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though project descriptions are general and couched in scientific terms,
it appears that some projects are being conducted under grant from
HEW that involve direct electrical stimmlation of the brain in an
effort to discover and neutralize neurological sources of violence, Al-
though such experiments are not classified as psychosurgery under the
classic definition, the effect of the practice 1s the same: in both in-
stances, the brain itself is manipulated in order to identity and control
conscious functions, For example, in one such electrical stimulation
project funded by the Center for the Study of €'rime and Delinquency
conducted at the Patuxent Institution in Maryland:

One specitic hypathesis to be tested is that chloralose activation of the EEG
(vlectroencephalogram)  will correlate positively with epileptoid impulsivity,
Data will be collected in such manner as to determine the relinbility of
psychintrie, psychometrie, and BEG measures of epileptoid and hysteriod im-
pulsivity, ad to allow later gquantitative computer analysis of both psycho-
logie and electroencephnlographic data, Finally, the clinical usefulness of the
anticonviisant primidone (Mysoline) will be tested in a double-blind study, and
the resnlts compared with those of a previous study in which diphenylhydantoin
was used with a similar group at the same institution.”

Through various other sub-agencies, HEW funds a number of
programs designed to modify various forms of behavior. Qne such

rogram that until recently received substantial funding from the

epartment is “The Seed,” a Florida-based drug treatment program
that uses intensive peer-group pressure to reform both known and
suspected drug abusers. The Seed is a private organization, and the
program is acmittedly highly coercive, Though the program claims
a substantial cure rate, the types of therapy employed have attracted
much controversy and publicity.® Most “seedlings,” as subjects are
called, are committed to the program either by their pavents, their
schools, or the courts. Because the program produces pronounced
changes in the general attitudes and behavior of former drug users,
it receives considerable approval from various elements of the com-
munity. For example. in a testimonial letter from the Nova Uni-
versity Institute of Human Development, the associate director
“stated: .

I am happy to have the opportunity to write a letter in support of the
activities of the Seed with young people who are experimenting with, using,
and abusing dangerous drug substances, .

I have referred a nmmber of my patients to the Seed with dramatic results,
not only in terms of getting off the use of drugs but also in terms of positive
attitude changes, The attitude changes have made possible family and school
té(ljn]sntéments which were completely refected prior to the experience at the

eed.”

Once in the program, participants zre subjected to a regimen which
several individuals have referred to as brain-washing, Seedlings are
required to dress, act, and think in more socially acceptable manners.
Once out of the program, graduates are encouraged to observe fellow
Seedlings, and to report any vacillation from accepted modes of
behavior, In a statement critical of the program, a guidance coun-
selor from a South Florida high school described Seedlings when
they return to school after participation in the program: '

# Id,
g S(m' “Pwo Views of the Sead ! For and Apainst,” from The St. Petersburg Times,
September 16, 1974, p. D-1. printed in the Appendix ag Item 1..2.d,
#inclyded In Excerpts from Grant Request by the Seed to the Deyn’;\tl{rglg ?t‘ tHealth,
et 1.C.2.,

Biueation and Welfare, June 20, 1972, printed in the Appendix as I
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When they return, they are “straight,” namely, quiet, well-dressed, short
hair, and not under the influence of drugs compared to their previous appear-
ance of [being] stoned most of the time, Ilowever, they seem to be living in
a robot-like atmosphere, they won't speak te anyone outside of their own group.
They sit in & closs together, and the classes become divided of Seedlings
opposing non-Seedlings, . . ., ‘

Seadlings seem to have an infortning system on each other and on others
that Is similar to Nazi Germany, They run in to use the telephone daily, to
report against ench other to the Seed and it seems that an accused Seedling
has no chance to defend himself because if enough persons ncense him of
something, he is presumed guilty, The Seedlings also make numerous false
accusations about drug behavior concerning non-Seedtings.™

Following an inquiry to the Department of Health, Education, and
Welfare concerning funding for the program, the subcommittee re-
ceived a number of letters from members of the community in
srmse of the Seed. The majority of the letters in support of the
Seed repeatedly referred to the remarkable and positive changes
that have occurred in the individuals referred to the program, One
such writer, describing the Sced as a “fantastically successful youth
dmg program” stated:

I am writing as a Seed parent—our 13 year old daughter has just completed
the program—who has been involved with tite Reed for eight months, My wife
and I both feel that it Is the most wonderful and worthwhile endeavor that
we have ever had the privilege of being a part of. . . . The Seed has a cure
rate of approximately 909 which I believe iz by far the best of any drug
program in the country. I'he children in this program basieally learn to live
the Golilen Rule, They also learn what is good and bad for themselves and to
work hard in school or i whatever joh~they may have, Senator, as a parent
of u Needling and as an employer of five others. I can vouch that the Seed
is n tremendous force for good in our community,”

Because of the controversy vaised and because of growing pressure
from various groups who question the techniques upon which the
Seed is based, early in 1974 the Seed decided to forego Federal
funding.®

The exact extent of involvement by the Department of Health,
dueation, and Welfare in behavioral research and behavior modifi-
cation programs has not yet been ascertained. In an effort to com-
pile comprehensive information on the department’s activities in
this area an inquiry was directed to the department on February
92, 1974.>2 Because of the vast number of such projects, an agency-
by-agency canvass took a great deal of time.

"The Department first provided information concerning only the
Public Health Service, one of the major organizations within HEW,
In listing some forty-five Public Health Service research projects that
dealt in some manner with the modification or control of behavior, the
Department noted :

The projects included in the enclosed listing fall within the defined area of
hehavioral modiflention. 4.e the systematic applieation of psychological and
soeinl principles to being about desived changes in or to prevent development

of certnin “problematic” behaviors and responses. Among the many types of
projects included in our response are those designed to teach narcotic addiets

o fxeorpte from “The Study of the Advisnbility of the ‘Seed’ in Dade County.” Come
1In|°(o:h?n{|slvu Henlth Planntng Councll of South Tlorida, printed in the Appendix ag Item
}

TmTetter recefved by the Subeommittoe on Constitutional Rights, in sitheommittee files,
 faottor from Apt Barker, Prestdent of ‘“Iie Seed.” Depnrtment of Henlth, BEducation
and Waelfape, Tebruaey 10, 1074, printed in the Appendis a¢ Ttem 1.C.2.0,
= Lotter from Chalrman Sam T, Beein, Jr., to Secretary Cagpar Weinberger, February
22, 1074, printed in the Appendix ag Item 1,A.21,
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or alcoholics to develop self-control over their drug-taking behavior; to alter
behavior of persons with serious psychiatric or behavioral problems such as
chronie schizophrenia, nutism, or learning disabilities; and develop methods
for training persons responsible for children, such as parents, teachers or child
welfure workers, to use behavioral principles in fostering child development
and preventing or dealing with problem behaviors® :
The projects listed in this phase of the canvass appear to deal pri-
marily with the less direct forms of behavior modification such as
token economies and other forms of positive reinforcement, A num-
ber of the project descriptions, however, also relate to the Frede-
termination and prediction of behavior, For example, in one of these
programs: :

