topics and on various new procedures, various
kinds of psychosurgery and biomedical research on aggres-
sion, and behavior modification research which attempts
to deal with the rehabilitation of the offender. If we

irave had trouble in sorting it out, certainly the public
does.

Let us consider carefully, during the coming year,
what was done here, and approach your part of the pro-
blem with enthusiasm. If we do look into our own lives
and into our own particular situations, for the oppor-
tunities we have; and if we do find in those opportuni-
ties that we are able to make some changes in our think-
ing, in the thinking of our colleagues, and in our own

actions, then it might be worthwhile getting together
again.

I invite you to leave here challenged, and to look
upon this conference as offering you a new sense of op-
portunity, new areas for service, new areas to accept
responsibility. Thank you all for coming.
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DR. EMRICH: We have an unfortunate competition
at this conference. We are competing with the American
Bar Association, which is meeting in Washington at
the present time, and as a result we have not been
able to have Dan Skoler's presence, but Mr. [Richard]

Hand comes from the same group and represents that
point of view. _

Also, I received a note this morning in my box
that Joseph Cannon is not able to attend.

Everybody else on the list, except for Cannon
and Skoler, is at the conference at the present time.
So I think we have done very well, and I appreciate

the faithfulness with which people have held to their
commitments.

We have had a very good beginning this morning.
We heard a lot of issues, but I think anyone who is
cognizant of the dynamics of a conference realizes

that we haven't heard from about half the people here
at all.

I think it is important that we as a group get
to know each other, so I would like to start out this
afternoon by going around the room with each person
introducing himself. And I think we will hold any
discussion until after we have heard from everyone.

What we would like to hear is who you are, what
Qackground you represent, what thoughts you have, and

finally, what you would like to get out of the con-
ference.

I would like to ask the faculty members and
people who have given talks to join in on this, be-
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t we may not know
cause we may have heard your talk bu

where you are coming from and what your background and
interests are.

We will go around the table starting with Mr. Hand.
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REMARKS ~-- RICHARD HAND

My name is Richard Hand. I am an attorney and I
have spent most of my professional career working in
O0.E.O0. legal services programs. I worked for two
legal aid programs in Louisiana for approximately
two and a half years. During that time, one of my
primary areas of concern and involvement related to
issues concerning the legal rights of prisoners. I
served as counsel in several lawsuits brought against
both the men's and women's state penal facilities. I
am presently employed by a legal services back-up center
which provides technical assistance and support to legal
services attorneys and others involved in the area of
prisoners' rights. Although the Center is sponsored,
though not funded, by the American Bar Association, I
am not here as a representative of that body nor do
the views which I express necessarily reflect those of
the A.B.A. Rather, I come here today as a private in-
dividual and speak from my concern over the difficult
issues which form the substance of this conference and

the implications they have to the legal rights of the
confined.

My remarks are going to be short. I had one very
basic reaction this morning when a gentleman from over
on this side of the table commented about why it was
good to have prisoners involved in drug testing. Well,
from the viewpoint of the people who are doing the ex-
perimenting, I, too, can think of a number of reasons
why prisoners, as a group, present many advantages.
Among these- are that prisoners are captive (and thus
easily monitored), cheap and willing; the last because
in most prisons there. is usually no better alternative
form of activity, and prisoners recognize that the
treatment (including medical treatment), and food, re-
ceived at a medical clinic are likely to be far better
than that which they receive as part of the general

101
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prisoner population. However, from another viewpoint,
I can think of an equal number of reasons, which to

my mind are far more persuasive, why prisoners are a
very unsatisfactory group with which to experiment. I
will try briefly to list some of these, and I think
that before such things as standards and procedures for
the regulation of drug testing in prisons can be dis-
cussed, these issues, basic to prison systems as they
exist today. must first be recognized and addressed
since they should ultimately determine whethexr we
should have drug testing in prisons.

One such issue which I mentioned earlier this
morning is the simple and obvious fact that prisoners
are involuntarily confined--that is, their legal status
is distinguishable from that of the free-world citizen.
Prisoners are people who have passed through a judicial
process which has found them guilty of some wrongdoing
and as punishment has placed them against their will in
an institutional setting. The involuntariness of this
confinement casts some doubt on their ability to volun-

tarily enter into a program that, at one and the same

time, offers incentive to escape from the boredom and
sometimes brutal reality of prison life but yet can in-
volve great risk. .

Second would be the fact that the totality of con-
ditions that characterize prison confinement would, in
and of themselves. constitute duress upon the prisoner
and dramatically affect his or her ability to freely
consent to participation in-an experimental drug pro-
gram. The fact that either the pay scales are so low
in other prison jobs or that there simply are no otlier
prison jobs makes a prisoner's decision to participate
in a drug testing program, one that is inalterxably af-
fected by the lack of viable alternative programs;
similarly the poor living conditions, often including
a lack of adequate medical care, contribute an inevit-
able element of coercion. The failures and unfairness
of the parole system, combined with the fear in the
mind of the prisoner that refusal to participate in a
drug testing program might adversely affect parole
eligibility, once again raise the specter of coercion.

Another issue that must be recognized has to do
with the make-up of the prison population--that an in-
ordinate number of prisoners are poor and/or illiterate,
and many are mentally retarded. These factors alone
would seem to me to cast grave doubt upon the ability
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of the researchers to get truly informed and vo

consent from those who participate in experimeniggtgiig
testing programs. Another issue, and one which I had
not previously given much consideration to, is that
many prisoners do not have a good sense of what their
medlga} backgrounds are and would have difficulty in
p;ov1d1ng any guidance or documentation. Further, how
will thg released prisoner be protected if later éd—
verse side effects from the drug were discovered?

_One.last thought I would have--I am not s
how it will fit into these discussions, yet I Zéeuizzsgly
about it and hope to have some discussion and develop-
ment Of'lt during the workshops--is how does the issue
of a prisoner's ability to participate, or not partici-
pate, in experimental drug programs affect his ability
to participate, or not participate, in correctional
programs designed for "treatment." Since there has
been much d@scussion about certain of these "treatment"
programs which are geared toward modifying human be-
hav10rf drug aversion therapy and psychosurgery among
them, it seems to me that what we say and do here in
the next few days may have broader implications for
future trends in corrections. TIf a prisoner can freely
consent to participate in a privately-sponsored program
involving a degree of risk, does this in any way com-
ment on that person's ability to consent to "treatment"
programs made available by correctional officials who

may soon be dcting under a constitutionally mandated
duty to "rehabilitate" prisoners? Y '

Finally, the assertion that prisoners should not
pe deprived of the "right" to participate in drug test-
ing programs strikes me as a particularly specious line
of.arggment wpen the exerxcise of other, more basic con-
stltut%onal rights have yet to become a reality behind
the prison walls.

BiograEhz

Received a B.A. from Holy Cross College (1962-1966)
and a J.D. from Georgetown University Law Center (1966-
1969). Upon graduation from Law School he joined Legal
VISTA and served as managing attorney at the Desire
office (Desire Housing Project, New Orleans, Louisiana)
of the New Orleans Legal Assistance Corporation. In
September, 1970, he accepted a Reginald Heber Smith
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Community Law Fellowship with the Lega : 3
J Baton Rogge. While in Baton Rouge he congentrat?d his
— efforts in the areas of juveniles"and‘prlsoners 4
| rights and was involved in litigation in both state an
: federal courts. In January, 1972, he accegted a posi-
dy tion with the A.B.A. Commission on Cgrrectlona} .
Facilities and Services and is now with a Commission
Tt sponsored legal services back-up center wplch'prQV1des‘
technical assistance in the area of pr:[.sonerst glgitihe |
t toflegalfseryices programs and others intereste f CEMARKS - HILTON RECTOR
reform of prisons. | MAR
ti

For those who are not familiar with the National

: Council on Crime and Delingquency, you should know that
o l the NCCD evolved from the national correctional field

- d as the National Probation and Parole Association. Our
principal thrust from our founding in 1907 was to pro-
mote the juvenile court movement in America, and systems
of comimunity correctional systems, first probation and
later parole, to replace confinement as much as possible.
In 1959, we became the NCCD with a much broadened pro-

‘ : gram, to address all aspects of juvenile and criminal

. v . ' justice as well as crime and delinquency prevention.

I have had the privilege of being a member of the
'f - NCCD staff for some 27 years; travelling the United
: ; States and abroad, with an opportunity to look at many
1 ‘ kinds of systems; working on survey teams, assessing
: ' o courts, police, sentencing, correctional programming;
¢ . : working with staff in development of model laws and
' . o national guidelines for improvement of practice and
' ‘ o procedure. Increasingly, the NCCD is becoming an advo-
! . o . cacy type of organization. We have a strong enough
Y : P base of non-governmental support from voluntary contri-
’ butions to permit us to monitor the public systems and
to serve a viable role as a constructive critic of
‘ public services, offering alternatives for existing
i programs, practices and statutes which do not represent
o the best attainable standards.

One of the NCCD program priorities is to promote
! better protection for the rights of prisoners, includ-
hes ing the right to minimum wages. As this concept gains
. acceptance in corrections systems we shall see private
bl industry and organized labor operating inside the in-
stitutions for the training and employment of prisoners

who will produce for the open market and receive full
wages.
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When the wage break-through comes, whether it is
in terms of prisoner participation in scientific re-
search or whether it is replacement of the present ex-
ploitive prison industry system with a modern, private
enterprise system, it will at the outset create temp-
orary problems of imbalance. Maintenance workers, and
others essential to the daily operation of a prison,
such as those working in the kitchen and laundry, will
have to be paid. This will escalate the cost of con-
finement but also should have the benefit of forcing
greater care and certainty in the justice process of
determining who should be confined. Cost effectiveness
is practically unknown in the criminal justice system.

This is pertinent to our consideration at this
meeting of the issue of prisoner volunteers and coer-
cien in relation to volunteering if the payment of
minimum wage scales were to be the policy of the correc-
tional system. I sincerely believe that payment of
prisoners for all work performed is just around the
corner.

I hope to take from the conference some specific
help for correctional managers who are addressing the
matter of Phase I drug testing with prisqQnex populations.
This 1s a problem to many correctional systems and the
guidelines and controls recommended by this conference
will be of immediate and practical help to them.

Also Phase I drug testing, if it can be done safely
and well in correctional institutions, can bring an-
other outside leadership force representing the drug
industry and medical profession who are not aware of
what destructive devices prisons truly are. They can
thus become another outside force to help us reduce
dramatically the amount to which the justice system
and the public rely upon such confinement.

Biograghz

Has been President of the National Council on
Crime and Delinquency since 1972, having served as its
Executive Director from 1959-72, and NCCD Western
Consultant and Assistant Director from 1946-59. He
has been appointed by Presidents Kennedy, Johnson, and
Nixon as delegate, United Nations, World Congresses on
Prevention of Crime and Treatment of Offenders, attending
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angress sessions in London, 1960; Stockholm, 1965:
Kyoto{ Japan, 1970. He has recently been reappoinéed
to this post. He is the U.S. representative to the
8001a; Defense Section, United Nations, and a Member

of the New York City Coordinating Council for Criminal
Justice. ;n addition, he was a member of the Presi-
dent's Advisory Council on Juvenile Delinquency 1960-66;
consultant to the President's Crime Commission, 1966—68:
member of the Advisory Committee, National Commission ’
on Reform of Federal Criminal Laws, 1969-70; and
Chairman, Board of Directors, Joint Commission on
Correctional Manpower and Training, 1966-71.
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REMARKS -- DR. FRANCES KELSEY

I am Frances Kelséy with the-Food-and. Drug Admin-. _ . .

‘istration. T am basically a pharmacologist.

Since 1967 I have been directing a small group,
the Scientific Investigation Staff. Our main respon-
sibility is to visit sponsors and see that they are
monitoring the clinical investigators and to visit
clinical investigators and see that they are following
the investigational drug regulations.

In the course of this work we have visited a num-
ber of prisons, and also many other institutions and
private investigators. We have found a number of pro-
blem areas. Some of these are obviously not in the
spirit of the regulations, and therefore we can take
corrective measures. There are other problems that
we have encountered, and questions which have been
raised to us, however, for which there seemed no very
good guidelines, and hopefully this conference will
"supply some of these.

T would like to emphasize, however, that these
shortcomings apply not only to prisons, which are the
subject of this conference, but also to other institu-
tions.

We are concerned about the gqualifications of the
investigators, and not only them, but persons to whom
they frequently delegate the work.

We are concerned about the quality of the records,
and the protection that is not given to subjects when
such records are poor. This particularly applies to
the possibility of liate, unrecognized hazards, or
hazards not recognized until later, and follow-up
studies are indicated.
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We are concerned with the nature of the patient
COnsgnt, and we are also concerned and in fact, have a
specilal program directed towards surveying the opera-
t;ons.of Institutional Research Committees. These com-
mittees are a recent requirement, and our work in this

~area has just begun.

We are concerned about such ethical problems as
what qrugs should be tested in what type populations,
in prisoners and children, for example, and other par-
ticularly sensitive areas.

We are naturally concerned, too, with the alter-

b me e - RALLVEs to. prison testing, if this should have to,

for some reason or other, be curtailed, or if the bur-

den of work gets so great that present prison facili-
ties cannot handle it.

' As you can see, therefore, practically every item
in the program will be of direct interest to us, and

1 hope it will help to solve some of our problems and
give us guidelines for future studies.

Biography

_Born July 24, 1914, Cobble Hill, Vancouver Island,
British Columbia, Canada. - She received a B.S. and an
M.S. from McGill University in Montreal, and her Ph.D.
(1938) and M.D. (1950) from the University of Chicago.
She has served as an instructor and an Assistant
Professor at the University of Chicago, 1938-50; and
as Associate Professor of Pharmacology at the University
gf South Dakota, 1954-57. After receiving her M.D). she
interned at the Sacred Heart Hospital in Yankton, South
Dakota, 1953-54; and had a private practice as a general
prgctitioner in Vermillion, South Dakota, 1957-60. She
joined the Food and Drug Administration in 1960 where
she has served as: Medical Officer, Bureau of Medicine,
1960-63; Chief, Investigational Drug Branch, Division
of New Drugs, Bureau of Medicine, 1963-66; Director,
Division of Oncology and Radiopharmaceuticals, Office
of New Drugs, Bureau of Medicine; Assistant to the
Director for Scientific Investigations, Bureau of
Medicine, 1967-68; Director, Division of Scientific
Investigations, Office of Medical Support, Bureau of
Medicine, 1968-71; and Director, Scientific Investiga-
tions Staff, Office of Scientific Evaluation, Bureau of
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Drugs, 197l-present. She also is a member of severa
progeésional and scientific societies, has held several
awards in education and government service, and has
published extensively.
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REMARKS -- DR. F. GILBERT MCMAHON . .

Well, T certainly spoke enough this morning, but
I am a physician at Tulane Medical School in New
Orleans. I didn't mention this morning something I
would like to say now, and that is, there is an old
slogan, "Primum non nocere," "Above all, do no harm."

If that is the philosophy of anyone in this room,
I would like to debate with you, because if you intend *
to do no harm, you should never practice medicine, let
alone research, because all treatment is experimental.
There is no drug that is not capable of being toxic.
There is a dcse of water that could kill any one of
us. I think if you didn't want to take any chances,
you wouldn't practice medicine. All medicines are
potentially toxic. Good medicines, like penicillin,
are abused every day. People die of misuse of aspirin

or of consuming good drugs in the wrong dose or for the
wrong diagnosis,

Anyhow, I would like to say there is a certain
benefit/risk expected out of new drugs, and that is
what we try to evaluate in Phases One, Two, and Three.
Even in Phase Four you have to watch for toxicity of
drugs, because the incidence of toxicity might be ex-
tremely low and might not be evident until a couple
hundred thousand people have taken the drug.

- 8o I think that is all I would like to say.

What I would like to get out of the meeting is
guidelines. By coincidence, we have a new Governor
of Louisiana in the last year or so, and he has a new
Commissioner of Health, and he has asked me to assist
in writing guidelines for the conduct of human re-
search in state-funded institutions. And that's a tough
job, but I hope to be able to bring your ideas
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back and incorporate them into the Louisiana guide-
lines.

I think if human research is to go on in Louisiana
prisons--and there is practiczlly none now--there has
to be substantial gain for the prisoner, and hopefully
improvement in his routine medical care, as someone
else said earlier this morning, and not just benefit
to the research subject. But probably the standard
of medical practice in Louisiana prisons would benefit
from the proper conduct of drug research within our
prisons. We don't even have enough money to hire full-
time doctors in some Louisiana prisons. That is why
I think the money ought to spill over and help medical
care inside of the prison. '

Biograghz

Currently Professor of Medicine and Head, Thera-
peutic Section, Department of Medicine, Tulane University
School of Medicine, his education includes: B.S., '
Chemistry, 1245, University of Notre Dame; M.S., Pharma-
cology, University of Michigan, 1949; M.D., University
of Michigan, 1953. He did his residency in internal
medicine at the University of Wisconsin Hospitals and
Lackland Air Force Base Hospital, San Antonio, 1953-56.
He has taught at the University of Detroit, University
of Wisconsin, and Louisiana State University School of
Medicine, and has practiced medicine at several hospi-
tals in New Orleans. In addition, he has held the
following positions with the pharmaceutical industry:
Director of Clinical Research, The Upjohn Company,
Kalamazoo, Michigan, 1960-64; Vice President in charge
of Medical Research, Ciba Pharmaceutical Ccmpany,
Summit, New Jersey, 1964-67; Executive Director in
charge of Clinical Research, Merck, Sharp and Dohme,
West Point, Pennsylvania, 1967-68. He holds several
honors and has sexrved on numerous committees and has
written many articles for publication.

REMARKS -— DR, ANTHONY W. CZERWINSKI

College of Medicine.

I am here primarily because we mana
. ; ge a Phase One
unit at the Oklanoma State Penitentiary. I speak
Q:;marlly as a medical scientist, and I regard prison
inmates as I regard anyone else--as human beings sub-

jegted to. study. But I think one of the important
things we must rem

fits.

| Who ls.responsible for making this assessment?
We havg review committees, but I think ultimately the
investigator is responsible for assessing the risk-to-
benefit ratio. I think that the investigator has a
much greater role when you are talking about normal
people, because very little risk should be taken in
normal people since the study, at least in Phase One

s?uﬁies, seldom benefits the person who is taking the
risk. v

Now, what do I wish from this conference? I
really wish that we could define the problems that

i corrections people have in prisons, the problems that

we cause co;rection§ people; try to answer, if possible,
some of their uneasiness about using normal people;

and try to develop guidelines which may be useful for
corrections people.

As far as the inmate population, I think the in-
mate is l%ke the public. The inmates need to be aware
of investigation; they need to be aware of the value

A? of investigation, however, they should be treated the

Same as anyone else who you might use in a study.
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Biography

Born February 10, 1934, St. Louis, Missouri.
Educated at St. Louis University: received his B.S.
in 1955 and his M.D. in 1959. He served his in@ernshlp
and residency at the University of Oklahoma Medical
School and held fellowships in renal medicine at the
V.A. Hospital in Boston, Massachusetts, gnd a? the
University of North Carolina. At the Unlvgrs1ty of
Oklahoma School of Medicine, he was an A551stant
Professor of Medicine from 1969-72. He 1s now an
Associate Professor of Medicine at the University of
Oklahoma Health Sciences Center, where he has been
since 1972. He is a member of several honorary
societies and professional organizations, and has
published numerous articles.

REMARKS ~-- DR. MERVIN CLARK

I am Mexvin Clark, and I am with the University
of Oklahoma also. Dr. Czerwinski and I are co-workers
at the university and at the unit at McAlester.

Needless to say, we share all of the same concerns,
and I would like to get out of this conference essen-
tially what Dr. Czerwinski has stated.

- There are, however, one or two additional specific
guestions that come to mind. Recently, in working with
the group at McAlester we have had some important
questions arise, one of which concerns our responsibi-
lity regarding follow-up studies on prisoners, particu-
larly when chronic toxicity studies years later show
that there may be possible harm from drugs that pri-

soners received years before as subjects of an experi-
ment. '

Often it is very difficult to follow up people
who have been discharged from prison. And the question
comes up: How far do we go? How far do we invade the
privacy of citizens, now, who are out of prison and
are no longer involved? '

The studies are done with subjects identified only
by prison numbers. These prison numbers (i.e., history)
may or may not follow people into society. For follow-
up we then have to identify the subjects by name. What
is the balance here? How far do we go "invading the
privacy" of a citizen who has participated in the study
in the past, who may not want to be followed up and re-
minded of his past history at this particular time?

The other question I have in mind I would like to

hear discussed by others is something that concerns
all of us in this field: How do we meet our respon-
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sibility for any harm that may come to any subject
participating in an investigation?

I am thinking in texms of adequate medical care
.oxr adegquate compensation should anything occur that
might prohibit a subject from, say, supporting himself
or supporting his family as a result of participating
in a study. Just what provision should be made by
us as investigators? Or by the espousers of the study?

And it applies not only to prisoneyxs, but to any
subject in any clinical research project.

These, then, are two things that I am particularly
concerned about.

One additional comment: I am not so much con-
cerned about my consideration of the rights of the
prisoners as I am concerned about how the rights of
the prisoner might be abrogated by fellow prisoners,
who might be more influential in the prison society
as it exists.

This became a concerxn in talking to some of the
prisoners about whether or not they wanted represen-
tation or a protocol review committee, and I found
that a significant number were guite ambivalent, for
fear that whoever would represent them might take ad-
vantage of it and them.

This is a possibility that needs to be considered
in further discussions about prisoner representation
on review committees.

Of course we are all concerned about the right to
participate, the right to not participate, and the
existence of coercion as a function of poor prison con-
ditions. But I think perhaps we should keep separate,
as best we can, those problems that belong to the
Corrections Department and those problems that concern
research per se.

Biograghz

Born May 18, 1921. Received a degree in Chemistry
from the Virginia Polytechnic Institute in 1242 and his
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M.D. from Northwestern University School of Medicine in
1948. He has served on the faculty of the Univerxsity
of Oklahoma College of Medicine, Department of Medicine,
from 1956-present (Assistant Professor through Profes-
sor]; as the Chief, Medical Service, Central State
Griffin Memorial Hospital (mental institution) from
1l956~-present; as Pr1ncmpal Investigator, Psychopharma-
cology Research Unit at CSGMH from 1958-present; and as
Acting Director, Division of Clinical Pharmacology, De-
partment of Medicine, University of Oklahoma College

of Medicine from 1969-present. 1In these capa01t1es

he has conducted Phase One and Two drug testing in pri-
sons and mental institutions.

N ;a&.&t“



:

d

t

REMARKS -- DR. ALAN VARLEY

I am Alan Varley. I am a physician, and I am
presently the Director of Medical Affairs at The Upjohn
Company in Kalamazoo.

As I mentioned this morning, a little over nine
years ago we entered into an arrangement or program
with the medical schools in the State of Michigan,
and the Department of Corrections, to build a research
facility within the walls of the largest prison in our
state. I don't think this was the first use of pri-
soners in research that the industry has sponsored,
but I think it was the first rather large-scale pro-
gram that was under direct industry supervision.

In developing this program I feel that we wrestled
with many of the guestions that we discussed this
morning. To address the question of "what I am inter-
ested in getting out of the conference," I am curious
to see how we did in answering these questions almost
ten years ago.

It is hard to boil down one's concerns in a sub-
ject as broad as this, but perhaps I have two.

There seem to be people who feel that use of pri-

soners in research is an invention of the pharmaceutical

industry, and I think it is important to realize it is
part of a much, much larger program. In this country
we have moved the study of new drugs in a different
way than has been done in Europe in that we spend a

lot more time carefully documenting things other than
just efficacy. Pharmacology, tolerance, metabolism,
excretion, biocavailability, all of these are documented
to a much greater degree in our system in this country
than abroad. We are also putting a much greater pre-
mium on statistical validation. This in turn requires
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largexr numbers, and a more controlled environment,
and has led to the involvement of prisoners in re-
search studies. I would urge at the outset that we
realize that if we are going to change or limit the
present investigation system, we will also have to
change simultaneously the approval system for drugs
in this country and the gquality and gquantity of the
non-efficacy data that now is considered essential.

The last concern I have relates to the rights of
volunteers. Over the last few years we have all been
greatly concerned about prisoners' rights. We have
been concerned that prisoners be treated the same as
other volunteers. This emphasis is essential, but
I am beginning to get a feeling of concern for the
non-prisoner volunteer. In our discussion I hope
people will stop to consider that other potential non-
prisoner volunteers have rights the same as prisoners,
and what is deemed right for prisoners should be ap-
plied to others as well. I refer specifically to in-
formed consent. If it is categorically not possible
to elicit "informed consent" from prisoners, is it pos-
sible to elicit it from non-prisoners? If prisoners
are coerced by their environment, are non-prisoners
equally coerced by theirs? If standards set for pri-
soners are applied to all volunteers and consent be-
comes impossible and coercion generalized, general re-
search in non-diseased population will become impos-
sible.

I think this is a consideration this conference
must also keep in focus.

Biography

Dr. Varley graduated from Baylor University in Hous-
ton, Texas. After a residency program in surgery, he’
practiced privately and joined the Upjohn Company about
15 years ago. He has held several positions within the
company, and is presently Director of Medical Affairs.
His interests are in clinical pharmacology and ethics,
and legality of ethics with prisoners. He has written
a number of papers on these subjects as well as on the
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biocequivalent of drugs. About ten years ago he had re-
sponsibility for developing a model research unit in a
prison in Jackson, Michigan involving the pharmaceutical
industry, the corrections department and the academic
world showing that such a combination of resources can
work together and do a good job.
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TEMARKS -- DR. FRANK AYD

I am Dr. Frank Ayd of Baltimore. I am in the
private practice of psychiatry. I am also Director

of Professional Education and Research at Taylor Manor '

Hospital.

I have been involved for twenty years now in
testing psychopharmaceuticals. I just recently cele-
brated the twentieth anniversary of the first day on
which I gave chlorpromazine to a patient.

I took time from what I consider a busy schedule
at this particular time to come here because I am con-
cerned about many of the issues to which we should ad-
dress ourselves at this conference.

I would start with the premise that we all are
ethical people interested in implementing, as much as
we can, the highest ethical standards in the work we
do. In addition, I believe that we have enough com-
passion and humane consideration for those for whom we
are going to work or with whom we will work that we are

vitally interested in protecting their rights as much
as possible.

To me the crucial point is to devise adequate
guidelines that, hopefully, all of us will judge ac-
ceptable. I also hope that these will protect the
rights of the experimental subject, be he prisoner or
non-prisoner.

To achleve this there are certain things that I.
consider essential. One is that we do not confuse th
issues. The inequities and the injustices and all the
other bad things that we can say about the penal system
and correctional system is one problem which I consider,
quite frankly, independent of the purpose of our being
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here.

Likewise, I think the inadequate delivery of health
care within our penal system certainly needs to be im-
proved, but to me this is also separate from the pro-
blem we are here to consider.

I think we also have to separate legitimate drug
research from a research treatment program. For example,
the use of psychosurgery has been mentioned this morning.
In one sense this is experimental and in another sense
it has a very specific therapeutic objective, namely,
to offer treatment to a patient who, because of the
nature of his disability, is in need of treatment. An-
other example would be aversive therapy, but no one
knows for certain whether this is beneficial therapy oxr
not. These are different from using someone as an ex-
perimental subject to learn something about the pharma-
cology of drugs, and so forth.

Finally, let me stress that I believe we have as-
sembled here people with enough expertise and goodwill
that we ought to be able to reach some kind of a rap-
prochement .

‘ Thank you very much. !

Biography

Dr. Frank J. Ayd, Jr., M.D., F.A.P.A., (Director of
Professional Education and Research, at Taylor Manor
Hospital), has been actively engaged in the practice of
psychiatry and in clinical research since 1951. He has
lectured in Europe, Asia, Africa, the Orient, Australia,
New Zealand, and North America. He is a member of nu-
merous national and international medical societies, and
of the Fellow American Psychiatric Association, the Amer-
ican Academy of Psychosomatic Medicine, the American
Geriatric Society, and is a Fellow and Founder of the
American College of Neuropsychopharmacology. He is a mem-
ber of the Royal College of Psychiatrics (England).

Dr. Ayd has published over 200 scientific articles
and is a contributor to over 30 books. He is editor of
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numerous professional and scientific newsletters and
journals and author of Recognizing the Depressed Patient
(Grune and Stratton). He is a member of the National
Association of Science Writers, Inc. Dr. Ayd is listed
in Leaders in American Science, American Men of Medicine,
and American Catholies Who's Who. 1In 1962, Dr. Ayd be-
gan broadcasting over the Vatican Radio on a program
called "Religion and Science," and in 1963 was honored
by being the first American layman to be appointed to

the faculty of the Pontifical Gregorian University in
Rome.

In recognition of his achievements, Dr. Ayd has re-
ceived many honors including four honorary Doctor of Law
Degrees and an honorary Doctorate of Science Degree. He
has been the recipient of numerous awards for outstanding
contributions to the community, to religion and psychiatry,
and to biological psychiatry.
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REMARKS -- DR. JOHN ARNOLD

Dr. John Arnold, Professor of Medicine at the
University of Missouri, and Director of the Harry S.
Truman Reseaxch Laboratory.

I have been in experimental drug research for 27
years, using human volunteers, many of them prisoners.
I come out of that period with a couple of notions,
several of which I would like to share with you.

In the first place, I believe very profoundly in
the need for the Food and Drug Administration require-
ments for careful tolerance and toxicity studies done
in normal volunteers. Our files are filled with the
dead bones of drugs that failed this test, and conse-
quently, tests were never imposed on ill patients to
ascertain this information.

Many of the public controversies that now surround
drug safety might have been averted had we, in an
earlier age, had these same rigorous requirements; and,
secondly, had we developed the professionalism that I
think we are now in the process of developing to £f£ind
adverse drug effects and hazards not only £from drugs
but other chemicals as well.

So the need for normal human testing, I think,
is really without much argument. Where this should be
done--meaning the question of alternate populations--
is a matter of some argument. The data before us are
very limited. In our studies of this question, it
would appear that normal, free-living individuals,
for reasons of time commitment alone, probably will
not provide willingly the population groups in which
this work needs to be carried out. I could envision
that the solution thereto might have to be a kind of
national selective service, to pick from the population
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at random those people who are to take this selected
risk--a thing not unlike that of jury selection.

I am quite serious in this proposal, because all
the evidence at my disposal suggests that it is the

only alternative to the use of a large number of people
within prisons.

That is the fixst probiem.

The second problem is that 1nst1tutlons, under
the rubric of prisons, vary enormously in the quality
of life. Consequently, the conditions under which
these experlments are carried out vary enormously. It
is against this background of the institution that we
determine many of the ethical problems.

Mr. Coughlin has pointed out--and I worked in
Stateville many years ago--that conditions within
that one institution have evolved over a span of 20
years, so that the ethical problems 20 years ago are
not the same ethical, operational, and moral problems
that exist today. There are quite a lot of differences
within a given prison as well as between institutions.

So I urge everyone to look at this question of
diversity in formulating ideas about prison research.

The last problem I would like to speak about is
what I want out of this conference.

I have worried for a couple of decades about the
moral and ethical implications of prison research and I
have been very aware of the public response, the poli-
tical needs and emotional reactions that are likely to
be generated by a meeting of this sort. In fact, we
went through such a period in the late 1940's, but
except for the Ivy Committee appointed by Governor
Green of Illinois, it has not evolved very far.

I think if we had had this meeting a decade ago,
and it had been a constructive one, as I fully expect
this one to be, this problem would now have been laid
to rest and we would be getting on with the job.

' I reinforce, then, Mr. Coughlin's appeal that the
job for this meeting is related to the construction
of scme kind of guidelines. I have examined what I
think are the deficiencies within our own present
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system. I think there are deficiencies and they need
correction. They could get correction from this group.

First, the peer review system as set up by the

NIH [National Institutes of Health] and FDA [Food and
Drug Administration] is inherently a very effective way
to manage many, perhaps most, of the moral and ethical
problems surrounding human medical trials. I suspect,
however, it is not operating as it ought to be. As I
talk to our own peer review group and look at our own
problem, I have several suggestions to make.