Children with cross-gender (sex role) problems are being studied to improve
the understanding and trentment of sexual deviation in its nascent stages, The
stibjects, boys five to eight years of age who have exhibited various signs of a
cross gender problem. (cross-dressing, playing with girl's luys, feminine man-
nerisms), participate in a variety of studies, The investigator is attempting
to develop reliable and objective data on the behavior of these children in the
home and in the ciinie. Based upon this data, treatment Is developed for
helping children to adopt normal gender behavior. This treatment is based.on
principles of “behavior contingency management.” in which subjects are given
token rewards for displaying behavior appropriate to their gehider. The in-
vestigator is also trying to identify the environmental conditions under which
sex role problems are likely to occur. Long-term studies attempt to follow the
subjects over cruciat development years into adulthood.®

Finally, on July 25, 1974, the department reported the results of
1] v sy s H " 9

a_canvass of non-health-related agencies of the Department” and
“identified ten projects” related to_behavior modification. “One
project is supported by the National Institute of Education (NIE),
one by the Office of Child Development (OCD), and eight by the
Social and Rehabilitation Service (SRS).?#

In addition, “all programs under the responsibility of the Office
of Education and the National Institute of Education (NIE) have
been reviewed, and biomedical and behavioral research designed to
alter the behavior of human subjects is not being supported.” * One
NIE project funding educational systems “which serve to remediate
the [disadvantaged] child or correct deficiencies in the educational .
environment” was considered a possible exception.®

The length of time and apparent difficulties involved in preparing
a responsc to the subcommittee’s February 22, 1674, inquiry may itself
indicate that the Department is ill-equipped to provide the kind of
monitoring and review that is essential in reseavch situations that raise
serions questions of individual privacy, freedom and self-determina-
tion, Quite clearly. the first step towurd devising and then applying
adequate standamls for HEW-spousored programs is for the depart-
ment to have complete knowledge of the programs it is actually
funding,

2 Lotter from Acting Secretary Frank Carlucel to Chairinan Sam J. Bryin, Jr., May
10, 1074, printed tn the Appendix ns Ttem I,A.22,

A Ahstraets of Project Deseriptions of HEW.Funded Behavior-Related Researeh proj-
vt received May 10, 1874, and July 25, 1974, printed in the Appendix as Item IC.1.

B Letter from Acting Secretary Irank Carlucel to Chairman Sam J. Ervin, Jr., July
2556111)174. printed in the Appendix as Item 1.A.20,

.,
-t" Ablstmets of Project Degeriptions of HIW-Fiunded Behavior-Related Researeh Proj-
vets, supra,
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Tnw Deeawesesnr or Jusrien

The Department of Justice participates in a wide variety of con-
troversinl behavior-related projects primarily through *he Bureau
of Prisons and the Law Enforcement Assistance Administration,
under guidelines and procedures which are ineflective at best. I3
comparison with the Department of Health, Fducation, and Wel-
fare, which has devoted some encrgy to the resolution of the ethical
and constitutional issues involved in behavior modification and be-
havioral research, the Department 6f Justice has made virtnally no
effort either to provide the necessary monitoring of vesearch projects
or to resolve important questions relating to individual liberties, This
conelusion is inescapable in view of the policy innovations made inre-
sponse to legal c;mllonges and oiher objections to Department
programs,

Bureau of Prisons

The Bureau of Prisons' involvement in behavior modification and
behavioral research was of special interest to the staft both because
of the nature of the projects it conducts and because of the special
problems raised when behavior modification techniques are applied
in a coercive environment, Recent court cases have raised serious gues- -
tions concerning infgrmed consent in a coercive environment, the
rights to minimum standards of treatment, and the constitutional pro-
hibition of eruel and unusual punishment, all in addition to the more
fundamental questions of individual rights to privacy and freedom of
thought. Two projects conducted by the Burean were of special con-
cern to the subcommittee: Project START (an acronym for Specinl
Treatment and Rehabilitative Training), and the Federal Center for
Correctional Research presently under construction at Butner, North
('arolina (originally named the “Center for Behavioral Research”).

Project START was a prototype behavior modification program
conducted at the Federal Medica{ Center for Priconers at Spring-
field, Missouri. Its goal was to rehabilitate unmanagable prisoners,
Roughly fifteen prisoners were required to participate in the pro-
gram involuntarily; no attempt was made to obtain the consent of
the prisoners involved. In fact, because the program was designed
to rehabilitute incorrigible offenders, volunteers were prectuded from

articipation.on the grounds that willingness to participate would
essen the effectiveness of the program on the individual. In a Bureau
of Prisons operations memorandum, START was described as fol-
lows!

In an attempt to develop behavioral and attitudinnl changes in offenders who
have not adjusted satisfactorily to institutional settings, the Burenu las tes
vently initiated a Specinl Prentment and Rehabilltutive Training (START)
Program at Springfield. The program is desigtied to provide care, custody, and

correction of the long-term adult offender in a setting separated from his home
institution®

PRRFPRFIERIE S A )

: ¥ t’ni.i*ia;cs SPART Operations Memorandum, October 25, 1972, printed in Appendix as
tom 11.13.2.,
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In the operations memorandum, selection erviteria for the START
program were outlined in detail. Fach participant:

{a) Will have shown repeated inubility to adjust to regular institutional pro-
grams—unot just minor offenses,

tby Will be transferred from the sending institution’s segregation nnit,

{¢) Generally, wll have n minimum of two yenrs rethaining on his sentence,

() Will not be overtly psychotie (overtly psyclhiotic Inmates ave ap woprinte
referrvals from the regulnr medical contor psyehlateie program),

() Will have had experience in an adult penitentinvy,

(f) Will not be n continnons eseape visk ad in terms of pevsonality char-
actrvisties, shall be aggressive, manipulative, vesistive to authorvity, ete™ .
Project START was based on classical concepts of behavior mod-
ification involving the use of both positive and negative reinforce-
ment as o means of altering behavior, Once in the program, an
inmate would be placed in a solitary cell and allowed ont of the
cell only twice a week for showers and only once for exercise. After
twenty days of what was determined to be good behavior, & prisoner
would be graduated to the neft level where his privileges would
incroegse, i, he would be allowed out of his cell for one and one-half
hours a day, The object of the program was the effective use of
basie privileges as incentives for acceptable behavior. Privileges
were accorded on the basis on accumulated “good days.” “CGiood days®
were earned, depending npon the level in the program, on the basis
of compliance with twelve “good day” eriterin which included “neat
and clean personal appearance.” “shower and shave according to
guidelines on designated dayvs,” “follow[ing] directions and instruc-
tions in a willing manner without bickeving,” and “commumicat|ing/
with others in a rensonable tone of voice without belittling, agitating

or using abusive languagoe,* 10

Because an inmate's movement to a higher level depended upon
value judgments by individual guards, various inequities appeared.
Moreover. the coercive nature of the program, the fact that it used
basie privileges as incentives, and numerous allegations of abuse of
prisoners by prison guavds, attracted a grea! deal of controversv to
Proieet START. In one case brought by the National Prison Project
of the American Civil Tiberties Thhion en behalf of several of the
participants in the program. START was deseribed in plaintifi's
Post-Trial Memorandum of Law as “humiliating® and “unlawful.”
One incident was deseribed in the memorandum as follows:

*oox e managerind staff, in vesponse to petitioners' complaints, steipped
petitioners of their elothing and shackled them to their hedg for one day.
Netther petitioner ever vecoived n digeiptinary report or charge, in spite of
the shackling and in spite of their placement in n specinlly eonstrueted steip
eolt whose lighting, heat and ventilation and bedding were murkedly inferiop
to the nlveady Inndequarte solitary cell furnichings within Unit 10-D2
Following several adverde conrt rulings and while other cases were
pending, the Bureau of Prisons quietly cancelled the program in
Fobruary 1974,

an g,
“m S"lt‘t\lti’lg' 11(:\\-13«-:1 Program Doseriptlon, November 1073, peinted in the Appendix ng
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hi Pns'h'l‘ri(nl Memnrandum of Law, at 4, Saneher ¢, Clecotte, Nog, 20182-4, 3061-4
(DWW A, fHind Apeil 238, 1078), See also Cilonce v, Richardson, supra, peinted in the
Appendix ns Ttem VI.BA, .
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The Center for Correctional Rescarch at Butner, North Carolina,
has also generated considerable public interest partly as a rvesult of
the controversy surrounding Project START. In an effort to find
out more about the proposed facility, the subcommittee_addressed a
series of inquiries to Norman Carlson, director of the Bureau, and
to Dr. Martin Groder, the psychiatrist named to head the Butner
facility, These inquiries were addressed primarily to issues concern-
ing the Center for Correctional Research, but the subcommittee was
also concerned about other Burenu of Prisons research programs
and about agency mechanisms for the protection of human subjects.*?

Due to the controversy surrounding Project START as well as
the atmosphere of secrecy surrounding the Butner project, subcom-
mittee mail from ordinary citizens and foderal prisoners alike indi-
eated that the specter had been raised of an isolated enclave in which
various forms of vadical experimentation would be conducted using
prisoners as subjects. In response to its various inquiries, the sub-
committee has received repeated assurances that no psychosurgery,
no chemotherapy. and no aversive conditioning of any kind will be
tested or used at the Butner facility. The subcommittee has also
been assured that a mental health facility to bo loeated in the same
compound at Butner will be separate and distivet from the Center
for Correctional Research. According to Dr. Groder, all participants
in the Center for Correctional Research will be volunteers, as the
project depends upon willing cooperation for its success. _

However, & number of important questions concerning the Center
remain to be considered. For example, serious questions of volun-
tariness in o prison setting have been raised in receut court cases, as
discussed above. Further, detailed ethieal guidelines and a_workable,
offective review structure have not yet been developed for the Center.
Chairman Frvin stated in a recent letter to Dr.) Groder that such
mechanisms ave essentinl to the constitutional opetation of the
program.*?

Although the precise design of specific programs to be developed
and tested at Butner has not yet been determined, it appears that
several treatment mwodalities involving various forms of indirect
behavior therapy are to be tested. In a_meeting with the subcom-
mittee staff on January 25, 1974, Dr. Groder described the plans
for the Butner fucility as really two separate institutions in a single
lncation. A separate section will be devoted to the treatment of
acutely psychotic prisoners: a second section will be used to conduct
an experimental program that will seek to evaluate several experi-
mental approaches to corrections. The experimental program will be
a “multiple integrated treatment approach,” which Dr. Groder de-
seribed as an attempt to structure the environment of prisoners in
such 0 way s to include all those supporting services that have
been demonstrated to have a positive effect on the prisoner’s chances
of suceeeding in the outside world,

" 42 i:nn lem-enn n{ft rn"rliu?név: Polley Statement on Research, October 31, 1067, printed in
e Appendix as Ite B,

b r.m.nr froth Chidrman Sam T, Hpein, Jr, to Martin Groder, April 10, 1974, printed
tn the Appetidie ay Ttem IT,A11,
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Dr. Groder enumerated four experimental programs to be tested
at Butner: (1) “Asklepion,” a self-help transactional analysis pro-
gram Dr. Groder himself developed at the Marion Federal Peni-
tentiary; (2) a “Human Resources Development Program” devel-
oped by Dr. R, R. Carkhuff and based on the theory that physical,
social, and intellectual fitness ave all intervelated; (3) “Psycho-
drama,” a program that employs the use of role-playing as a means
of reducing anxiety and rebuilding personality; (4) a program as
vet to be determined, possibly one based on the “rational emotive
therapy® approach of Dr. Albert Ellis, Dr. Groder was emphatic
that all of the participants in the program will be volunteers. The
nature of the research design, according to Dr. Groder, requirves that -
the participants be motivated to cooperate with the program. In
correspondence with the subcommittee, Dr. Groder has repeatedly
indicated that the mechanisms for deriving informed consent have
not yet been developed.** It is also unclear what the status of the
participants will be if sufficient numbers of inmates do not volunteer
for the program. As of August of 1974, no information had been
received by the subcommittee indicating how these questions are to
be resolved. and when and how an iustitutional review structure for
the Clenter is to be established. '

Law Enforcement Assistance Administration

In the course of its investigation, the subcommittee became aware
of & number of programs dealing with the prediction, identification,
and control of various forms of abnormal behavior funded by the
Law Tnforcement Assistance Administration. As the widespread
urban riots of the late 1960’s and the resulting calls for law and
order led to a growing preoccupation in .the research community
with studies of violent behavior, LEAA, because of its law enforce-
ment mission and large appropriations, attracted a wide variety
of grant requests dealing with this type of research. Many of these
rescarch projects involved the study and use of coercive methods
designed to deal with violence which appear to pose substantial
threats to the Yr".'acy and self-determination of the individuals
against whom the methods are directed. ,

For example, a description by the researchers of one LEAA-
funded project states that:

'he goal of the project for early prevention of individual violence Is the
development of effective tbols with which to bring about prevention of indi-
vidual violent behavior., It is the primary objective of this project to identify
potential early warning signs of individual violent behavior, to determine ap-
proprinte community and individual responses to these signs, and to make this
and other preventive action program information identified during the project
avaflable to community resources and to individuals who can utilize the infor-
maution for early prevention of individual violent behavior * * *, he project
is nlgo concerned with the development of a centrnl computerized information
bunk that will provide bibliographice references on potentinl early warning signg
and individual violent critne ag well as preventive action information regarding
community resources apd responses to individual violence and erime*

A r——— it 0.

mtf'f‘m'ip%g'i Ilvt:;-r ‘t;mm' (I’)lr. “J‘i‘&é’.}i ﬁrxafé‘ to Chalrman Sam J, Xrein, Jr, April 30,
, prittead in tne ondix it v ¥ 1
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Other behavioral rvesourch projects funded by LIAA appear to
pose similarly diffieult questions concerning individual rights, One
LEAA funded project conducted at the Massachusetts General Hos-
pital investigated various causes and predictors of violence. Theories
were tested that snggested that ﬁngm'{wint classifications and a
particular chromosome configuration indicate that certain individ-
uals were more prone to commit nets of violence than others, Al-
though such projocts as this appear to pose no direct, immediate
~threat to individual vights if conducted under ethical principles,
eritics point out that potential applications ot such theovies to label
or isolate persons thought to be potentially violent from society raise
profound questions with respect to due process, privacy, and indi-
vidual liberties,