First of all, the peer review group, being made
up not really of peers--they are non-peer reviews--are
confused in large part about what they are to do. Per-
haps that is the major problem. If suggestions were
made on a national basis about what these local non-
peer review groups are expected to do, I think a great
many of the difficulties would be resolved. For in-
starice, have they visited the facilities in guestion?
Have they considered the backdrop of the prison condi-
tions? Have they really looked at this thing that they
are reviewing?

And lastly, I would make one appeal ta you. This
comes from my own peer review committee. If you take
away the major responsibility from the local peer re-
view group, that committee will atrophy. It is diffi-
cult enough today to get their attention. If they do
not have a major role in this review, they will dis-
appear. :

Biograghz

- Born May 4, 1922, Bradford, Ohio. Educated at the
University of Chicago; received B.S. in 1943, M.D. in
1946. At the University of Chicago, Department of
Medicine, he served as: Research Assistant and Re-
search Associate, 1947-53, Assistanht Professor and
Associate Professor, 1553-63. In 1963, he joined the
University of Missouri School of Medicine, where he
served as Professor of Medicine. He has also served
as Chief of Medicine, Kansas City General Hospital and
Medical Center, and Chairman of Medicine; University of
Missouri School of Medicine at Kansas City. He is
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currently the Director of the Harry S. Truman Research
Laboratory and Professor of Medicine at the University
of Missouri School of Medicine at Kansas City. For 25
years, he has been involved with human experimentation
in prison facilities and the testing of a wide variety
of pharmaceutical compounds. He has received numerous
awards, has published many articles, and has contrib-
uted to many scientific exhibits.
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REMARKS =-- JAMES B. RUSSO

I am Jim Russo. I am with the Pharmaceutical Manu-

facturers Association.

L bring to this meeting almost complete ignorance.
I am neither a scientist nor a lawyer. I am a jour-
nalist by training, and any of you who know journalists
know that journalists have a solution for everyone's
problems.

I hope to have a part in drafting the guidelines
for the drug industry, if indeed that is indicated as
a recommendation at the end of this meeting.

I really hadn't focused on the prisoner issue at
all eight or nine months ago. I have learned a good
deal in that interim, and a good deal of that is unset-
tling. N

It seems to me the problems that should be con-
sidered at this session include, as many people have
already said, the possibility that perhaps we ought not
to do testing with prisoners at all. I think sometimes
it is hard to document the validity or the need for
testing in prisons. I think the existence of regulations
and guidelines at the FDA level, particularly, seem
adequate on paper, but I have heard enough stories of

the inadequacy of enforcement that I think we ought to M

focus hard on the existing guidelines and what is being
done or being missed in their observance.

I think the monitoring problems for the sponsor

of the drug studies are particularly acute with respect g

to prisons. The companies need some guidance there.

Perhaps the monetary issue we talked about may be
the knottiest of all. We are kind of caught in both

128

E

Appendix--James B, Russo ' 129

d?rections. If you pay what you would pay on the out-
side that amounts to intimidation. If you pay what

you pay, that amounts to coercion. We have to get at
this issue in some way.

. Finally, I think the whole idea of this conference
1s very healthy. I think the whole movement of pri-
sonerg' rights is something that has been long overdue
§nd_wlll not go away. I think that PMA is interested
in improving and defining the role that the drug in-
dust;y can play to improve the situation in prison
testing, and may itself 1lead the industry into finding
its role without waiting for federal legislation or
regulatory action to take place.

I guess in t@e process of describing my concerns
I have also described most of the things I want to

get out of the meeting, namely, the wherewithall with
which to draft some guidelines.

Biograghx

James Russo graduated in 1956 from the Temple Uni-
versity in Philadelphia, with a B.S. in Journalism.
After spending about five years in the Navy, as a Public
Information Officer, he joined PMA in 1960. Positions
he has held with PMA are Director of Public Information
and Director of Special Studies in the Research and
Plannigg Department. He has held the position of Assis-
tant Vice President of Public Relations for the past two
years. His duties include the preparation of testimonies
for use in Congressional hearings, writing speeches, the
preparation of booklets and leaflets on subjects of in-
terest to the pharmaceutical industry, and advertising
on behalf of the drug companies. '
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REMARKS -- DR. DON E. KIRKPATRICK

My name is Don Kirkpatrick, and I am from Texas.
First I would like to, in all deference to Mr. Rector,
clarify at least in my mind a couple of points he made,
one concerning the movement to pay inmates in prison.

I don't disagree with that philosophically, but I
also don't see that as really being "around the corner"
as he says it is, at least in my state. People in
Texas, in terms of appropriations, spend about $4.50
a day for a man in prison. I don't see that the econo-
mic impact of paying inmates for all jobs in prisons
at the same rate as the general population, being a

a

"live option" politically. .

The second point I would just like to briefly
touch upon is the concept of some kind of goal to re-
duce or eliminate all correctional institutions. T
believe when you loock in the society and look in the
~general population--I assume we are talking about some
of these alternatives to corrections--I don't really
beilieve they exist. We write about them, we allude to
them, we hope that they are there, but in the main
when you go into the community to try to seek them out
or construct them, they are not there.

I think this is important because it tends to
indict all correctional systems, and this is in rela-
tion to Dr. Arnold's point, while there is tremendous
disparity in some systems becauze of their location and
because of the particular society they are in. I
think obviously there is a tremendous difference in
the way they are meeting their missions and goals.

In terms of this conference, I think I come here

‘with a tremendous concern in terms of medical experi-
mentation and medical research in a correctional setting,

130

T S ot e inern e o

S e it Sy |

e

Appendix~-Dr. Don E. Kirkpatrick 131

specifically my own, and I think what I really look
for in this conference--I came to see the kind of men
and the kind of leadership that is being evidenced in
the private sector with the Pharmaceutical Manufac-
turers Association, so that I can better make deter-
minations within my own institution. I think the kind
of interchange between correctional people and people
around the country involved in this work is a critical
element in this equation.

Biography

Born April 12, 1938. He received the following
degrees from the University of Houston: B.S. in
Psychology, 1964; M.S. in Experimental Psychology, 1969;
Ph.D. in Experimental Psychology, 1971. His work
experience includes: Research Assistant-University of
Houston, National Aeronautics and Space Administration,
Manned Spacecraft Center, Houston, Texas, 1964-65;
Research Psychologist-NASA, Manned Spacecraft -Center,
Houston, 1965-68; Associate Director of Biomedical
Communications, Baylor College of Medicine, Houston,
1968-69; Research Associate, University of Houston,
Department of Psychology, Houston, 1969-70; Assistant
Professor, Sam Houston State University, Institute of
Contemporary Corrections and the Behavioral Sciences,
Huntsville, and Research Coordinator, Texas Department
of Mental Health/Mental Retardation, 1970-72; Assistant
Director for Treatment, Texas Department of Corrections,
and Assistant Professor, Sam Houston State University,
Institute of Contemporary Corrections and the Behavioral
Sciences, 1972-present. He is also a member of several
professional organizations and has presented numerous
papers.
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REMARKS -- DR. R. E. PROUT

My name is Gene Prout. My background is clinical
medicine and correctional administration. I am Chief
Medical Officer in the California Medical Facility in
Vacaville, which is about a 1,900-man institution, pri-
marily a psychiatric hospital.

My involvement in research has been over the past
ten years there, occasionally as an active clinician
in the research, but most often as a non-participant
and as a member of the Institutional Research Committee.

Our Institutional Research Committee there consists
of four physicians and psychiatrists on the staff, in-
cluding the superintendent, who is a physician and
psychiatrist; also the institutional chaplain; and one
inmate, who is the Chairman of the Men's Advisory
Council.

I have no particular vested interest in seeing
that a protocol is either approved or denied. Actually,
my primary goal is the protection of the health of the
inmates, and in that sense I think of myself as repre-
senting the inmates on the committee.

Our experience at Vacaville in the years I have
been there has been mostly one of a happy symbiosis
with the coexistence of research in an institution.
There have been some administrative problems. Fortu-
nately, we have not had any serious medical complica-
tions out of our research.

But we have enjoyed a lot of intangible benefits
from the coexistence of research. There is an educa-
tional and cultural one. I think it has a humanizing
influence on an institution. The inmates--it's a
very intangible thing, but the experience in our insti-
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tution is that our inmates like it. They want to see
it continued. Any people on the outside who are "try-
ing to help them” by shutting down research, they would
be very unhappy with.

So this briefly gives you just a little bit of
an idea of the situation in Vacaville.

I came to this conference really as an alternate
for our superintendent, Dr. Clannon. I hope to see
what the trends and what the standards are in different
parts of the country, and also hope to benefit from
hearing from other states about their experiences.

Biography

Born February 27, 1933, Los Angeles, California.
He received his A.E. from La Sierra College, Arlington,
California, 1953; and his M.D. from the Loma Linda
University School of Medicine, 1957. After doing
residency in Internal Medicine and Psychiatry, he
practiced privately from 1961-63. In 1963, he joined
the staff of the California Medical Facility at
vacaville as an Internist. In 1968, he became Chief
Medical Officer and still holds that position. At
vVacaville, he has participated in research projects
with NASA and the University of California Medical
Center Research physicians. In addition, he has
taught at Loma Linda University Schocl of Medicine,
1965-66, and is a member of a number of professional
and civic associations.
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REMARKS -- RALPH URBINO

My name is Ralph Urbino. I am the Administrative
Director of the Solano Institute for Medical and Psy-
chiatric Research located within the California Medi-
cal Facility at Vacaville.

The psychiatric part of our title is a misnomer,
because to date we have not participated in any type of
psychiatric research.

Vacaville is the only institution in the California
State Prison System with an ongoing research program.
The participation involved is approximately 2 percent
of the entire state's prison population. But the fact
is that it's the only game in town, and as a result,
opponents of prison research have no other target ex-
cept Vacaville.

And of late they have borne down very hard. I
just read an article in the Atlantie Monthly, for ex-
ample. ZIronically, it has had a dual effect. A second
and closer look at all procedures and policies has been
taken, and some improvement was found necessary. The
effect has been an increase in reviewing of protocols.

A protocol myst first be reviewed by the Univer-
sity Human Research Committee, then by the Review Com~
mittee within the Solano Institute, and then by the
Institutional Research Review Committee at the medical
facility, and lastly through the Research Review Com-
mittee at the central office of the Department of Cor-~

'Mitford, Jessica, "Experiments Behind Bars,"
Atlantic Monthly, 231(1l):64~73, January, 1973.
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rections.

O the other side--I said "dual"--it has created
"over-cautiecn," though I hesitate to use that term. I
have noticed, of late, a reluctance to approve Phase One
proposals.

And that brings me to my last point, that I hope
to be able to go back to Vacaville with some kind of
an idea from our discussions here as to how we can
strengthen the need for Phase I studies.

] Another thing that I hope to take back to Vacaville
is the establishment of a pay schedule that would be
applicable nationwide.

Thank you.

Biography

Ralph Urbino is the Coordinator of Research between '
the Solano Institute for Medical and Psychiatric Research
and the California Medical Facility at Vacaville, Cali-
fornia. He came to CMF after spending more than 20
years in the United States Air Force as a military avia-
tor and general administrator. His duties with the
Solano Institute are purely administrative; he has been
there for the past 11 years. The Institute has enjoyed
success with the academic community as well as with cor-
rections; it is very popular with the inmates. The
Institute handles the settings for the investigators
from the universities. His role is strictly a lay role,
the investigators themselves provide the professional
sgrvices under the guidance and supervision of the physi-
clans at CMF,

Up until the time of the conference, he did not really
know that the problems they were having were problems
being felt throughout the country, and welcomed the
chance to talk about some of these problems with other
people at the conference. He found some of the items
that were being proposed were actually procedures already
in progress at CMF, probably because CMF was a prototype
when it was orginally set up.
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REMARKS -- DR, ROBERT C. BACKUS

I am Bob Backus of the Institutional Relations
Branch of the Division of Research Grants, National
Institutes of Health. And I hope before this is over
you won't be calling me, "Big Brother Bob Backus," but
if you don't reccgnize the title I have just given you
--Institutional Relations Branch--it's because you are
not in an institution that is subject to DHEW [Depart-
ment of Health, Education, and Welfare] policy.

We do administer the DHEW policy on protection of
human subjects from this office and, as you probably
know, those of you who have been familiar with it, the
policy has been through quite an evolutionary process
in the last five years.

I might mention in passing that the documentary
information you have received does not include -the DHEW
policy as it now exists. The information you have is
obsolete. It is the old Public Health Sexrvice policy.
The new DHEW pollcy has been in effect a little over
two years. It is the one most of you are familiar with,
however, because it ties in with the investigational
new drug requirements of the FDA.

The policy we administer follows the federxral dollars
into the grantee or contracting institution. We are
only indirectly involved with any prison population, be-
cause funds for pharmaceutical research go into medical
institutions around the country, and as far as prison
populations are concerned, funds would probably go
through a university. So there is only a secondary re-~
lationship.

We have felt the same pressures you have out in
Vacaville, and we are reacting to them in our own way.
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We expect, in this continuing evolution of the
policy, to go from here to something that will cover
all institutions as sources of human subjects, and we

expect to have to apply the policy wherever the federal
dollar can be followed, no matter where that institu-
tion is.

And I might also add that there is a possibility--
and you might as well brace yourself for it, that we
are moving toward a federal policy.

I might put in one disclaimer, While I am here
at this conference I am not going to be speaking as
much for the Department of Health, Education, and Wel-
fare as I am speaking for myself when we get into is-
sues of a controversial nature. The pollcy is very
clear, and if you wish to raise a question concernlng
that pollcy, we can handle that when you want to raise
it, and I will speak officially when I can. But, pro-
viding you with that disclaimer, I would like to get
into this a little bit mysel€f.

DR. EMRICH: I think that should be a blanket dis-
claimer for all of us, that unless someone says some-
thing to the contrary, we are all speaking as indivi-
duals.

DR. BACKUS: I came up through the NIH system, and
if there is any one motivation-~there are several, but
the one I will allude to is quality of research. We
are very quality conscious for the kind of research we
want to see done.

I just pose one question in that regard, and that
is whether prisoners necessarily represent the best
kind of subjects for the quality of research you want to
do. There may be occasions when the prisoners do not
represent the best source of human subjects.

And in exploring this whole issue with you, I
hope we can discuss the possibility of going to other
sources. I don't think that has received enough atten-
tion--I know it hasn't in the discussion we have had
so far--but I think it is a subject that needs a lot
more attention.

I know of one or two instances outside of the
prison systems where excellent research has been done
on non-captive subjects, if you think of prisoners as

ao



!
¥

L2
i

138 Conference on Drug Research in Prisons

captive in the usual custodial sense. One I can mention
and that mest of you will recognize is the Salisbury
Laboratory in England, where they conducted studies on
the common cold. This is a very Lngenlous method, and
I think we may have to tax our ingenuity in the future
on obtaining suitable subjects for reszearch.

We have to consider what the best subjects are
for the research we want to get done, whether they are
prisoners or somebody else. And it may very well turn
out we will have to devise some additional methodology
and impose some additional constraints:on other people
if we all want to reap the benefits of medical research.

I think someone mentioned at one time here that
we need an educational campaign. If that is the case,
let's get with it.

If any of you have any suggestions, directly ox
indirectly, that might apply to DHEW policy develop~
ment, I would appreciate hearing from you 1nd1v1dually
or in any other way.

Biograghx .

Born August 25, 1913, Carroll, Iowa. Received his
B.S. from Dakota Wesleyan University in 1937; his M.S.
from the University of Michigan in 1944, and his Ph.D.
in Bacterial Immunology in 1951. He has worked as a
virologist, 1945-46, and as a research associate in
biophysics, 1947-50, at the University of Michigan;
and as an assistant research biophysicist at the virus
lab at the University of California at Berkeley,
1950-56. He has also served as a research grants
administrator for the American Cancer Society from
1956-57. Since 1958 he has been with the National
Institutes of Health in the Institutional Relations
Branch.

REMARKS =~- VICTOR HENDERSON

I am Victor Henderson, a medical student at
Johns Hopkins, and am working this summer for the Med-
ical Care Section of the American Public Health Assoc-
iation in Washington.

The APHA will soon be drafting policy concerning
use of captive populations in general as subjects of
medical experimentation., In the late mailing, I believe
all of you received a copy of an APHA resolution and
a draft policy statemant in this area, but in view of
the fact there is to be a new task force that will be
considering this again, I would like to caution that
these are probably not the final positions of APHA.

Speaking only for myself, I would like to see this
conference address itself not only to what guidelines
could be formulated governing the use of prisoners as
subjects for testing of new drugs, but also to a more
basic question, one mentioned earlier by others here,
whether prisoners ought to be used in the first place
as subjects for drug evaluations or for any other kind
of medical experimentations.

The fact that this is a econvenient population for
one's experimental design doesn't answer this gquestion,
Is anyone in a prison environment today free from or
can he be made free from a significant amount of coer-
cion? Does one who has most of his decisions made
for him in the routine of his daily life retain the
competency to consent to participation in an experiment
involving potential hazards to himself? Should one
who has had so many rights removed from him by law
still retain the right to consent to a procedure not
for his own benefit but for the benefit of somebody
else?
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I think questions like these need to be gddressed
first, before the issue of guidelines is considered.

Biography

Currently a medical student in the Year IIL Class
at the Johns Hopkins School of Medicine in Baltimore,
Maryland, he has a particular interest in the area of
medical ethics. Born on August 20, 1951, Mr. Hen@er—
son makes his home in Augusta, Georgia. He attended
the University of Georgia in Athens, Georgia, on a
National Merit Scholarship. Majoring in psychology.
he received the B.S. degree with General Honors in 1972,

graduating summa cum laude and was elected to membership

in Phi Beta Kappa. He is presently working as a summer
intern for the Medical Care Section of the American
Public Health Association in Washington, D. C. Here,

his activities include assisting an APHA Program Develop-
ment Board task force to draft APHA policy concerning

the use of members of captive.populations as subjects

for biomedical experimentation.
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REMARKS -~ PAUL DUNN

i ~ I am Paul Dunn of the NCCD. I am on the staff
i of the Law Enforcement Council of the agency. Before

it ‘ - that, T worked in Iowa for reform in the whole justice
] system there. » ‘

In line with Bob's [Emrich] direction to us this
morning, I will try to follow the goal that he labeled
as credibility--which is a risky word to use in this
‘ day and age, Bob. His understanding of that word is
5 for openness and honesty and interchange of communica-
k, tion. I think he used the word "flexibility," which

X means I should be able to change my mind if I want.

Since this conference was on the drawing board,
I have changed my mind about a dozen times. I was
~going to say, "I have come here with a closed mind

and I hope during the next two or three days you can
open parts of it."

I There are a lot of cosmic issues floating around,
: and I find it difficult to put my hand on all of them.

B I was interested that Jessica Mitford was already.

3 mentioned herxe. I knew of her, as some of jou did,

. when she wrote another book that must have caused as

3 much consternation in the hearts of association general
directors and general managers, called The High- Cost
of Dying. She laid out chapter and verse, with all
kinds of gruesome anecdotes, the funeral directors' in-
dustry and the league it had with the legislatures. And

¥ if you look back, you will see the funeral industry is

3 still in business and still doing quite well,

3 . There was a by-product, though, and that was the

' increase in the use of and the flourishing of memorial

- societies for cooperative cremation of deceased people.
So it had a small effect. ‘

141 .
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Another book I am reminded of is Rachel Carson's
book, The Silent Spring. It caused a great deal of
pain and discomfort to chemical manufacturers. It
caused them to re-examine some of their products and
activities. Without guestion, Miss Carson's book had
a much greater effecgt than did Jessica Mitford's earlier
book.

I don't know how much effect Jessica Mitford's
current book, Kind and Usual Punishment, will have on
corrections in this country. But I think it is fair
to suggest that her book will probably have a greater
impact than much of what we discuss and conclude here,
because she has an audience that does not want to be
informed in the great detail that we care to be, and
which reacts with gut instincts that I tend to react
with sometimes.

What I would like to get out of this conference,
though, are the answers to some of the questions that
I have put. Yet the questions keep changing.

The first set of questions has to do with some of
the legal terms of art: the privilege as against
rights; coercion and duress as against voluntariness.
I think these have to do with power, which is an un-
stated part of those equations. N

At the present time, the departments of correc-
tions and the administrators of the prisons have the
power, and the prisoners don't. The option to parti-
cipate in or not participate in research activities
is filtered to the prisoners through the administration.
And T think only when that power is passed directly by
the drug research operatives to the prisoners can we
then begin talking about voluntariness.

That may or may not be so. I think we can get

an answer to that question in the next three days, though.

I have another question, and that is whether this
power that pharmaceutical testing has, when passed on
to the prisoners, can be used for other purposes, other
leverages, to efifect change or reform within the system,
whether it is a fair wage rate or whether it is a dif-
ferent manufacturing process within the prison or new
employment opportunities.

I am asking--and I don't think this question will
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be answered--whether pharmaceutical research would per-
mit ltself to be used as an agent of reform in correc-
tlons. I don't think we will answer that.

Another question I have is really whether captive
populations, prisoners in the United States, are a
solid population as a test base for long-term continued
rgsearch. Our agency, and many in the American Correc-—
tlgnal Association, some even in the State of Texas,
think that there are alternatives to prisons, and that
in the long run we will see a disestablishment of pri-
sons. In any case, we will probably see a shrinking
of the prisoner base in that the state prison popula-
tions will get smaller and county jail populations
will get larger, resulting in a shift in population.
So.ln'the long term, you may have built models on
shifting sands. We won't answer that question in the
next few days, however.

. Dr. Arnold raised another gquestion about national
priorities, which I have thought about a bit, in find-
ing a test population. He suggested a national selec-
tlye sexrvice or jury service type of selection. I can
think of using the draft or the lottery or some form
of conscript?on of research subjects, as legitimate
and as constitutional. If Congress or the nation feels
that its priority for seeking therapeutic cures is

~great enough, there is certainly power in the government

to create that.
It may be debated.

' My last question, the one I came to the whole sub-
Ject with last winter, is: How important, really, is
progress? ’

This is a simplistic approach. Have we not gone
far enough with air-conditioned cars and filtered cig-
arettes in which we are quite well advanced? I think
more and more people will be asking the question: Do
we need new therapeutic drugs? :

The‘ot@er part of it is: Is.the research such
as to not violate the commandment, "Do not mess over
some other human being"? :

I think Dr. McMahon may have to discuss this,
where he says the medical precept is to do no harm and
yet you have to do harm to eventuwally do some good.

B
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I think we can find an answer to that question
in the guidelines and standards we are looking at here.
There may be some way of judging that question.

Biography

Paul ¥. Dunn (Director, Law Enforcement Council,
National Council on Crime and Delinguency, Hackensack,
New Jersey) is the staff support for the 24-member
council since its inception in 1971. The Council deve-
lops standards, programs and guides addressed to both
public and private law enforcement issues. He was State
Director of the Iowa Council of NCCD, from 1969-1971,
where he administered the Des Moines Community Correc-
tions Project for NCCD and worked to develop regional
corrections centers in the state. From 1967~1969 he was
coordinator of the Washington State Attorney General's
Citizens' Committee on Crime, writing the OLEA comprehen-
sive criminal justice state plan. A law graduate, he has
worked for Legal Services Centers in Seattle-King County,
Washington, and for private insurance companies in
Seattle and Detroit. He was a board member of the Iowa
Civil Liberties Union, and a founding director of the
Washington Consumer Interest Committee. He has written
on welfare law and procedure, consumer education, police
policies. While on the staff of NCCD he has contributed
to surveys on police education, probation reporting, and
has taken part in numerous criminal justice training and
evaluation efforts.

REMARKS -- MS. CLAIRE COOPER

I am Claire Cooper of the American Civil Liberties
Union. '

I think I should tell you first what my purpose
is, and then tell you the rest of what I have to say.

My purpose is to refine or destroy my own premises,
the premises I came here with, and to hope that you
will be open to having your premises refined or des-
troyed by anything I may have to say.

I always hope that any solutions that are formu-
lated will respect the c¢ivil liberties of any indivi-
duals who may be involved. I'm most concerned that
civil liberties be protected, but how you go about
doing that, I'm not sure.

I will go on to tell you briefly what my premiges
are. There is nothing that hasn't been said in this
room, but I'll tell you how I put it together at this
point in this conference.

I think that medical advances are all to the good

of civil liberties, because they enhance an individual's

opportunities to exercise his or her civil liberties.
However, I think that the prison system at present is
so defective that the prison environment is inherently
and pervasively coercive. Therefore, prisoners' free
and informed consent to participate in drug experimen-
tation at present is impossible.

I don't think that these defects in the present
prison system are the fault of the dru¢ industry or the
universities. I think that the defects ure the fault
of the prison system and of the larger society. But I
do think that the drug industry and the universities
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can help perpetuate the present defects'by taking ad-
vantage of them.

To be more specific about that, all of the benefits,
so-called benefits, I have heard spoken of, benefits
to the prisoner population as the result of medical
experimentation, would not be benefits if the prison
system worked correctly. If peonage or near-peonage
were ended, then prisoners would not so-called "benefit"

by getting money by offering themselves as experimental
subjects.

If there were objective and stated criteria for
parole, prisoners would not try to earn good points
by subjecting themselves to experimentation.

If a clinic were not a better environment than a
cell, prisoners would not want to go into clinics
rather than cells.

- And there are subtler kinds of coercion that exist
in prisons that should not exist.

Biography

Claire Cooper, Information Director at the American
Civil ILiherties Union, was formerly a freelance writer,
Senior Editor of Prentice-Hall, and a journalist. She
is a graduate of the University of Florida and New York
University and an author of numerous articles on a vari-
ety of social issues.
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REMARKS -- DR. MONROE E. TROUT

I am Monroce Trout. I am a physician and attorney.
At the present time I am Medical Director for Sterling
Drug, and I also am sexving a term as President of the
American College of Legal Medicine.

We have a committee which has been working for
over a year now on this very issue, and related issues,
and I have to say that at our last convention we had a
very long, heated, emotion-~filled discussion from the
floor, and came to no resolution. So the committee
is back to the drawing board.

I am here to hopefully learn, and I am delighted
to participate, to be exposed to viewpoints that
frankly I am not exposed to on a daily, weekly, or
monthly basis, ‘

I am deeply concerned about the whole area, because
there has been a lot of rhetoxic; politics hds become
involved; there has been sensationalism. Events have
occurred, some of which have nothing whatsoever to do
with clinical research, but which are being used by
those who want to sensationalize the areas as though
they were episodes of clinical research.

I believe that what we do and say with regard to
research with prisoners will be applicable to other
population groups, and I think we should at least
keep this in the back of our minds

I refer to the pregnant woman, who has a foetus
that cannot give informed consent. I refer to the men-
tally ill, whe cannot give informed consent. I refer
to children, who cannot give informed consent. And
I really also refer to students, because I believe
that students are in the 'same categoXy as prisoners
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since there is that coercive idea of grades from the
professor.

But I am also deeply concerned that if we ban re-
search as far as prisoners are concerned, we are going
to ban research from all of these other groups. We will
have no therapeutic agents for children; we will find
no cures for mental illness; we will make therapeutic
orphans out of pregnant women.

So I think whatever we do with regard to prisoners
will have a carry-over. And I think in the long run,
if it becomes sensational enough, if it is filled
with enough emotion--and I have heard this expressed
on several occasions within the past week--we will
have a national moratorium on all research.

And I think that if this occurs, then only society
is going to suffer. Your children and my children
will suffer. And some of the great illnesses for
which there is no cure at the present time will have
no curxe found, at least in the United States.

I hope that we can reason and be reasonable, and
that we can let the emotion and politics be behind us.
I think that we should concern ocurselves with some of
the incidents that have occurred, but we should also
remember that there are built-in mechanisms already
to take care of some of the violators of ethics and
morals, and I really don't believe that we can legislate
morals. But we have licenses, more or less, for physi-
cians; we have FDA regulations; we have, now, a 30-day
waiting period before Phase One; we have peer review.

. These mechanisms are built into the system. I
think what we need now are really guts to use them.

I think that as far as prison research is con-
cerned, or, in fact, any research, there is a duty to
inform--and I don't like the term "informed consent,"
but I think there is a duty to inform. I think that
whoever the recipient of  the research is, he should be
free from as much coercion and seduction as humanly
possible. And, of course, in any type of research one
must always balance the benefits to risks.

I don't believe that the industry can take on all
the burdens of prisoners and all of the peripheral
lssues, but I think that the industry should be respon-
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sive to the areas of concern in research. I think

that we need to look at the various phases of research,
as the FDA has said. I don't think they are sacramental;
I don't think they should be. I think there are many
drugs in the United States that could go into Phase Two
or even Phase Three and skip Phases One and Two.

I am thinking of drugs which are already on the
market in such countries as England and France. I am
thinking of drugs where it would be actually unethical
or immoral to go into Phase One, drugs such as those
that are used in the therapy of cancer.

So I don't think that the FDA phases are sacramen-
tal. I think we need to take & very close look at them.
I am not sure we need the large numbers of patients that
are used before new drug approval is received.

I would hope to get from this conference some
areas of agreement, certainly identification of the
areas of disagreement; if possible, some pluralistic
guidelines, but I am not sure that is going to be
possible; and hopefully to learn more about some of
the problems that the corrections people have, that
prisoners have, that the academicians have, so that
when I make my decisions as far as new drug research
is concerned, I will be better informed, and hopefully
make better decisions.

Thank you.

Biography

Received his A.B. and M.D. degrees from the
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degrees from Dickinson School of Law. He ls‘currently
Medical Director of the Sterling Drug Inc. and
President of the American College of Legal Medicine.
In addition, he is Trustee, Cleveland Clinic and_
Dickinson School of Law, lecturer. in Legal Medicine at
Dickinson School of Law, and Associate Professor at
Brooklyn College of Pharmacy. He is a member of the
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Secretary's (HEW) Commission on Medical Malpractice;
and the Sterling-Winthrop Research Board.
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REMARKS ~-- DR. MARION FINKEL

I am Marion Finkel. I am a physician and currently
Deputy Director of the Bureau of Drugs in the Food and
Drug Administration.

Dr. Kelsey has expressed our interest in research

and the use of normal volunteers, so I won't reiterate
that.

I would like to make a comment with respect to

‘what Dr. Arnold said. I was about to agree with him

that there is no real alternative to the use of pri-
soner volunteers if we are going to get the same kind
of safe, detailed research that we want in this country
and have come to expect, until I remembered what Dr.
McMahon from Tulane said.

Dr. McMahon, of course, not only uses students,
as he mentioned. this morning, but he also uses hos-
pitalized patients who are not very ill, and who are
able to be used for Phase One types of studies. They
are volunteering for studies of drugs which they don't
even need.

I suppose it is possible to set up more experiments'

of this type and go away from the use of prisoners,
but I think that is irrelevant. Dr. McMahon's concerns
are the same as the concerns of any investigator who

uses normal volunteers, namely, patient safety and
patlient consent.

Also, I would submit that if one did not use
prisoners and simply went to other closed environments,
such as hospitals, that instead of this group sitting
here today, there would be a group with different faces
who would be involved in devising guidelines for the
use of hospitalized patients as volunteers for investi-
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gational studies with drugs from which they could not
be expected to immediately benefit.

What do I hope to get out of this meeting? What
a number of other people have expressed, namely, some
guidelines which will hopefully give us the best use
of normal volunteers that we can have.

Biography

Born November 2, 1929, Educated at Long Island
University 1945-48, received M.D, from Chicago Medical
School, June 1952. Has privately practiced her
specialty in internal medicine in New York City and
New Jersey. Has served as a clinical instructor at the
New York University Post-Graduate Medical School,
1955-61; and at the Georgetown University School of
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Head of a IV Medical Division Diabetes Clinic, Belle-
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and Drug Administration: Medical Officer, Bureau of
Medicine, 1963-66; Director, Division of Metabolism and
Endocrine Drugs, Office of New Drugs, Bureau of Medi~
cine, 1966-70; Deputy Director, Bureau of Drugs, 1970-
71; Director, Office of Scientific Evaluation, Bureau
of Drugs, 1971-72; and Deputy Director, Bureau of Drugs,
1972~present. She has also held several honors and has
published various articles and papers.
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REMARKS -- REX HERRON

I am Rex Herron. I direct a project for NCCD
called the NewGate Resource Center. We are in the
business of providing information and technical assist-
ance nationwide to corrections agencies and/or univer-
sities who are modifying, or developing programs of
post-secondary education for offenders. Our approach
is to encourage replication of the NewGate model pro-
gram, a program now operating in seven states.