Center for the Study and Reduction of Vielence—1It was the
proposed grant request by the Center for the Study and Reduction
of Violence to be established under the auspices of the Neuropsy-
chiatric Institute of the University of California at Tos Angeles
that first attracted the subcommittee’s attention to LEEAA behavioral
research programs. Of particular concern were reports that the
Clenter planned to test various radical forms of behavior modifica-
tion, including chemotherapy, electro-physiology, and several other
forms of direct behavior control, In an in-house memorandum de-
scribing methods of dealing with violent sexual offenders, a staff
psychologist of one of the institutions participating in the planned
UCLA Center deseribed a wide variety of applications of present
methods for the modification of the behavior of sexually deviant
individuals:

Within our electro-physiological laboratory we presently have the capability
of (1) programming the wide variety of audio-visunl stimuli, with concurrent
recording of (2) heart rate, both directly and in beats per minute, (3) galvanic
skin response, (4) changes in penis volutne, (5) electromyographic responses,
and (6) alpha and beta brain waves, We presently are in the process of
(‘léve‘lggl‘f‘:g portable bio-feedback devices which can be used for self-monitoring
in vivo,

The planned use of a number of satellite facilities ontside of TTCLA,
notably Atascadero, Camaillo, and Vacaville state hospitals, raised
additional questions of control, and made it move difticult to moni-
tor carefully the activities of the CSRV. Morcover, Vacaville and
Ataseadero were state facilities that had attracted substantial notoriety
for allegedly unethical procedures over the past several years”

Moreover, among the principal figures involved in the formu-
lation of plans for the Center were a number of controversial re-
searchers in the field of behavior control technology, notably, several
. psychosurgeons and proponents of electrophysiologieal methods of

Re. wviot control, One was a researcher who had conducted substantial
resentch into methods of electronic control of human behavior, in-

4 Mentornhdutm from Rlehard Laws, Ph, D, Staft Psyehologlat, Atasendero State Hog
pital, to the UCLA Center for the Study and Reduetion of Violence, Maveh 29, 1973,
printad in the Appendix as Item IILB.2.e.

it uMemornndud on the Center for the Study of Vielent Behavior. Prepured by the
C""i'tmtt”i‘fl”i’e”"’““'” Payehlutrie Abuse of Prisotiers, Apell 6, 1078, printed 1n the Appendlx
as Item 1,
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cluding the use of mdio transmitter-receivers to determine the loca-
tion, activities, and even thoughts of the individual using the device

Responding to reports of these controversinl projocts, the sub-
committee ivected u series of inquiries to LA Adwministratsr
Donald B, Santarelli concerning possible LEAN  funding  tor
the Center for the Study and Reduetion of Violence and other be-
havioral vesearveh projects. In vesponse to initial inquiries, M. Santa-
relli indieated that LEANA funded seven behavioral resenreh Prograins,
v ineluded accopy of a proposed grant request to LISAA for funding
for the Center for the Study and Reduetion of Violence, After
further investigation, the subcommittee found that several programs
of a vontroversinl nature were being considered for the Center, and
that each of the various programs under consideration raised a
niumber of questions concerning the rights of the subjects. In one
letter, Dr. Lonis Jolyon West, director of the proposed Center, dis-
cnssed the possiole aequisition of aun ‘old Nike missile buse for the
location of the Center: :

Sueh u Nike missile base is located in the Santa Monien Mountains, within
L half-howr's drive of the Neuropsychintrie Institute, It is accessible, bat
relatively remote, The site ix securely fenced, and includes various buildings
md fmprovements making it suitable for prompt occupaney.

If this site were made available to the Neuropsychiastric Institute as a
researeh facility, perhaps as an adjunet to the new Center. for the Prevention
of Violence, we could put it to very good use, Comparative studies could be
enrvied ont there, in an iselated but convenient location, of experimental or
model programs for the altevation of undesirable behavior.®

Actual plans for the Center for the Study and Reduction of
Violence have gone through several revisions and remain somewhat
unclear. But it is apparent that several radical forms of behavior
modification were considered oviginally for experimental tests at the
Center. An early project description dated September 1972 stated:

Considerable attention will focus on violent individuals who, because of
biologleal, emotionnl, or characterological disturbances, are prone to life-
threatening behavior. The Center's mission will be to reduce manifestations of
violence by such people, To accomplish this, they must be studied carefully,
Methods of preventing or modifying their violent behavior must be developeil,
Furthermore, the Center should be organized and operated fn such o wiy that
is continually translating new research into positive action, and transmitting
new knowledge to others,® ' '
This project description outlined five major lines of research: (1)
Hepidemiological” uttem\)ts to develop statistical means whereby
violence can be predieteds (2) “biological factors” research both to
determine whether chromosome abnormalities and inherited char-
acteristics can be used to prediet predisposition toward violent be-
havior, and to test biochemieal methods of controlling violence: (3)
“neurological and neuropsychological” studies to determine the re-
lationship between the brain and violent behavior: (4) “psycho-
logieal factors” vesearch to determine what external infliences on

W 8ea, Contor for the Studs and Rednetlon of Vielenes, Project Doxeription, September,
1, 1072, printed (0 the Appendix ag Item TILB2.a. 0 and BScerpts from Grant Request
to LEAN from the Center for the Stndy and Rediction of Vielener, printed in the
Appendiy ns Ttom 11L1B.2.b, \

8 Lutter feotn Lotts Jolvon West, M.D., Medien? Director, Neuropsyehintele Tustitute,
UULA, to 10 M, Stabhlebine, Ph, D, Director of flenlth, Office of Honlth Mannbuy, State
of Cultfornin, Tnnnaey 22, 1078 printed dn the Appendis as Trom TLB.S.f
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personality have a bearing on violent behavior; and (#) animal
models, using animal hehavior studies to provide information for
the study of aggressive behavior by humans,5t _

A number of radical approaches to diminishing violence were also
apparently intended to be tested at the Center, For example, the proj-
cet deseription deseribes possible testing of violence-controlling drugs:

New drugs now being tested in Furope and (very recently) Amerien hold
promise for diminishing violent outhursts without dulling other brain processes,
These drugs should be tested in the luborntory and then in the prisons, mental
hospitals, and specin]l community tacilities, Preliminavy studies reported thug
far have been largely clinieal without rigorous scientific controls, Proper
experiments must be done as soon as possible.™ :

One group expressed concern that one of the drugs to be tested in
this particular project would be cyproterone acetate, a chemical
astration drug.™

'The neurological and neurophysiological section of the Center ap-
parently did intend to study various aspects of violent hehavior as
aused nnd controlled by brain functions, with emphasis placed on the
practical control of such violence. For example:

It is even possible to record bioelectrienl changes in the brains of freely
moving subjects, through the use of remote monitoring techniques, These
methods now require elaborate preparation, They ave not yet feasible for large-
scule sereening that might pertit detection of violence predisposing brain dis.
orlers prior to the occurrence of a violent episode. A major tusk of the Center
should e to devise snch a test, perhaps sharpened in its predictive powers by
correlnted tmensures of psyeholugicul test results, biomedical changes in urine
or blood, ete™
Studies of hyperkinetic children were also planned as part of the
Center's research, ' ' .