My interest in the criminal justice system has
developed through my association with NCCD and graduate
experience in criminal justice administration. In
1971 T finished seven years experience in coxrections
as a recipient of justice. As an ex-offender parti-
cipant in this conference I would like to make an
important distinction in what the ex-ocffender role
implies. That is, I cannot and will not attempt to
speak for or represent the collective voice of inmates.
What I do feel I can offer is another personal perspec-
tive to the issues that will be debated at this con-
ference. 1 feel competent to speak on the conditions
of incarceration, but not on the many thousands of in~-
mates' subjective feelings toward being incarcerated.

I am pleased that there appears to be a great
deal of concern over the "coercion" issue. I don't
think we can overdo attempts to really understand the
many effects and connotations of this issue. Many
elements of institution coercion arxe so subtle that
they are lost to the awareness of inmates. That's
how "institutionalization" or "prisonization" occurs.
The coercion issue is inseparable as an inverse rela-
tionship to voluntariness which, as I understand, is
a major concern confronting our interest in drug re-
search with prisoners.
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Recalling my prison experience and the many
choices I felt were made freely and voluntarily I can
see now how freedom of choice is relative--and con-
tingent upon environmental conditions. And if we are
attempting to establish guidelines for drug research
which' reflect concern for high ethics, T suggest that
while a prison inmate may have legitimate opinions in
this regard his opinions, at the same time, must be
heard in the context of his situation. An inmate, for
example, may not see monetary incentive as coercive.
And I believe it is. The point here to me is not
that we consider coercion unethical but that we accept
it as an unalterable fact of institutional econditions.

I am anticipating three benefits of this confer-
ence. The first is personal in that this is my first
experience at publicly identifying myself as an ex-
offender. If the discomfort I feel at this moment
eases, I will consider some kind of personal growth
has taken place. Secondly, this conference should be
educational. I do not understand what Phase One re-
search is, and am interested in how the degree of
subject-risk is determined. Third, I am interested
in how it might be determined at this conference to
utilize offenders or ex-offenders as participants in
policy making. ‘ ‘

Additionally, I would see some of the same issues
and concer:.s of this conference applying to other as-
pects of correctional treatment--perhaps at some more
enlightened point in time, but as an example, we may
some day question the whole aspect of institutions as
treatment facilities.

Other than that I am pleased to be here and ex-
cited about the potential results coming from such a
broad range of professional people as are gathered
here. ‘

Biography

Rex Herron is Director of the National Council on
Crime and Delinquency NewGate Resource Center,
Hackensack, New Jersey, a national project whose special
function it is to provide information and technical
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assistance in the development, modification or expansion
of post-secondary education programs for offenders. Mr.
Herron received a Bachelor of Science degree in psycho-
logy from the University of Oregon, Eugene, Oregon, in
June 1971, where he was named Woodrow Wilson Designate.
In June 1973 he was awarded a Master of Arts degree in
criminal justice administration by the School of Crim-
inal Justice of the State University of New York at
Albany where he was a Ford Foundation Fellow. Mr.
Herron received his undergraduate degree as an inmate
and school-release student while serving an eleven year
sentence at the Oregon State Penitentiary, Salem, Oregon,
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REMARKS =-- KEN JACKSON

My name is Ken Jackson, and I represent the Fortune
Society at this conference. My main purpose in attend-
ing this conference is to gain some insight into this
facet of the prison system to be better able to answer
questions from those who write to the Fortune Society

who are being considered for one of your research pro-
_grams .

The Fortune Society is an organization, New York
based, of ex-convicts and other interested people’
Eight years ago I received a phone call from an attor-
ney friend of mine who asked me to get in coritact with
a fellow who had gone out of his mind, who felt that

he could bring about a change in the prison system in
this country.

I saw no need for that change, because I had
solved the crime problem in my own home. I had two
locks on every door; I had a dog to eat people if they
came near my home; I put an alarm on my car, and didn't
allow my wife and children out after dark.

But in meeting with him, I found he wanted to of-
fer something that hadn't been offered before. I, too,
believe there is no alternative presently to prison,
so I think we have to create an alternative to crime.

I think one of the ways we can do that is by not ex-
ploiting people as we have in the past, and by setting
up guidelines where people who feel they are being ex~-
ploited might rid themselves of that feeling.

I came to this conference hoping to hear discus-

sions regarding behavior modification but I learned
‘since arriving that that is for another conference.
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Biography

Mr. Ken Jackson, President, of the Fortune Society,
joined the Society when it was formulated in 1966. He
is a member of New York City's Board of Corrections,
having been appointed by Mayor John V. Lindsay and a
member of the New York Criminal Justice Coordinating
Council, which is under the direction of the Mayor. He
is also on the Executive Board of the National Alliance
for Shaping Safer Cities. Educationally, Mr. Jackson
claims to be a "grammar school throwout" with no de~
grees, but as an ex-convict he teaches a course in crim-
inology at the Adult School, Greatneck, Long Island. He
is married with two children. His concern with behav-
ioral modification and psychosurgery as serious abuses of
prisoner's rights brought him to the conference.

REMARKS --~ CONNOR NIXON

My name is Connor Nixon, and I am with the Pri-
soners' Union in San Francisco.

I would like to give you just a little background
on the basis of the Prisoners' Union. We have been in
operation for approximately two years. We are formed
and composed of--the original group--a series of con-
victs and ex-convicts, basically out of Soledad, Folsom,
and San Quentin, who attempted while in the institu-
tions to .create a manner in which the convicts would
have a voice and a say-so in what happened ingide of

- those institutions in a manner that did not necessarily
have to reflect in terms of violence. '

During the original stages, we decided on the
structure of the union.

We felt, number one, the union concept, being

pragmatic, was that was a weak point inside the cor-

rectional departments and penitentiary systems in the
United States, and when you look at the prison systems
you recognize that although we have a difference in
terminology on who runs the system, the convicts in

fact do run the system, and once organized into a peace-

ful body they would play a role similar to labor unions
on the outside.

During this time we have gained a membership of
13,000. We are now in 1l states. The specific goals
of the union are:

First, not only a minimum wage, but a decent
wage, a comparable wage to the outside work that is
done by free people.

Second, a full restoration of human and civil
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rights, with the possible exception of freedom of travel
inside of those institutions.

Third, an end to the indeterminate sentencing
system which we are presently forced to live under in
California and in those states that do not have a deter-
minate sentencing system, a modification in a real
sense, a change in the sentencing systems that are pre-
sently in existence.

Fourth, an enlarging of the educational and voca-
tional facilities inside a prison, so they realistically
prepare a person when he is eventually returned to
society.

Overall, with those four goals, the way we intend
to implement those goals is through collective bargain-
ing as equals on the inside of penitentiaries.

As Kenny [Jackson] just stated to me a few minutes
ago, talking about the difference between change and re-
form, our concept is not reform in the penitentiaries.

I do not believe you can reform an institution, an or-
ganization that is permeated with cancer. 2aAnd that is

the view that we hold as ex-~convicts and convicts.

As to the goals, the ideas which we hope to get
out of this conference and in the near future, the
key goals that I think our membership inside the pri-
son walls would like to accomplish in this conference
in the near future is the removal of any corrections
department control over any medical research or health-
care delivery inside of prisons.

Dr. Ayd suggested that we separate those into
health care versus therapy versus research. For this-
conference that may be very important, but as the '
convicts see them, there is very little difference,
and they are coupled together in terms of the correc-
tions department.

It is our firm belief and conviction that the cor-
rections departments in all of the fifty states in the
United States and the federal institutions have lost
all moral rights, due to the neglect and the outright
misuse of the medical community and of the convicts
to have any degree of control over or any say-so con-
cerning the health care or research on convicts. We
advocate a cooperative control over the medical delivery

Appendix--Connor Nixon

and research between the recipient of the medical de-

_livery and the local medical communities, without any

intervention whatsoever of the corrections department.
Biography

Member, Board of Directors, Prisoners' Union ¢ he
has a B.A. in Political History. Although he passed his
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four states. Since the time of the conference, Conner
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in which we wish him the best of luck and all success.
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REMARKS ~-- R. CRAWFORD MORRTS

I am Crawford Morris from Cleveland, Ohio, and I
am a medical malpractice defense trial lawyer. I have
defended the Academy of Medicine in the Sabin oral vac-
cine experiment in which four people got or claimed to
have gotten poliomyelitis. We went through the whole
bit of differential diagnosis and Coxsackie virus and
Echo; we worked out a lot of those things and settled
it and took a lot of testimony from doctors all over the
country. It was a very interesting experience, and there
was some feeling from some very high people in my com-
munity that the people had been over-sold on the safety
of the vaccine.

My second case involved 11 Thalidomide cases, of
which three were experimental in the Ohio area. We
finally got those worked out. I am back in the Thali-
domide game in a class action on behalf of all the re-
malnlng children in Canada. The drug was on the market
in Canada, so it was not experlmental But I have de-
fended other experimental cases in court.

Then I was asked to be on the Clinical .Research
Committee of Case Westexn Reserve. We pass on all medi-
cal experimentation on human beings done there, and that
has been a most interesting experience.

I must confess to you that with all this experience
I have no expertise on the criminal side, either on the in-
patient or out-patient side, and I say that with some
humility. I know~nothing about prisons. All of the
research and experimentation I have seen pass through our
committee has not as yet involved prisoners.

I would like to make a contribution to you along

this line., I would like to play the devil's advocate
for a very brief moment, and rise to meet this problem
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" which confronts me as I have listened so far.

I hear so much talk of prisoners. PRrisoners of
what? Of 1life? T put it to you that we are all pri-
soners of life. There is nobody in this room, man or
woman, who is a free agent. We are all prisoners, one
way or another, of our economic background, of whatever
company store we owe our soul to.

I am certainly a prisoner. I am a prisoner in an
institution. It has bars and it has rocks, and they
are invisible and intangible, but they are real. 2As a
senior partner in a conservative law firm, I am required
to lead a conservative life. I would not be allowed to

. grow a beard, and I see men wearing beards, and I am

not free to.
So I pay a price, and I am a prisoner.

And every one of you is a prisoner. As close as I
can come is a little baby, one day old, borxn of ex~ -
tremely Wealthy parents, who has his life ahead of him~--
and at age six he is a prisoner; he has been programmed
by his childhood conditioning.

If you have read Jonas Salk's new book, Man Unfold-
ing, you will realize all of us live our lives having
to live out the programming our parents gave us. It's
too damned bad. At 21 you ought to be a free agent.

You never are,

The point I make here is when we talk about pri-
soners in institutions, I don't want to differentiate
us from them. We are prisoners of life as they are pri-
soners of the bricks and mortar institution. 2nd we
have our problems, and they have ‘theirs.

To me, they are no different in kind from us. They
are different in degree, as there are different circum~-
stances, and I am sure some of them need correction
badly. But they are no different in kind.

My plea is that we treat the prisoners in this dis-~
cussion just as the Oklahoma people want to, and as Dr.
Trout talked about, as human beings. They have gotten
themselves into a situation not of their own choosing,
as I may have slipped into the professmon of law not
of my choosing. Some things are coercive to them, and
some are not. I may have had a dream to be an architect.
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I can't; I'm stuck. I have children in medical school.
It's tao late for me to change.

T envy them. While they are there, they have that
precious commodity, time, and I have none of it. Neither
does any other professional man or woman. But they have
the time to train themselves.

I cite you the example of some prisoners who have
become lawyers and gone out and practiced law. Malcolm
X was a very bright man who had never had a chance, and
in seven years in prison he educated himself beautifully
and became very religious, and unfortunately was des-
troyed by his own people.

I am trying to make the point as briefly as I can
that we are all part of the human race, and I think we
should treat the prisoners and their problems as part
of our problems. &and I think we should not deprive them

of the freedom to enter research if they want to enter
it.

I think we want to make sure that the people who
speak for them really speak for them, and they really
do want it. But if they want it, I think they should
have it. I don't think they should be entitled to any
advantages we are not entitled to, just because they
happen to be prisoners of life in an institution while
we are prisoners of life outside an institution.

But I think they are entitled to every safeguard
we are, informed consent, peer review, decency and
integrity, subject to the limitations of the correction
they are required to go through.

That is my plea, and that is what I hope comes out
of this conference.

Biograghy

Born October 29, 1916, Columbus, Ohio. Educational
background includes: A.B. from Princeton University in
1938; LL.B. from Harvard Law Schcol in 1941. He is
currently a partner and a senior trial lawyer of Arter
& Hadden, Cleveland, Ohio, a law firm specializing in
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the defense of medical malpractice and products liability
cases. He has defended in 32 years of practice such

' companies (products liability) as Proctor & Gamble,

The Upjohn Company, Richardson-Merrell, Inc., Parke
Davis & Co., Johnson & Johnson, Merck, Sharp & Dohme,
Smith, Kline & French Laboratories, and Brown &
Williamson Tobacco Company, as well as numerous doctors
and hospitals. He is presently chairman of the Mal-
practice and Professional Liability Committee of the
International Association of Insurance Counsel and
served as a member of the Legal Issues Advisory Panel
to the Secretary's (HEW) Commission on Medical Mal-
practice, 1972. He is a recipient of numerous awards,
a member of several professional societies, and has
published extensively. '
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REMARKS -- JOHN TROWBRIDGE

I am John Trowbridge, a student of medicine at
Case Western Reserve University in Cleveland, repre-
senting the Student Medical Association at this con-
ference.

At our recent national meeting, there was active
floor debate concerning human experimentation. The
result of the debate was a resolution which urged
that national uniform standards be applied across the
board for some kind of review of ethical practices and
scientific protocol for human experimentation, Zf it
were to proceed at all. Basically, the Association
is concerned with finding out what goes on at this
meeting, and how we can best implement the.action our
body has taken.

My background in humanities leads me to feel we
have to remember that life pretty much blurs across
a spectrum--a gamut that usually is critically examined,
only in the area of what is often called a thin line
that one can cross between right and wrong or black
and white, or whatever.

For example, many blades are sharp, but some of
these are relatively dull; and many blades are dull,
but some of those are relatively sharp. And the critical
question focuses on the very thin line of distinction
between the sharpest dull blade and the dullest shaqrp
blade, for here is where categories are assigned, where
something is declared to be "this" or "that."

And this line is the distinction between those
of us who are free-living individuals and those of us
who are captive, in the sense of being confined to an
institution. At some point, some decision was made
whereby a person crossed that line on whatever basis,
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whether selected by judges oxr by juries'or by physicians
or by Fate, some persons have been separated from

-others in terms of relative freedom. A person can be-

come a captive in a mental institution or custodial
center or prison, and these captives have limited abili-
ties, and access to methods, to protect their own civil
liberties. The task to assuxe that those ¢ivil liber-
ties are protected is ours. It remains absolutely the
responsibility of those of us who are free-living and
who do have free access, to employ various methods to
protect civil liberties of those in compromiszaed settings.

All of us are human beings, not S's, as subjects
are referred to in reports on experiments. We have
to remember the thin line of distinction between 8's
and human beings. It is easy to slide that line, to
depersonalize human beings when they are replaceable
units in a research program. Because one person parti-
cipates in experiments and another does not, does not
reduce one to being an S, while the other remains a
human being. "There, but for the grace of God, go I,"
is really the fundamental standard by which human ex~-
perimentation should be conducted.

The decisions that will be reached in the work
committees here could affect what is going on in a good
many areas of human experimentation, but they just as
likely could result in a lot of hot air. The recommen-
dations of policy, I would hope, could be founded upon
such compelling bases that they will be accepted by
all organizations that are involved with captive popula
tions, not just correctional but other custodial situa-
tions as well,

If we don't face this problem, it is likely that
we could remain eloquent but impotent, and our wWork
and efforts relegated to the same obscurity as many
past presidential commissions that have failed to
justify the expectations of the Chief Executive. 8o I
would hope we could consider mechanisms by which we
could convey our results to people in useful ways, so
that they could use them in the work that they are
doing or considering.
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Biography

He was graduated from Stanford University with an
A.B. degree in Biological Sciences in 1969. An empha-~
sis in stucdies in the humanities has led to continuing
efforts to stimulate consideration of the ethical over-
tones in the many concerns of science and medicine.
His research interests have centered mainly in immuno~
logy and congenital heart disease. He received advanced
training in clinical laboratory technology and authored
a limited-circulation text on laboratory methods in
blood clotting. A native Californian, he is currently
living in Cleveland, where he is a second-year student
in the School of Medicine, Case Western Reserve Univer-
sity.