LEAA Review Procedures—TIn response to the subcommittee's
questions concerning review structures for LEAA-funded research
projects such as the Center for the Study and Reduction of Violence,
LEAA informed the subcommittee that LIAA policy concerning
rights of human subjects consisted solely of the following:

Medienl resenreh conducted by any grantee or suhgrantee fininced by LEAA
and not specifieally detailed in state plang as to type of research: place and
persons conducting the research: amount of research funds availuble: and re-
senrch methodology, including data on use of chemical agents or medlieal pro-
cedures, use of human volunteers or animal subjedts, and a description of any
anticipated experiments, must receive prior approval by LIBAA®
By comparison with the I)v]partment of Health, Education, and
Welfare’s forty pages of guidelines, LA A's solitary sentence appears
inadequate at best, _ . o

One major factor behind the inadequacy of LEAA’s ability to
protect the rights of human subjects of its funded research projects is
the philosophy behind the agency. Established ns 8 revenue-sharing
mechanisin for local law enforcement agencies, LEAA distributes
grants on a decentralized basis, A product of the “New Federalism,”
its hasie philosophy is the decentralization of government control over
local law enforcement matters, and a minimum of anthority is main.

O A

ot fd, )

o2 [,

&\ temortnditm an the Center for the Study of Vielent Behaviop,” aupra.

st Conter for the Study and Reduction of Violetee., Project Descrl})tlnn. atipra, .

# fotter fram Administrator Donald Santarelll to Chalrman Sam J, Breia, Jr, May 10,
1074, printed in the Appendix as Item 11LA4,
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tained over individual grantees, T'his is-true even in the case of so-
called diseretionary grants that ave administered divectly by LA A,
Because it depends primarily upon indirvect means of providing funds
for individual research projects, the agency has never developed the
oxtensive review mechanisins and guidelines necessury for the ade-
quate protection of the rights of human subjects of TIAA-funded
programs, 7

Cessation of LIEAA Funding for Behavioral and Biomedica. [2e-
search—In January, 1974 Chairman Krvin wrote to Administrator
Santavelli and asked for detailed information about LEAA funding
tor behavioral research and the agency’s review procedures.

As you ave aware, IIF\WV and the Congress are now subjecting the question
of federal financing of human behavioral research to close serutiny, A serles
of ethical aud administrative standards have been developed both in legislation
and in regulations. 1 believe that LIAA ought to consider a moratorium on the
further use of its fuuds for these purposes until it develops guldelines at least
us compreliensive us those now under consideration by the Congress and HEW,.
These guidelines should provide for specific approval by a special committee on
reseavrch aud ethies within LRAA and the Administrator’s Office of any project,
whether funded by block or discretionary grant, in the fleld of human behavior
research’

In a press release four weeks later, Administrator Santarelli re-
sponded by announcing the cancellation of all LEAA funding for
medical research, chemotherapy, psychosurgery, and behavior mod-
ification because, in his words, there %are no technieal skills on the
staff to sereen, evaluate, or monitor such projects,”

In response to a request for information detailing the nature and
extent of LEAA-funded behavioral research projects, the agency
produced a computer printont describing some 537 rosuur(:!n proiects
dealing in some way with the modification of human behavior,® This
printout indicates that LEAA funds a substantial number of 1projects
that fall within the subcommittee's sphere of interest in addition to
the seven deseribed in the agencey’s vesponse to the subcommittee’s
initial inquiry regarding violent behavior research. Among the proj-
ects listed in the printout, there were many that would require a thor-
ough technieal evaluation of the kind Director Santarelli indicated
that LICAA was not able to conduct. _

The intention of the agency's February, 1074 press release seems
cleat—all biomedieal and behavioral research conducted by LEAA
would be eurtailed immediately, Bui the policy statoment subse-
quently drafted to implement the new directive is more mmbiguous:

(11t is LEAA polley not to fund grant applications that involve the use of
resenrch of such procedures (for the modifteation or altemtion of eriminal and
other antisocial behavior) particnlarly applications that involve any aspect of
psyehosurgery, behavior modificution (e aversion therapy), chemotherapy,
except as part of routine clinical care, nnd physical therapy of wental dis-
orders * * * 'hig polley does not apply to a limited clasy of progeans involving
procedures genetally recognized and necepted ns not subjeeting the patient to

#LEAA emplogs tivo hasfe sestems of geant disbursemont @ dlgeretionnry grants and
block grants, Diserettonnry funds ave geanted and administered divectly by the main
oflice ih Washington, Block grants are isteibuted to individunl state criminal justice
plnnning agencles, whieh, {n tuen, distribute funds to {ndividual grantees,

& fotter from Chalrman Snm J, BFrein, Je, to Adininistrator Donnld 13, Santarellt,
January 14, 1074, printed in the Amln.-ndlx as ttem LAY,

8 News Relense Annognelhg Cancellntion of LEAA funds for Behavior-Reltted Projects
and Medieal Resenteh, Febraury 1., V4, printed in the Appendix ay Item I1LB.G,

& fxcorpts frotn Computer Printout sdsting Delmvior-Relnted Projocts, supra.
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physienl or psychological visk (eg. methadone nnintenanee and certain aleo-
hollsm treatment programs), as specitieally approved in advance by the Office
of the administration, after approprinte consultation with and advice of the
Department of Health, Education, and Welfare" _

In an effort to ascertain the effectiveness of the LEAA policy,
Chairman Trvin addresseq an inquiry to the agency on June 3,
1974, In that inquiry, the chairman requested :

By way of providing further information for the subcommittee's investign-
tion of bomedical and behavioral research, would you please forward a lst
of all projects described in the printout whose funding has been canceled pur-

_suant to the LIEAA press release of IFebrnary 14 and the resulting guideline”

LISAA responded on June 25, 1974, by stating that only two or three
arants had been cancelled, and that this had oceurred prior to the
February guideline. When the subcommittee requested LEAA to

“respond to the question asked, the agency replied by stating that a
thorough review would now be conducted of all of the projects
listed in the printout in an effort to determine whether any should
be discontinued. _

In a letter to the Subcommittee, dated August 29, 1974, TIRAA re-
sponded with the results of the survey it conducted. According to its
findings, of the 587 projects listed on the computer {;rmt-out which

(3 . . . . . -
dealt in some way with behavior modification, 390 had been terminated
prior to the issuance of the LEAA guideline. Of the remaining 147,
110 were found to involve no medical procedures, and 35 involved onl
routine medical procedures, Of the two remaining projects, LEA
has determined that one did not violate the February guideline, and
has requested further information to evaluate the legality of the
other.t*

VETERANS ADMINISTRATION

As it beenme apparent that the Federal Government funds a large
number of behavioral research and modification programs, the sub-
committee discovered that a number of other departments and agen-
cies were involved in activities relating to the modification of
human behavior, The most notable of these is the Veterans Admin-
istration, which, in testimony at joint hearings before the Senate
Health Subcommittee, and the Subcommittee on Iealth and Hos-
pitals of the Senate Committee on Veterans’ Affairs, admitted con-
ducting numerous psychosurgical operations.® Of particular note
are the following aspects of the Veterans Administration’s policy
concerning psychosurgery: '

Approval for individual operations is secured from the central
office of the Veterans Administration, No higher authority is
required.