REMARKS =-- LUDWIG DIMPFL

L am Ludwig Dimpfl. I am by profession a research
chemist, and in the petroleum business with the Chevron
Research Company in Richmond, California,

I have never had anything to do with medical re-
search, and from what I have seen since I have come to
the conference, I think T am fortunate that I never
got into the medical fieild.

I think I would go mad.

I know what I would wind up doing. If I developed
a drug that I had adequately tested in animals, the
next thing I would do would be to take it myself before
I went through these interminable delays of protocols.
I would probably get so impatient I would wind up
doing that with every drug until I finally made a mis-
take and wound up damaging myself permanently in some
way and putting myself out of business.

The other thing I see is that the level of con-
cern of this group here is sensitivity to the general
public pressure for more of the kind of review that
would already drive me up the wall.

So, talking in terms of what I would hope to see
here, it is some recognition of the fact that you can't
ignore what the purpose of this research is in the
first place. The purpose of this research is to do
something that will do humanity some good. With the
amount of encumberance that is already put on this
kind of research, I don't see how anybody cf a creative

nature maintains his sanity in the business.

. This is a pre-impression that I have and, as you
can see, it has to be a very superficial impression,
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because I have only been exposed to people in this busi-
ness for today.

But I went intc the chemical profession with a
view to doing something for humanity. I wanted to have
the world somewhat of a better place to live as a re-
sult of my having been in chemistry. And T think that
I have managed to accomplish this in my careexr with
the oil bu51ness.

It has taken me many places. I spent three years
in the Middle East training Iranian nationals in how
to run their own research business, and I think I
helped them a great deal so they could help themselves,
where they couldn't before in the colonial days.

When you look back on things that you have accom-
plished, when you are through with them, you get better
at accomplishing more; you are able to accomplish more.

Of course, medical research is a completely dif-
ferent field from the kind of thing that I am in.
The time scale has to be slower because mistakes are
more serious. But someplace along the line you have
to be able to put something through to a result that
is meaningful. And I don't know how you get into that
situation without mistakes, without accidepgts happen—
ing. Good Loxd, I certainly learned from my mistakes.
And most of the people that I see that are not creative
are the people who are so careful that they are afraid
to make a mistake, and they spend their lives spinning
their wheels.

The thing that I am looking for is either to find
out that my assessment up to this point of pharmaceu-
tical research is mistaken, or some hope that some pro-
gress can some way be made to increase the results of
medical research progress by releasing it from the
very heavy load that it is dragging along now--not in

~terms of taking unnecessary risks, but just in terms

of recognizing that every worthwhile human activity has
risks connected with it that can't be avoided.
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Biograghz

Received his B.S. in Chemlstly from the University
of California at Berkeley in 1940. Since then he has
been engaged in industrial chemlstry and chemical
engineering research, most of it in the petroleum
field, His developments include test methods, chemical
additives, and refining procedures to prevent fuel
system deposits (i.e., filter plugging) in jet aircraft
and home heatlng systems; asphalts of improved durability
for highway paving; and computerized refinery control
of asphalt manufacture. He trained Peace Corps
volunteers, and in 1964 went to Iran to demonstrate a
practical way in which villagers could use asphalt to
waterproof their mud houses. From 1960-62, he was
employed by the Iranian 0il Refining Company at Abadan,
Iran, where he organized a development laboratory
staffed entirely by Iranian nationals. He is currently
Senior Research Associate, Chevron Research Company,
Richmond, California.
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Biograghz

. A 1972 graduate of the University of California,
Berkeley, her major field of study was Geography,
though she also completed a pre-med program,., She plans
a career in medicine and hopes to attend medical school
in the near future. She has worked in the field of
drug abuse prevention with the Committee on Alter-
natives to Drugs in Berkeley, California, and with

é Karma House, Inc. in Rockville, Maryland.
REMARKS ~- CAROL PALLEY ?

My name is Carol Palley, I am the recorder for the
Procedures Work Group. I plan to attend medical school,
although I am not currently enrolled.

i The field of research in prisons is new to me, and
%;ét' = already I am learning a great deal. I hope that in the

s next few days I will have the opportunity to learn a
IR (I lot more.

One concern I do have, which may be somewhat pe-
ripheral to the topic of this conference, is about the
abuse of drugs. My husband and I both work with young
people, primarily teenagers, a good number of whom are
_ now abusing drugs manufactured by our pharmaceutical
; companies. The damage I see done to these young people
i R : ' makes me wonder: Are these drugs, in fact, beneficial
R enough to the greater part of our society that we should
TR ‘ be marketing them? The drugs I am referring to here
SR are mostly the tranquilizers and mood-altering drugs.

sy

This subject is, as I say, somewhat peripheral to
the main topic of discussion here, but I am concerned
with the primary research of these drugs. For me the
problem of the ethics of drug research includes the
problem of whether the benefit gained from many of these
drugs. is enough to risk losing more of our young people
to their abuse. There needs to be some kind of control
of these drugs. Should it be on the research level?
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REMARKS == MICHAEL MILLS :

I am Michael Mills. I am at the Center for Studies
in Criminal Justice at the University of Chicago Law
School. I am a law student and in the course of this
past year I have been doing some work with prisons. As
a result, I have tended to divide the world into law
students and prisoners, and it is something of a
pleasure to discover that there are other people axround.
Doctors, at least, have been added to my world.

I have a couple of general observations, a couple
of specific ones, which may, as is inevitable when so
many of us have been talking about the same issues, be
slightly repetitive. '

I have been troubled with the thought in the be-
ginning of this discussion that the issues of the
quality of prison life could somehow be separated from
thogé of human research. I think this conference
exists because they cannot be separated. If it were
possible to isolate human research in prisons from the
character of prison life, then the NIH could solve its

ience in prisons. g

So I would hope that although we do not place the
burden of solving prison problems on the pharmaceutical
industry or the academic research community, we would
not forget those two issues are, for our purposes, any-
way, inevitably related. .

The second general remark is that although I am not
sure I agree with Milton Rector that these changes are
around the corner, it is nonetheless true that there
are two major changes in correctional policy which I
think will begin to have substantial effect on the kind
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of research that can and will be conducted in prisons.

The first of those is the experiment now about to
be tried in the federal system with the full wages
prison, in which prisoners will be paid a going market
rate for their work. It is true that the federal sys-
tem is much advanced over any of the state systems in
Fhis respect, but if that experiment is successful, as
it has been in a number of European countries, particu-
larly in Denmark and Sweden, it may spread.

I think the implications of that are obvious. If
a man is being paid $3.50 an hour to assemble beds in
California or to work in a bakery in a prison, then he
%s going to have to be paid an equal amount, at least,
if he is to be attracted into a medical research pro-

ject. That, I think, will have some influence on how we
lock at. coercion.

A second change in the economic situation in pri-
son is, as Milton [Rector] suggested, the increased in-
volvement of private industry in prison industry. The
Federal Prison Industries, Inc. is an independent cor-
poration which does contract and subcontract work for
private corporations. That idea, I think, will grad-
ually be extended to state prison systems. It is pro-
bably a desirable thing, because it means that prisoners
are, in fact, being trained in and working in occupa-
tions that are more useful than those of making mailbags
or license plates or keeping the warden's garden weeded.

T think . .that just incidentally we should be a little
cautious about proceeding in that direction. For years
the chain gangs in the South, and perhaps elsewhere in
the country but mostly in the South, were contracted
out at great benefit to the warden and no great benefit
to the members of the chain gang, to do labor on private
farms. So we should be cautious about selling the
prisons to private industry, but I think we should be
open to the idea that private industry, provided the
prisoners are properly paid, can make a contribution.

Such a change in corrections is what I guess is
loosely and generally called the move to community
corrections. I can give you a simple example of that.
I was talking last week to the warden of a prison who
said, "Yes, we used to have a medical research project
here, a diabetes project, but the State of Vermont is
closing down its general penitentiary ard distributing '
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174 Conference on Drug Research in Prisons

prisoners around the state closer to their work and
homes, in centers with an average population of 30 or
35 men. As a result, the size of the population pool
of the state penitentiary is no longer large enough
to support a research project.”

How rapidly and widely that is going to happen, I
don't know, but certainly most people in corrections
think that kind of change is a desirable one: first,
that fewer people be institutionalized, that more people
be on probation or other kinds of independent release;
and second, that if there are institutions they be much
smaller ones.

And if one can only get 20 percent of the prisoners
in a prison to volunteer, 20 percent of 150 is very
different from 20 percent of 3,000, and it may be in-
creasingly more difficult for prisons to be used for
research,

I would like to make a couple of comments about
coercion.

I am not an ex-convict, and like Crawford Morris
I don't have real experience or expertise in prisons.
I have, in the course of doing some work on medical re-
search in prisons, visited a number of prison research
clinics, and it is very clear to me that although the
monetary payment is the key~--"seduction," as Dr. Trout

- said, may be a better word than "coercion"-~there are,

nonetheless, real gqualities of prison life that make
the clinical setting a very attractive one.

At Stateville, the Illinois penitentiary where the
malaria project has been conducted for many years, the
research participants are in a separate, air-~conditioned
ward in the prison hospital. I was there recently on a
July day when it was 95 degrees outside, and these pri-
soners were the only ones living in air-conditioned com~
fort. They said they ate better food, food the guards
ate, rather than what the prisoners ate. So the cir-
cumstances of life itself are vastly more attractive in
a patient clinical research operation.

Secondly, the issue that Bob Woodson and Connor
Nixon raised about parole, whether or not the prisoner
is, in fact, released earlier because he has partici-
pated in a medical research project, really doesn't
make any difference., The question is what he believes.
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. Na?han Leopold of Leopold and Loeb.was a parti-
cipant in the malaria project at Stateville, and he said,

. "We were specifically told we would not he released

early because we had been involved in the malaria project
but it was a chance we couldn't possibly not take. The
most important thing in our life was to get out of
prison, and anything we thought would influence that

gecésian, no matter how marginally, we would be willing
o do.,

A comment about money. Illinois has a relatively
better prison industry and prison pay system than most.
Prisoners in the malaria project are paid something in
excess of $1.50 a day, plus specific amounts each time
they are infected with malaria, which is about as high
as the prison wage scale goes. The attraction of
money, aside from toothpaste and cigarettes, in prison
is, as one prisoner said to me recently, "When I get
out of prison I'll get $50 from the prison system,
that's enough te buy a Saturday night special and a
couple of bullets, which will serve as a stake to
generate a little money," which he can then use to re-

generate himself. Fifty dollars doesn't go very far on
the street these days.

The prisoner who told me that had been involved in °
the malaria project for three months, and expected to
be on the project for another six months, until his
discharge, at which time he would have earned a couple
hundred dollars which he thought would get him over the
period required to establish himself in the community.:
He had a wife and a kid and wasn't willing to take the
risk of buying a Saturday night special and sticking up
a gas station again. He thought the malaria project,
in addition to being a better way to spend life in

prison, was a way to earn money. That is an additional
seduction.

An additional thing is although I think the drug
companies are not responsible for the quality of o
medical care in prisons any more than the universities
who are conducting research there are, it seems to me,
a prerequisite for the conducting of research in
prisons is that the medical care available to any sub-
ject in prison be as good as the medical care that
would be available if he were in Gilbert McMahon's

« teaching hospital or somebody else's private hospital

anywhere in the country.
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The drug companies cannot solve that, but I think
those people in government or corrections, or those
flere who have some policy-making authoxity, need to
understand that.

T think that conducting research where first-class
medical facilities are not available is irherently ix-
responsible and unethical from the medical point of
view.

T would like to say something about alternate
populations. T will borrow a line from Jessica Mitford
testifying before the Kennedy Committee earlier this
year. She said the most appropriate people to volunteer
were the stockholders of drug companies. I am not
sure that is true, but perhaps because I have been
trained at the University of Chicago where we have a
19th century view of economics, thanks to Milton Friedman
and a number of other people, we believe if you pay
enough you can get people to do anything.

But it seems to me we should not be willing to say
we cannot have alternative populations. We should con-
sider hiring people to spend three months in a hospital.
There are plenty of people around unemployed.

I am uncomfortable with the idea of dkrafting
people. In some circumstances I might be willing to
consider that. If there were 5,000 people dying of ty-
phoid in the United States, we might have an interest
comparable to the military one.

Biography

Michael Mills received a degree in Political
Science from Reed College and is presently completing
a law degree at the University of Chicago. He is a
research associate of the Center for Studies in Crim-
inal Justice and has done work in the areas of prison
history, victimless crime, plea bargaining, and correc-
tions. He has assisted the Advisory Board of the
Illinois Department of Coxrections in drafting policies
for the participation of prisoners in medical research.
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REMARKS =~- ROBERT WOODSON

. My name is Robert Woodson, and I am with the
Nat%onal Urban League, a human rights, human service
dellve;y organization, established well over 60 years
ago, with a history of service to the community in
genaral and the black community specifically.

. And we are trying, at the Urban League, to accom-
plish something that seems impossible for mankind to
accomplish, and that is to benefit from our own history.
And our own history indicates to us that while some of
us have managed to overcome life's little inconveniences
}1ke poverty, racism, and exploitation, and made pos-
itive contributions to society, we have benefited very
little from some of the results of this sacrifice.

For instance, we are aware that a man by the name
og Dr. Hale Williams was one of the first to experiment
with open heart surgery. Yet many black people or poor
people in this country do not have the benefit of sur-
gical kinds of related medical treatment.

_Wg are aware that Dr. Charles Drew, another black
physician, developed blood plasma. Yet he died for
want of his own invention.

' And we are aware that the majority of prison pop-
lations are made up of black people, even though we are
only a small percentage of the total population, and
thergfore any time you are talking about a prison pop-
ulation, you have to be talking about black people.

And we know we are large participants in experi-
ments throughout this country, and here we are talking
about assistance to mankind as one of the primary
motivations for our participating in experiments. Well,
it is difficult for us, I think, to comprehend that, in !
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light of the fact that again we benefit very little
from those experiments that have already proven bene-
ficial to mankind, when we look at the health delivery
system in this country. In other words, there are
experiments that have already proven to be effective,
and there are drugs available, yet in terms of delivery
we don't have these.

Our death rate is still very high, our health re-
mains very pooxr, and therefore our motivation, I think,
would be low.

And also I come to this conference with the organ-
ization's having participated in the review of investi-
gation of the Tuskegee experiment, and also we were
asked to give testimony in the whole matter of steril-
ization that occurred. I am not so sure it is by acci-
dent that the people who were victimized by those experi-
ments were black people.

And any time in the past that groups have raised
the issue of abuses in experimentation throughout this
country, we have been told that the abuses, first of
all, don't exist, and then when they are uncovered, we
are told they are just isolated circumstances, and then
when it is discovered that it is widespread, we are told
it is only a function of government. .

So we are very sensitive to the whole issue of
experimentation, and we are pleased that we have an op-
portunity to sit down beforehand and deliberate with
people like yourselves, so we can gain more information
and knowledge; and so we can make intelligent decisions
as to what experiments are harmful or helpful to our
people, so we can inform our constituency.

And I hope to get more information. Usually we
are called in after a tragedy has been uncovered, to
investigate the results of it. We are looking for an
opportunity to participate in some of the policy for-
mulations and some of the practices that we are asked
to prevent to keep some of these problems from occurring.