® LEAA Guldeline re! Use of LEAA funds for DPsyehosurgery und Medleal 1 osenrch,
Tehrunry 14, 1074, printed lu the Appendix ns Ttem L1M7,

o Lottor from Senator Smn J. Breln, Jr., to Administeator Donald 1. Santareltt, June
2, 1074, printed (n the Appendix as fom 111.A16.

8 fotter fewn Cooftpey M, Alprin, Divector Oflicn of Roseareh Programs, LIEVA, fo
Lawrenen M. Baskle, Chiof Connsel, €nbeommittee ot Constitutionnl Rights, August 20,
1074, peinted in the Appendis ng Tem THEATOL

&joing Hewring on Psyehoswrgerd g Veterane Administration Itaanttate NBefore the
Subeosmm, on Heatth of the Senate Conem, on Lahor and Publie Welfare aid the Subeomnt,
on {[{vullfh lilnlI;!Ilm[n‘mls of the Senate Comm, on Veterans dffairs, 908d Cong, 1st Sesw
ut 17018 (197,
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Althongh the Veterans Administeation has guidelines restrict-
ing the use of psychosurgery, it considers the practice to be
therapy and not an experimental teehnique.

The Veterans Administration parvticipated in HEWs studies
of psychosurgery and violent behavior research, diseussed above,
The nature of the Veterans Ndministeation’s response to the
two HIW studies has not vet been determined,

In testimony at the joint hearings, the Veterans Adminisira-
tion stated that the Tobotomies popular in the 1950' were a poor
method of behavior therapy: but the ageney presented no evi-
dence that present methods of psychosurgery aimed at produe-
ing a more “normal®” human being were any more cffective,

At the joint hearings, the Veterans Administration indicated
that it considered drug users and aleoholics as potentially vio-
lent. patients, and therefore possible subjects for psychosurgery,

In response to the Constitutional Rights Subcommittee’s inquiries,
the Veterans Administration confirmed that it participates in various
tforms of biomedical and behavioral research, and that it employs a
wide variety of behaviornl modification techniques, including psy-
chosurgery, aus therapy. In the year prior to the subcommittee's
inquiry, five psychosurgical operations were conducted in Veterans
Administration hospitals.® Shortly before the Veterans Administra-
tion received the subcommittee’s inquiry, a new ageney poliey had
been implemented placing stricter controls on the use and practice
of psyehosurgery, and Hmting the number of hospitals where it
conld be conducted to four.® Before further revising its own policies
with respect to psychosurgery, the Veterans Administration indicated
that it was awaiting release of the HHEW psychosurgery report, Tt
it not clear at present whether the Veterans Administration is con-
tinning to perform psychesnrgical operations, nor is it cleay whether
any substantive efforts are being made by the agency to implement
the HEW policy recommendations, _

The agency told the subcommittee that its guidelines concerning
human behavior were similar, but not identical to those used by
HEW. No centralized control is maintained over individual reseavch
projects, The Veterans Administration emphasized the therapeuntie
nature of the activities the Veterans Administration undertakes, und
the policy tha - no technique will be applied to a patient unless it is in
his best interest,*

The subcommittee was concerned both hy the fact that Veterans
Administration research is decentralized and subject to no agency-
wide coordination and contvol, and by the fact that many techniqnes
employed by the VA ave considered “therapy” even thongh other fed-
cral departments and agencies consider the same techniques “experi-
mental” Meaveover, the agency indicates that a patient, could be sub-
jected against his will to a process desizned to alier his behavior:

Ad to whetlier 0 patient might refuse psyehotrople or hehaviorn! modiftentions
brogramg or psychosurgery drugs, this must be determined by the same eriterin

————

M Lottor feom Admitisteator Donnld 8, Johngon to Chnirman Sam 1 Breetn, Jp, Mag
10, 10%38, perinted in the Appendix a8 Ttom 1V.A.2,

mCireniar 10-73-18 "Sirgery for Abnotmal Behavior (Psyclinsurgery),” printed in
the Appendix ns Ttom 1V, 1.2, )

W Lettor from Administrator Douald 85, Tohnson, suprd,

b
e

C N 1O

survivingstraightinc.com



41

that determines tho patieut's capaclty to give informed consent for any treat-
went., Good professional practice seeks to find u way to engage the patient in
doing those things which are likely to be benefictal to him, recognlzing that
at times the individual’s capacity to form sound judgments for himself is
sertously impaired. Under these Intter clrcumstances, a varlety of considera-
tions must bie reviewed by the physician with the conclusion, ot times, that treat-
ment must be inststed upon despite the patient’s tempornry objections. In many
clreumstances, it may be that a judgment will have to be made by # respoustble
person legally entitled to act on behalf of the patient.”

The Veterans Administration’s guidelines concerning research ap-
pear to be more advanced than those of the Taw Enforcement
Assistance Administration, but less claborate than those of the
Department of Health, Education, and Welfare. The decentralized
nature of Veterans Administration research programs, the accepted
use of psychosurgery, and the notion that many of the behavioral
modification techniques that it uses are therapeutic and not experi-
mental. all raise questions about the extensive involvement of the
Veterans Administration in a variety of methods of altering the
hshavior of individuals, possibly in violation of their rights. Clearly
the involvement of the Veterans Administration requires further
inquiry.

Ornen AGENCIES

A letter of inquiry was sent ten other departments and agencies
which the subcommittee reasonably felt could be involved in research
connected with the modification or control of behavior, The letter
stated: '

The Renate Subcommittee on Constitutional Rights is currently engaged in a
survey of federally-funded blomedical and behavorial research projects which
are designed to alter the behavior of individual subjects, Our purpose {8 to
determine the nature and extent of such regearch in order that we may better
evaluate the need for leglsiative nction in this area

Fach department was asked to list and deseribe briefly every be-
havioral research project that it participated in and to:

Deseribe the review procedures which apply to such research projects, both
prior to [the department’si participation and during the course of such re-
search, with particular emphasis on ethical constderations, such as informed
consent, Include coples of all relevant guldeline manunals, regulations, and
other dncuments which set forth these procedures.®

Of the ten depam.,.. nts queried, the Atomic Energy Commission, the
Department of Agrienlture, the National Aeronauties and Space
Administration, the Special Action Oftice for Drug Abuse Preven-
tion, the Tnvironmental Protection Agenev, and the Department of
Commerce all vesponded by stating that these depavtments conduet
no projects designed to “alter the behavior of individual subjects.”

oty ]
,Tdureey Letter from Chaleman Kam I, Beeln, Tr., printed in the Appendix ag ttem

NAYE 3
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 fEneh Agehey's rosponge fe printed n the Anpendis: Atomie Fnergy Commibsston—
Apetl 22, 1074, rosponee from Dixy Tee Ray. Chafvmnn, Ttemy VA8 Depnrtment of
Agrlonituro—Apeil 268, 1074, responde from T, W, Rdmineter, Atdministrntor, Agrienttinal
Roconreh Serviee, Ttom VA2, NotHoannl Astronntitios nm] Spaee Administration-April 10,
1974, vocponse from Gornld D, Gr n, Asgletant Administeator for Teolslative Affalts,
Ttom V.A.D ¢ Speeinl Aetion Ofor for Dritg Abdse Proventlon-—May 14, 1074, redponse
from Wohert T DuPonit, Director, Ttem V.A.10.¢ Tnelronmentn] Protestion Agoney
AMav 2, 1074, responss from Russell T Tenin, Adminletrator, Ttam VA2 0 Depnrimont
of Cotimerco—April 22, 1074, vesponse from IFrederiek B, Dent, Secretary, Item VA4
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Several deg)al'tnwnts did, however, respond aflirmatively to the
subcommittee’s inquiry. The Department of Defense listed thirteen
projects that it felt fell within the parameters of the subcommittee’s
concern, Generally, the projects listed were concerned with en-
durance, and means of preventing such natural oceurrences as frost-
bite and sleepiness,™ ' ) .

The Department of Labor informed the subconunittee that it
conduets several experiments dealing with behavior modification
methods of increasing individual responsiveness and production.
Using mainly token economy techniques, the department's research
was conducted in prisons, The department has also devoted a great
deal of effort to the legal and ethical issues involved in the use of
these technignes.™

Of particular interest was the response from the National Science
Foundation, an independent agency that provides funds on a de-
centralized basis for the advancement of science. The Foundation
responded by saying:

We can state that the National Science Foundation does not support any bio-
medical or bebavioral resenrch designed to alter the behavior of human
subjects, The Foundation does, however, support a substantial amount of
research in social sclences, psychobliology, and neurobiology directed at under-

stunding human_behavior, and this research often requires the partieipation of
human subjects,™

Although the National Science Foundation indicated that it con-
ducted a substantial amount of research dealing with “understanding
human behavior,” it did not include information concerning these
projects in its response. Further, the National Science Foundation
indicated that its guidelines concerning the rights of human sub-
jects and the propriety of individual research projects are very
general in nature, Similar to the Law Enforcement Assistance Ad-
ministration, the National Science Foundation guidelines consist of
a single paragraph under the miscellaneous section of the National
Science Foundation Grants Administration Manual:

Safeguarding the rights and welfare of human subjects involved in activities
supported by NST' Grants is the responsibility of the grantee institution, Pend-
ing promulgation of NSF guidelines, grantees are referred to DHIIW publica-
tlon (NIH) 72-102, the “Institutional Guide to DHEW Policy on Protection of
Human Subjects.” NSIF grantees shall not conduct or support research on a

humag fetus which is oytside the womb of its mother and which has a beating
heart,

National Seience Foundation poliey concerning human subijects is

further governed by the following resolution adopted in 1967 by the
Nationul Seience Board:

The Board nnhanimously authorized the Foundation to (1) make known to
srantees engaged in biomedieal, social, or behavorial research its concern over
the rights of privacy of persong individually or collectively involved in such

“ Loettor from Maleolm R. Currle, Director, Defense Research and FEngineering, Depart-
mmitt of {39{1}?“@. to Chajrman Sam J, Brein, Jr., May 3, 1974, printed in the Appendix
HES em S

i Lottoy ';'rmn William H, Kotherg, Ascistant Secrotary for Manpower, Dopartment of
Lnlxm;'. to Chafrman Sam 4, Hevdn, Jr, May 1, 1074, printed in the Appendix as Itemt
Y A8,

H'Lotter from . Quyford Stever, Director, National Scelence Foundation, to Chairman
Sam J, Bevin, v, April 30, 1974, printed in the Ap{mngix us Item VA8,
rf;t.\’Sl"vG‘{nélts Administration Manl, paragraph 272, printed in the Appendix ng part
of Itewy VA8,
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research, and (2) as necessary, satisfy itself that grantees are taking appro-
priate measures for securing the subject’s informed consent, maintaining the
confldentinlity of data, and otherwise safeguarding his right to privacy.®

As with LEAA, the subcommittee is concerned that a mere state-
ment of intent on the part of the National Science Foundation falls
short of minimum standards for the adequate protection of the rights
of human subjects and the propriety of in({ividunl behavioral re-
search projects. Although grantees are referred to-THIEW policies
concerning the protection of human subjects, it is not known whether
grantees are bound by the same system of assurances and institu-
tional review boards as HEW., In short, from its response, the National
Science Foundation does not utilize a system of review mechanisms
adequate to protect the constitutional rights of persons involved in
National Science Foundation-funded resesrch,

As experience with the Department of Justice and other agencies
has demonstrated, there is wide variation in the understanding of
what behavior modification is, One might expect each of the ten
agencies to have difficulty in deciding which programs fell within the
scope of the subcommittee’s inquiry. It is also reasonable to expect
that other agencies besides LEAA might have difficulty discovering
all its pertinent projects. These considerations point to the need for
an intensive legislative inquiry into behavior modification throughout
the government.

5 Letter from H, Guyford Stever, Director, National Science Foundation, supra.
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CONCLUSION

The focus of the Constitutional Righis Snbcommittee’s study of
the federal involvement in behavior control technology in the United
States has been both on the rights of humen subjects, and on the
px-o?mety of government funding for rescarch into methods- designed
to alter individual behavior, No attempt has been made to evaluate the
efficacy of individual projects from a scientific viewpoint. It is clear
that o large number of the projects that have come to the subcom-
mittee’s attention raise important and immediate questions of consti-
tutional rights, and should be subject to the most careful and continued
review, Nevertheless, the subcommittee found that the federal govern-
ment, through a number of departments and agencies, is going ahead
with behavior modification projects, including psychosurgery, without
a review structure fully adequate to protect the constitutional rights
of the subjects, Public concern that many of the ethical and constitu-
tional problems of medical research have not yet been fnll{) considered
is growing as behavioral control technologies are rapidly being devel-
oped, The newly created National Commission for the Protection of
Human Subjects of Biomedical and Behavioral Research will, hope-
fully, be able to consider and vesolve many of these important issues.
In any ease, as psychiological and biological research continues, it may
well be that Congress may have to define by law the limits of scientific
rcifearch in these fields as they aftect the constitutional guarantees of
liberty,

Cer);'aiuly continuing legislative oversight is necessary to ensure that
constitutional rights and privacy are well protected in this field of
science. :

Respectfully submitted by
Lawrence M. Baskir,
Chief Counsel and Staff Divector.
‘October 3, 1974,
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I. DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

A. Correspondence

[ftem LA}

SEPrEMBiR 28, 1972,
Hon, WARREN G, MagNUSsoON, ’
Subcommittee on Labor-HEW Appropriations,
Washington, D.C,

Dear Wanreen: It has come to my attention that funding for the Depart-
ments of Labor and Health, Bdueation, and Weltare and related agencies (H.R.
16654), now under consideration before your Subcommittee, inclides a one
million dollar appropriation for a study of violent behavior,

As you know, the Subcommittee on Constitutional Rights has done extensive
resenrch and expended much time on preserving privacy of individuals and
Innnan dignity, Our survey of data banks has brought attention to the federal
funding of psychologicul testing and its invasion of the individual's right of
privacy and the threat to other civil liberties,
~ Ag the report on the bill (Senate Report No., 92-804) makes no mention of
what the money will fund-—exactly what type of program or to what purpose,
1 feel it is important for the Subcommittee on Labor-HRW Appropriations to
clarify and set forth more specifleally to what ends the appropriations are
directed with a view towatd the possible impact on the civil liberties of Ameri-
can citizens,

My best wishes to you.