I am pleased to be here, and look forward to deli-
berating.
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Biography

Born and raised in Philadelphia, Pennsylvania. Edu-
cated at Cheyney State College, Cheyney, Pa., B.S. in
Mathematics. While completing his undergraduate studies
he.worked as a youth counselor at a correctional center.
As a result of this experience he attended the University
of Pennsylvania School of Social Work earning an M.S.W.
Has had advance training in Child Therapy and has worked
in a psychiatric clinic. Is currently working for a doc-
torate degree in Public Administration. Was an organizer
in the civil rights movement in the early sixties;
assisted in a succestcful campaign to appoint the first

black councilman in 100 years in Westchester, Pa. He

designed and developed a comprehensive, bail, legal
service program which later became a model for national
and local organizations. Has held a faculty position

at the Experimental Graduate Program at the Martin Luther
King School for Social Change in Chester, Pa. He held
the position of Director of U.S. Programs for an inter-
national service organization. AL present, he is the
Associate Director of the Administration of Justice
Division and the Division of Consumex Protection for

the National Urban League, Inc. He is also chairman

of the Chester, Pa., Community Health Corporation, Ad-
visory Committee on Criminal Justice for National Urban °
Coalition, board member of the International New World
Coaliticn, and former chairman of the U.S. Projects
Committee for the American Friends Service Committee.



REMARKS ~- BARRY SMITH

My name is Barry Smith.
Howard University.
Research group.

I am a medical student at
I am here as a recorder for the

I think my remarks would simply echo what Mr.
Woodson has already said, and I won't go into that
again, because he has voiced my sentiments.

But I would like to repeat a couple of things that
have been said time and time again around the table. I
come here with many questions in my mird because I have

not looked at this problem before in any detail. But

the questions I have are such as these:

Is the prison population the best population for
doing pharmaceutical research? When you look at the
fact of the type of person incarcerated in prisons,
their attitude towards medical research usually isn't
why they are volunteering for such research.

Second, I am asking whether medical research is
compatible with the goals of the correctional systems,
and what are the responsibilities of these research

institutions as far as medical research and as far as
the institutions . are concerned?

I would like to also have the question answered as

to a person making a decision who is incarcerated in a
correctional institution: Can he make that decision,
deciding, "I would like to volunteer for this type of

experiment"? Should he be allowed to make those
decisions at all? :

Thirdly, again, as I said before, I would like to
know the responsibilities of the research institution,
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and also exactly what does a volunteer in a prison or

'a correctional institution expect to get out of par-
ticipating in medical experiments.

"' If I can get some of these questions answered in
any way, I will be very happy.

Biography

Mr. Barry Smith, a junior medical student at Howard
University College of Medicine, hopes to eventually
specialize in family practice. He is interested in
community work, particularly with young people. He
worked at one time as a field representative for Abbott
Laboratories in New York City. Mr. Smith was the re-
corder for the Research Work Group at the Conference.
His hobbies include raising house plants. of which he
has a tremendous ccllection and the breeding of tropical
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REMARKS == JOSEPH COUGHLIN

I am Joe Coughlin, Assistant Director, Illinois
Department of Corrections, responsible for the Juvenile
Division. I would be disinclined to approve a project
that used children as research subjects on the premise
that anyone who is going to be asked to make that
decision should have reached a point of maturity, judg-
ment and information where he can make a decision for
himself. '

Every man should have the opportunity to make
decisions which affect his own life in a substantial
way, with full information, so long as we stay within
some reasonable kind of 1limits. By that I.mean limits
which have to do with his ability to make & reasonable
decision where issues of mental cOmpetence and public
well~being are involved.

As I listen to the group, I hear a tendency to
over-generalize and, at the same time, to over-differ-
entiate., By over-differentiate, I am talking about
the tendency to see inmates as quite different from
non-inmates insofar as their ability to give informed
consent is concerned. In my opinion, inmates in
reasonable circumstances--~and, by that I do not mean
those circumstances which I described at Stateville--
are not that different from you and me in their ability
to make good judgments. As someone else said, "There,
but for the grace of God, could I have gone." We know
that crime occurs in all segments of society. We also
know that society differentiates as to who is committed
to prison. Thus, I do not think we should tend to 'see
prisoners quite as differently as we do.

We tend to over-generalize in the sense that we
see correctional institutions in the light of the worst.
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Wisconsin Department of Public Welfare for 17 years,
serving successively as caseworker for juvenile

.offenders, as probation and parole agent, as super-

visor of socilal services in the State prison, as Vice-
Chairman and Administrator of the State Parole Board
and Juvenile Review Board, and as chief of administra-
tive services for the Division of Corrections. In 1965,
he went to Iowa as Director of the State Division of
Corrections and was named Deputy Commissioner of the
newly organized Department of Social Services in 1968.
While an undergraduate student at the University of
Wisconsin, he worked full time as a Madison police
officer. He holds an M.S.W. from the University of
Wisconsin at Milwaukee.
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There are many correctional institutions where--while
I would not recommend them as appropriate places for
any but the most threatening offenders--living cir-
cumstances are quite reasonable. Life at Vienna, one
of the prisons in Illinois, for example, is grossly
different from life at Stateville. The grounds at C
Vienna look like a college campus and the programs in-
clude a broad range of personal growth opportunities,
Included are college courses taught on campus, with out-
side students coming in to participate in the courses,
and inmates leaving the institution to attend courses

on the regular college campus.

REMARKS -- DR. CRALG BURRELL

I am Craig Burrell and I am a physician with Sandoz
Pharmaceuticals. Compared with most of you I am some-
what of a mongrel! I was born in England of Scottish
parents and educated in New Zealand, and graduated in
medicine there in 1951. I did my graduate work in
London, England, at the Royal Postgraduate Medical
School and then moved to the hospital of the University
of Wales Medical School, Cardiff, Wales. '

As we consider these medical research projects, we
must have an accurate assessment of the level of risk
involved and develop elements of care to assure an
informed decision giving full consideration to the cir-
cunstances in which the inmate finds himself. There
has to be some relationship between level of risk and
the real opportunity a man has to make a reasonably
free decision recognizing that, as somecne else has
said, no human being ever makes a decision completely
without some elements of compulsion to make that
decision.

In both these places I was an investigator, but in
London I was also an investigational subject, on four
) occasions being the first human to receive a new drug
that was under development by the government.

When I came to Cornell University Medical School

S Biocaraph ‘ . i in 1960 I was again an investigator. ~Since joining
. grapny Sandoz in 1961 I have been involved, among other acti-
| Formerly Executive Director of the Illinois Youth ] vities, in monltorlng.' '
; issi . inoi Correc- wq . .
i - Commission, he serves the Illinois Department of 91 It is appropriate, I believe, for me to say that
i tions as Assistant Director in charge of the Juvenile I am active as a layman in the United Presbyterian
RN Division. The Department, which came into being on ‘ iqi i i
f January 1, 1970, gombines'the services of the fgrmer ghurch, and Fhath@y rellgl;ustgyews certainly color
; Illinois Youth Commission with the adult correctional y conceims in 18 area of ethics, civil liberties,

functions of the Department of Public Safety. He has and human rights.

responsibility for all operations of the Juvenile

Division, including 18 correctional facilities as well what %Swgﬁigthgtpigp;:yhﬁzg §igﬁa§§cﬁpgiiiéfmgzzdoihan
as delinquency prevention and after-~care services. ‘ R _ N ; .

Prior to his appointment to the Illinois Youth Commis-— L cog%d ?iﬁ‘lt' L would,'h?weverf like to associate
sion in 1969, he was Deputy Commissioner in the myse Wi Cranord Morr%s commentg on who is a
Department of Social Services for the State of Iowa, prisoner, or rather, who is not a prisoner.

supervising the administration of State programs for

{ x - + ‘c i ’ i i o
e mental health, retardation, corrections, family and L can summarize my own concerns quite simply

children's services, and public assistance. He entered \ Somebody has to be the first person to get a new drug.

. . : ; . Phase One studies are necessary, and they will have to
the social service field in 1948 as Guidance Officer ‘be done somewhere if any further new drugs are to be made
in the Wisconsin State Prison. He was with the available. 19
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So I hope in this meeting to get answers to at
least three questions:

First, if it is shown that the prison environment
provides one of the best situations in which these nec-
essary studies can be done, can we ensure that prison
studies are conducted under the highest possible
ethical standards, with the greatest concern for human
rights?

Second, even given the above, is it reasonable to
continue studies in prisons?

And third, are there any viable alternatives to
the use of prisoners in the United States within the
current regulatory framework?

In somewhat of an aside, may I say that despite
our varied backgrounds and the already wvery obvious
fact that we do have trouble in communicating even our
basic ideas, I think it would be fair to c¢laim that at
least we are all united in our concern for good. I
probably shouldn't say the common good or the public
good, because we are often concerned about specific
individuals' good.

I am not debating Gil McMahon at this stage, on his
contention that it isn't possible to operate under
"Primum non nocere," although I believe we should always
attempt to avoid harm where possible.

But perhaps the motto of the Airlie Foundation
that you see up on the wall is an appropriate meeting
ground for all of us, "Omnia pro bono," "All for good."
Surely you could say we are all desiring to reach good
as a result of this conference.

And then, as a final poustscript, could I modify
for Mr. Dimpfl an old truism in medicine that applies
to his suggestion that were he in research he would
try out all the new drugs on himself, doubtless to his
ultimate harm. The saying is, "The physician who
treats himself has a fool for a physician." You see,
you can't maintain the objectivity that is needed to
treat a patient with wisdom and safety if you treat
yourself. In similar fashion I would suspect that
"The investigator who uses himself for a subject has a
fool for an investigator.®
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Biograghz

Craig D. Burrell, M.D., is a graduate of the Otago
University Medical School, University of New Zealand.
He received his specialist training in endocrinology
at the Royal Postgraduate Medical School in London.

On coming to the United States, his post was that of
Agsistant Professor of Medicine and of Medicine in
Psychiatry, Cornell University Medical School, with an
appointment to the Endocrinology Clinic of New York
Hospital, where he was in charge of the Metabolic Unit
of Payne Whitney Psychiatric Clinic. He joined Sandoz
Pharmaceuticals in July, 1961 and shortly became Vice-
Presisient, Medical Affairs, in which capacity he

~directed Clinical Research, Phases III and IV, and

Drug Regulatory Affairs. Since the first of this year

he has been Vice-President and Director of External
Affairs.
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REMARKS -- DR. HUBERT RELTIER

T am Bert Peltier, and I am with Merck, Sharp &
Dohme .

I have been involved for the greater part of the
last 20 years in clinical research in the phgrma?eutlcal
industry, being with a couple of other organizations
before coming to Merck. '

And I have also been involved on both.tpe local and
the national scale with the problems of clinical re-
search and its relationship to our industry.

I have worked with our colleagues at the Food and
Drug Administration over the years. It seems as if any
panel I am on anymore, and every meeting I go to, I see
my friend Dr. Finkel sitting across the table. We have
worked with our regulatory colleagues to help ourselves
understand better what our needs are.

I don't believe it is possible for us to sit around
this table and disassociate the problems of clinical
research and the regulation of it, as it applies to the
use of volunteer subjects whether prisoners or otherwise.

It is almost to the point where I think the one
precedes the other. One could almost say that you would
only allow clinical research to go on in the environmen-
tal settings where everything is perfect, and that pro-
bably would be limited to a very few prisons in the whole
United States.

But I don't think there are that many places we

could say that "This is an environment where all the \
things we are concerned about can be properly enforced.
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Dr. Trout says he is pleased with the laws that
are on the books, but they are not being enforced.
Maybe we can come up with recommendations as to how we
‘as a group, and particularly the pharmaceutical industry,
can document our monitoring processes, assuring the
rights of the individuals involved in these studies.

But I feel we may be putting the cart before the
horse, as I said earlier, and it seems to me that we do
have to consider the over-all set-up of prisons and go
on from there.

What disturbs me--in my present position with re-
sponsibility for the clinical research that is carried
on by Merck physicians throughout the world--is that
the United States is the only country in the world
where prisoners are even allowed to be used as subjects.
It makes it difficult for me to understand how reseaxrch-
ers have come to the conclusion that prisoners are not
proper subjects for research in all other countries,

Being a pediatrician before I went into industry,
I want to comment on one other thing.

Mr. Coughlin mentioned the concerns that he has
about anyone who can grant permission for a child to
participate in research. I am totally sympathetic
with the difficulty of knowing who can permit a child
to participate. There are clear cut needs for children
to participate in certain types of research. The de-
velopment of virus vaccines for measles, polio, and

rubella are examples where such participation is essen-
tial. i

How do we obtain such permission is another chal-
lenge in this whole area of experimentation on humans.
We need to study children who have not been exposed to
disease, who do not have anti-body titers, and can be
maintained for a period of time free from external
exposure to contact with the natural virus after they

have received a dose of a vaccine.

This is another complicated area we need to dis-
cuss. '
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Blography

After having received his M.D. from the Indiana
University School of Medicine in 1948, and having been
in the private practice of pediatrics from 1952-56, he
hss held various positions with pharmaceutical com~
panies. He worked with The Upjohn Company, from 1956-
64 as Research Physician (1956-59), Chief, Clinical
Development (1959-62)}, and Manager, Clinical Research
(1962~64) . From 1964-68, he was Vice President and
Medical Directer for Bristol Laboratories. From 1968
to the present, he has worked with Merck, Sharp & Dohme
Research Laboratories as Senior Director, Medical Re-
search~Domestic (1968-70}, Executive Director for
Medical Affairs Area, Domestic (1970-71), and Vice
President for Medical Affairs (1971l-present). He is
also affiliated with several professional organizations.
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REMARKS -- DR. HARRY WELLER

My name is Dr. Harry Weller, I am presently as-
signed to the Federal Bureau of Prisons as Deputy
Medical Director, on detail from the United States Pub-
lic Health Service. I was previously the Chief Medical

Officer at the U.S. Penitentiary, Lewisburg, Pennsyl-
vania for two years.

It has been interesting to me today to hear the
many points of view, especially those about the system
for which I am working., On the one hand, a comment
was made about abolishing the Bureau of Prisons, on the
other hand, it was cited as an example of a system with

a good prison industry, and in between, we need to im-
prove the health care.

I come to this meeting as a pinch-hitter, and will
try to represent the situation as it is in the Bureau
of Prisons during the conference work groups. My boss,
Dr. Brutsche, as well as Dr. Gray from Texas and
others, helped develop the ACA [American Correctional
Association] experimentation guidelines that were ap-
proved last August, so we have an interest in further

discussion of them, as I understand others of you do,
too,

It is difficult, this late in the comments to avoid

redundancy, but I would like to reemphasize several
points.

Since I am relatively new to the prison game, one
of the things that I still remember as an institutional
physician is the non~homogeneity and transiency of the
prisoner population. I think those of you who have

‘mentioned that researchers need to assume that the

population has homogeneity in captivity are in for a
disappointment. For example, of the 22,000 inmates who
are incarcerated at any moment in the federal system,
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14,000 of them come and go every year. This creates
problems for researchers.

Someone earlier mentioned the difficulties en-
countered in obtaining adequate follow-up information
after the individuals are released from the institution,
and the problem of avoiding the impression of "Big
Brother" watching over you. We are concerned about
knowing the effects of the correctional programs that
are being used, including follow-up after they leave
the institution, but yet avoiding this "Big Biothex"
stigma.

I have been impressed with the action and response
of the federal system in shaping and responding to the
public's expectations, especially as reflected through
the Congress and the news media., Public accountability
for our actions and results is an important force to
be considered in our deliberations.

I hope to leave this conference with better insight
into a solution for the problems creating this cloud
that is over prison research, especially regarding im-
plied or specific coexcion.

I also hope that we will expand upon the ACA guide~
lines, and that we will come to a better understanding
of the precise conditions under which human experimen-
tation in prisons might take place. Many of you have
already spcken about this in various terms.

Lastly, I would emphasize again the importance of
the interest and activity of the courts in corrections.
We need to police our own system; we need to supervise,
monitor and evaluate what we are doing, not only in
reseaxch, but in all correctional programs, and not
wait for the courts to make our decisions for us.

" Blography

Educated at Pennsylvania State University, B.S.,
June 1950; Jefferson Medical College of Philadelphia,
M.D., June 1954; Johns Hopkins Univexrsity, School of
Hygiene of Public Health, M.P.H., 1967-68. Served
two years with the Peace Corps, Washington, D. C.,
1961~63 and at various USPHS Clinics and Hospitals
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(Washington, D. C.; Detroit; Baltimore; New Orlaans;
Seattle}. Was Chief Medical Officer, U.S. Penitentiary,
Lewisburg, Pennsylvania, 1965-67. Has been assigned to
the Bureau of Prisons, Central Office as Deputy Medical
Director from 1968-present. He holds a rank of Medical
Director, U.S, Public Health Service.
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REMARKS =-— FRED WARD

Mr. Chairman, I have been impressed not only with
the expertise, but the fact that we have a very yerba} ‘
group. As No. 34 on the list, I must say that there isn't
very much left to be said, and in defe;ence to a couple
of gentlemen who are yet to speak, I will txry not to
take all of my alloted time.

But apropos of something that was said garlier
about all of us being captives, I would submit some of
us are more captive than others.

, Tn the context of the NCCD where I have beeg
working for the past 26 years, we have been v_v'orkJ.ng at
the entire system of criminal justice, of which the
field of corrections is .an important part, and which,
is the focus of this particular conference.

At NCCD we have been looking at how to improve
the system, how to open up institutions to the light and
bring in outside influences in the interest of construc-
tive change. We have been looking §t ways to make the
criminal justice system more effective, more.humane..
While at the same time we emphasize alternatives to in-
stitutionalization, we are also interested in what hap-
pens to the individual who is in an institution.
Whether or not rehabilitation or treatment can really

' be expected under the circumstances that we see today

in many of our penal institutions is a question.

The architecture of institutions really hasn't
changed in & few hundred years. ~

For those of you who may wonder about the status
of prisons, it is estimated that some $3 bllllon;of'
prison construction is currently be%ng’planned within
the next five years. If these $3 billion are spent for
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construction, it will cost some $600 million a year to
operate and maintain these institutions.

This is one of the reasons why NCCD has been in-
terested in bringing to the public's attention the
problem that we face in continuing to build institu-
tions. How much better it would be to take not only
the capital investment, but also the operating funds,
and apply these to meeting other human needs--housing,
education, welfare, and research.

But I wonder if we really know whether especially
pharmaceutical research in prisons is increasing
or decreasing. Some states have at least temporarily
stopped drug testing programs in their institutions.
I believe Oregon has abolished the practice. I think
the Bureau of Prisons has deemphasized such testing

and there is practically none going on now in federal
institutions.

In Pennsylvania all drug testing programs have
been stopped until the matter can be examined. We
have been in contact with officials of that state and
they are very interested in what happens at this meet-
ing.

I hope that out of this conference we can find
ways of serving the needs of research, the welfare of
prisoners, as well as the administrators of institu-
tions.

Also, I think that we should examine why current
guidelines, of which there are many, aren't working.

A person called me the other day who had hoped to
be at this meeting, but who had a conflict that made
it impossible, and introduced himself by saying that he
has written at least 20 'sets of guidelines for various
institutions around the country, and he says none of
them work. He says there has to be a willingness and
a spirit to implement these guidelines before ever
‘getting started.

And so this may be the flaw.
What can we do, as a group, to recommend a set of

guidelines that can be implemented? What is the guide-
« line for implementation prior to, let's say, the guide-
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line which sets out the procedures and controls.

What can we do to ensure their application? Is
there a role for third-party monitoring?

How are present review committees appointed?
Current guidelines are silent on this. Perhaps we need
more guidelines on this point.

Perhaps there needs to be a totally new and more
objective way of looking at and monitoring research,
perhaps not in the interest of each and every individual
project, but in periodically reviewing the whole process
and feeding back information to people who should be
making decisions about this.

But I would hope that in a group like this, which
is probably the largest interdisciplinary group that
has ever addressed these issues, most of which have been
very well identified and described by others up to this
point, that if we can reach a kind of collective ob-~
jectivity, we may really be able to make a contribution
that hasn't been made before.

Most previous efforts of this sort have been with-
in individual professions. The correctional people have
looked at the problem from their point of view. Re-
searchers have looked at it from theirs and the medical
profession has looked at it from its point of view.
Lawyers have struggled with the problem from their per-
spective.

But I would hope that collectively we may be able
to come out with scomething that is practical, and
workable, and that would give some confidence to pri-
soners, researchers, correctional administrators, and
the public.

Biograghx

Completed undergraduate work in social sciences at
the University of Houston; did graduate work there and
at the University of London, and the New York School of
Social Work at Columbia University. He has been
Director of Probation in Houston, Texas, and later
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Chief Probation Officer and Su ervisor

Institgtions in Dallas, Texas.p He is cﬁﬁrggzi;y
Exgcutlve Vice President of the National Council on
Crime and Delinquency and Director of the Division of
Professional Services. He joined the staff of NCCD

26 years ago and has served as Field Consultant,
Southgrn Regional Director, National Survey Director
and Director of the Division of Research and Special’
Sng1ces.before being appointed to his present posi-
tion, which ;ncludes responsibility for the Information
Center and Library, Research Center, Training Center
Legal Department, Editorial and Publications Departmént
Youth Development Center, staff specialists in law '
enfgrcement, courts, corrections, and demonstration
projects. He has served as advisor and consultant to
government of all levels on all aspects of criminal
jJustice. He has directed more than 50 surveys through-~
gut the U.S. and he designed and directed Correction

in the United States, a nation-wide survey for the
President's Crime Commission. He is the author of
numerous articles and reports. He is a charter member
of the Association of Certified Social Workers and
Serves on a number of professional boards and committees.
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REMARKS ~-- ARCHIE CONNETT

Fred [Ward], I indeed agree with you that some of
us have been more imprisoned or are more imprisoned than

others.

First off, though, my nawe is Archie Connett, and
that is who I am. That is my name.

I want to distinguish that from things that have
happened to me and things that I have done, and perhaps
things that I hope to do.

I kind of grew up as the All-American boy. I was
an excellent student and a good athlete, prgsident of
my student body in high school. In university, I be-
came president of three organizations, made Phi Beta
Kappa, three other honoraries. I became a naval officer,
a teacher, a coach.

But in 1952, in December, after an estrangement
from my wife and my children, and being joined with
them again temporarily, a thing happened and I wound up
killing all three of my children and attempting to kill
my wife and myself.

T think sometimes in introducing ourselves we
tend to be very abstract and very impersonal, and I
1iked what Gil [McMahon] had to say about himself this
morning. I thought he sort of reached in and pulled
out a couple of personal things.

I think that introductions tend to be meaningless
if they are couched in terms of titles, and maybe merely
accomplishments or what we have done.

T went to prison, and on June 30, 1968 I was re-

leased on parole, after serving 15 years in five dif-
ferent institutions. Shortly after my release, I went
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to work at the Western Behavioral Sciences Institute

as a coder. They originally thought of using me as an
interviewer but decided that if I were to go out as an
interviewer, I might, in view of the fact that I was an
ex-con, get into it in conservative San Diego with some
little old lady, and it might reflect discredit on the
Institute. They hadn't seen me, of course, when they
made up their minds to this.

Since I'have been out, for five years, I have been
quite often called upon to bring my perspective, the
perspective of an ex-offender--by the way, I never
bought that "offender," "convict," "inmate," "patient,"
whatever label. I fought tooth and toenail all 15 years
I was in prison to maintain my identity.

And I think that one of the things that could hap-
pen here with your medical research is that this could
be an opportunity for the offender to contribute some-
thing, something that was meaningful and significant.

I think that it is extremely important that we open up
avenues of this type, and that you folks in medical
research are in a pretty good gspot to begin crossing
the frontier and breaking the ground in this respect.
I hope you will do more and more of this, because more
and more of it is needed. '

Connor Nixon has his way, Herron has his way, and
in my small way I have been attempting to do a number
of things. I want to mention some of these--not for ego
purposes, but to illustrate something.

I have been utilized as a resource, as a research
associate, at Western Behavioral Sciences Institute. I
have published seven times. In fact, I have a couple
or three things here I was going to distribute, but I
think I will not do that now in view of the lateness of
the hour and the tiredness of everyone.

I have taught the prison community, which I think
I am sort of familiar with--I am familiar with both the
formal and the informal structure of the prison com~
munity-—-and at San Diego State College.

I have been a counselor for San Diego County De~-
partment of Honor Camps. That is a Civil Service job.
I qualified through the Civil Service procedure,

‘qualified, as a matter of fact, in the number one spot,
and was hired the next day and worked there a couple of
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years and became acting assistant superintendent and
superintendent in that system at one time oxr another.

I have spoken before all kinds of bodies, including

the State Department of Rehabilitation, the Criminal

Law Section of the local chapter of the California Bar
Association, been a member of three committees in coxr-
rections, a member of the board of directors of three
organizations, including the California Parole, Pro-
bation, and Correctional Association--that would be the
local chapter there in San Diego.

T realize that I am not the typical person who

_goes to prison, but I think I experienced some common-

denominator experiences while I was there. I think I
have some understanding of what it means to run naked
down the street, stripped of the props that we ordi-
narily travel out of, you know, such as your family,
your children, your friends, your licenses, your cre-
dentials, your property, everything that you can think
of. You run naked down the street, and you have an
opportunity to see who you are, find out whether you
are a man or not, among other things.

Talk about whether or not people in this kind of
predicament should be allowed to participate in medical
research, should have the opportunity--I just think
that they should have every kind of opportunity. Par-
ticipating in medical rxesearch is a minor opportunity
that they should have. We have got to open up things
the way that Milt [Rector] was talking about, the way
that Connor [Nixon] was talking about, and give people
a chance to become participants, to get in the ball
game . '

To be in the ball game means for each person to
have the opportunity to present his perspective now, at
whatever level, of whatever quality it might be. If, in
medical research, in addition to just being a volunteer,
a subject in your research, the offender shows he has
research skills, certainly use him in every way you can.
I think we have a moral and ethical obligation to do
this.

And I don't think there is any limit to these
things.

On the other hand, I don't think that being an ex-

offender and offender is anything special. That doesn't

qualify you for anything, particularly. In fact, they
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say that California puts out the best prisoners in the
world. The only trouble is there is no demand for
prisoners.

So anyway, I guess the kind of thing that I really
have to say to you people~-and I am sure that I am not
following your standard format here, but I say to your
Let's utilize the perspective and the efforts of the ex~
offender and the offender in every way that we can. We
have to get him into the ball game. Until you make him
a participant, you have no hope of rescuing him from
his predicament.

Biography

Born March 13, 1914, Bird City, Kansas. Received

a B.S. in Sociology from the University of Colorado,
1941, and an M.A. in Education from Stanford University,
1950. He is a member of Phi Beta Kappa and other
honorary societies. He has served as a teacher of
English and Social Studies; as a coach of gymnastics
and track; and as a naval officer with teaching and
administrative duties. In 1953, Mr. Connett was
arrested, convicted, and sent to California State
Prison at San Quentin. In 1968, he was released on
parole after serving 15 years in five California penal
institutions. On August 24, 1970, he was released from
parole., The day after his release from prison he

began work at the Western Behavioral Sciences Institute
in La Jolla, California. Over the past five years, he
has been called upon many times to bring the perspect-
ive of the ex-offender to bear upon the problems of the
criminal justice system. Ha2 has been an expert witness
in the penalty phase of three first-degree murder
trials and contributed "The Perspective of an Ex-
Offender" to the symposium, The Purpose of Correctiogs——
Directions for Improvement, published in the University
of San Francisco Law Review, October 1971. Mr.

Connett is President of Ex~Offenders Resources, InC.,
founded in 1970 to influence the ex-offender community
to contribute to society. Currently, he is executive
director of a WBSI project, "Utilizing Ex-Offenders in
Rehabilitation," funded by federal, state, and local
. agencies. He will in the near future be the subject

of a television documentary.




REMARKS ~~ ROBERT FISH

I am Robert Fish, a medical student at the Univer-
sity of Maryland in Baltimore, and I'll be a recorder
for group three. From the point of view of a medical
student I'll be looking forward to learning about drug
research from those directly involved in the field.
I'll also be interested in the discussion as to when
drug research is applicable or when it might be sub~-
jecting the prisoners to too much risk compared to the
possible value of the research.

I am also hopeful that the conference will be able

to set up guidelines for the research that will lead to

practical applications which can be of help in the re-
habilitation of the convict, because as the last speaker
mentioned it is important to see this issue from the
point of view of the convict as well as the other points
of view.

Biograghx

Robert Fish is a second year medical student at the
University of Maryland School of Medicine in Baltimore.
He completed his undergraduate work in Zoology at the
College Park Campus of the University of Maryland, His
participation in the Conference at Airlie House came at
the end of a summer program run by the Medical School
in which students were able to observe and to some
extent assist a doctor at work in his office setting.
As yet he has no definite plans as to the type of
medicine he will -take up, but he expects to go into
active practice as opposed to teaching or research.
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I think in closing I would like t
words myself. © say a couple of

I have been with NCCD Research Center several years.
My background is in criminology by practice, although
I was trgined'as a cultural anthropologist. This con-
?erence 18 presenting a very new field to me, but I find
it very exciting. I think I have an advantage, that
Mg. Dimpfl also mentioned, and that is that T know so
little apout the subject. As such, I feel it is much
harder, in a way, for some of you who have spent ten or

fifteen or twenty years grappling with th 5
back from it. PP g : e subject to step

1 was reminded of a Zen story as I listened to N

Claire Cooperfs comments, of a philosopher who visited
a Zen master in Japan and said, "I would like you to
teach me some Zen.™"

He said, "PFine. Would you like a cup of tea?”

And the man said, "Yes."

So the Zen master walked over to the tea caddy and
poured off a cup of tea. He poured and the tea filled
the cup an@ flowed all over the floor. Finally the
Western ppllosopher got sc upset he said, "You have to
stop pouring. What are you doing that for?"

The Zen méste;’said, "This teacup is like your mind.
You have come in with it totally filled, and where can
I put the tea?" :

I think that is our greatest challenge here today.'

I was also struck by the very different kinds of
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issues that are being raised. We have some almost meta-
physical issues: the nature of freedom and coercion, the
nature of rights and liberty. We have issues on the so-
cial level: what society needs in the way of research,
and what risks have to be taken, and the fact that we
must continually take risks. Medicine has come where it
has today because we have continued to take risks, and
unless we continue to take risks, we cannot advance.

We have people who work in prisons or who have
been the customers, so to speak, of that situation,
talking about it from the human experiential level.
There is something about being a human being in that
situation, no matter which side you are on.

We have heard of the social inequities that exist:
that people who have to take the risks aren't always
the people who get to raceive the benefits of those ad-
vances.

There are a lot of issues here, and the answers have
to be found by working with all those issues—-—-and that
is a tremendous challenge. It is hard to force the dis-
course into any one single hox and get anywhere today,
I think.

I must say, therefore, that I strongly argue the
point Dr. Ayd made-~and I am only beating a dead horse,
since it has been argued several times--but I am making
it as a kind of recommendation to the conference.

Please be patient. Don't rule anybody out of order be-
cause of where he carries the discourse. We have to
probe a lot of different concerns and a lot of different
areas, and I think it is much better, if we are going to
get some answers, to take the risk of probing a few
blind alleys in the next couple of days.

I think the answers we are looking for are going
to be very different, if we do any good at all in this
conference, from the cliches and the pat answers that
we have brought with us. I hope most of us can come
away with very new ways of thinking about this problem.
In a sense today we have mostly rehearsed the choreo-
graphies we have been used to over the last ten years.
I hope by Wednesday we will have learned some new chor-
eography.
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Biography

Robert L. Emrich, Senior Research Associate, has
been with NCCD since the middle of 1971 and has con-
ducted several conferences during those two and one
half years. An expert in evaluation, he has served as
principal consultant on evaluation to the California
Council on Criminal Justice, as well as conducting eval-
uation studies for NCCD. From 1968-69, he was Chief of
the Research Planning and Evaluation Staff, National
Institute of Law Enforcement and Criminal Justice, and
from 1966-68, he was Grant Program Manager for Science
and Technology, Office of Law Enforcement Assistance.
He was a staff member of the President's Commission on
Law Enforcement and Administration of Justice from Jan-
uary l1966~December 1966, and Technical Analyst with the
Technical Analysis Office of Hughes Aircraft Company
from May 1965-March 1966. Though he has worked in the
criminal justice field extensively, his educational
background includes an A.B. in Liberal Arts, 1955, and an
M.A. in Anthropology, 1958 from the University of Chi-
cago, and a Ph.D. in Anthropology, 1962 from the Uni-
versity of Oregon.
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