Sincerely yours,

B ]

SaMm J. Brvin, Jr., Chairman,

[Ttem "1.A.2} .
U.S. SENATE,
COMMITIES ON APPROPRIATIONS, :
Washington, D.C., October 9, 1972.
Hon SAMUEL LigvIN,
1/.8. Senate,
Washington, D.C.

Drar SExAaror Ervin: This is In response to your letter of September 28
regarding the study of violent behavior and brain disease, In view of the In-
formation and misinformation cireulating about this issue, I can readily under-
stand your concern.

The Committee, tn its report on the Labor-JTEW bill, "ear-marked one million
dollars for biomedical research into violent behavior and brain disease, This
amount was subsequently reduce *» $400,000 in the House-Senute conference
bill that the President vetoed and is included at the same amount in the new
Labor-HEW appropristion bill that way recently considered by the Senate

I want to asstire you that the selection of specifie grantees and the specifie
areas of resenrch continue to be left to the usual peer review process used
by the National Institutes of Health tn awarding all thelr grants, This process
i destgned to result in selection of the best research proposals on the basis of
goelentifiec mervit as judged by nongovernmental experts. The NIH also uses
other safeguards to protect any human subjects who may participate tn medical
resenteh projects,

Ior your information, T am enclosing an exchange of correspondence with
Dr. Robert Q. Marston, Director, Natiohal Institutes of Health, I hope this will
refissure you that any funds in the Labor-HIEW bill added by this Committee
fot teseateh Intv brain disease and violent behavior will be awarded to coms

(49)
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petent sclentists and only after such scientists weet the high ethieal and
wadieal selence standards demanded by the estublished N1 peer review provess,
Sincervely,
WarREN G, MaaNUSON,
Chairman, Suwbheommittee on Labors
Health, Kducation, and Welfare,

B ]

[Ttem 1A
.S, SENATE,
COMMITTEE ON APPROPRIATIONS,
Washington, D, Septewber 22, 1972,
Dr. Roserr Q. Marstos,
Dirvector, Nutional Institules of Health,
Bethesda, Md.,

Dear Dgo MagsroN: This is to eall your attention to n passage on page 59
of the Senate report (92-894) accompanying the fiest 1973 Labor-IHEW ap-
propriation bill. The report had earmarked $1 mitlion to continue and expmnd
studies of vielent behavior related to brain disense.

sSubsequent to Senate acticit on the flrst 1973 Labor-HEW bill, the Cowe
mittee has received severnl dlsturbing published reports reparding the use of
an earlier approprintion of $500,000 for this work, Consequently, it would be
appreciated if NIH would delny the funding of this work at this tlme, It is
the desive of the Committee that, ng a condition precedent to the award of
any funds to continue guch work, the NIH should thoroughly study the earlier
work conducted with approprinted funds and determine that the wdverse reporty
regarding this project ave without merit,

In the intevim, the Committee would also apprecinte receiving from you a
statement on NIH poliey cotcerning research into the relationships between
brain disense and violent behavior,

Thank you for your cooperation,

Sincerely,

WarkeNy G, MagNUsON,
Chairman, Subcomniittee on Labor-
Health, Education, and Welfure.

e

{ftem LAA4)

DEPARTMENT oF HEALTH, FDUCATION, AND WELFARE,
PusrLic HEALTEH SERVICE,
NATIONAL INSTITUTES oF HEALTH,
Bethesda, Md., Ootober 2, 1912,
Hot, WARREN G, MAGNUSON,
U.S. Senate,
Washington, D.C,

Dear SeNaror MAaanuson ! Thank you fue your letter of September 22 ubout
the funding of resentceh on the relutionship of brain dixease to violent behavior.

We are well awnre of the criticisin that imsg been directed towurd earlier
research projects in this fleld which were supported by other agencies. We
are also, of course, anxious to ensure that there shall be no valid basis for
similae eviticigm in any future work that NIH might support through the
approprintion for the National Institute for Neurological Disenses und Stroke.

he policy uf NIFL, briefly stated, iy as follows:

1, Ihere 1y evidence that somé kinds of uncontrolled violence and other
formg of nnaeceptable human behavior are due to abnormal brain development
or brath disease. However, the evidence iy fragmentary, scattered, and equiv-
oeal, We believe that further research is necessary but that a first step
should be to collect, correlate, and agsess the evidence eurrently nvailable in
order to determine what direction further resenrch should tuke,

4, Consequoently, the National Institute of Neurologicnl Disensey and Stroke
hay estnblished n task foree, ag o subcommittee of its Advigory Couneil, to
plan a serloy of workshopy on brain disease in relation to violence, 'the Nn.
tional Institute of Mental Henlth—which {8 not part of NIH bnt which has
previonsly supported regenrch in this fleld—has get up a siinilar tusk force to
gtudy the more restricted tople of psychosurgery. Close linison is being main.
tained between these two tusk forces, '

4
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8. Research projects on abnormal behavior and on the physiologieal factors
affecting behavior in anfimals, including non-human primates, will be supported
it they ave of high sclentitle merit and appear to be relevant to the elueidation
of behinvioral problems in man,

4, Resenrch projects on the genetie, hormonal, biochemienl, and neurological
faetors in abnormal human behavior will be considered only if they conform
to the established guidelines governing all research involving human subjects,
These guidetines will be most rigorously entorced. The conditions inctude (a)
n thorongh initial veview and continned surveitlanee by a mutti-disciplinary
committee at an institution ot high repute that can, and does, accept respon-
sibility for the protection of the subjects involved: and (b) specific grant or
vontenet teris providing for the protection of human subjeets including the
right of privacy, and requiring their informed consent,

I can give you a firm assurance that no commitment to fund research
projeets using human subjects for the study of the relationship between brain
disense and viotent behavior will he made until the results of the discussions
uiolw h?iug initinted by the NINDS task force have heen completed and con-
siderved,

Plense he assured of my personal concern in this matter and of my full

appreciation of the committee’s interest in it,
Sincerely yours,

1

Rouerr Q. MARstoN, M.D,,
Director,

———————t

{Item LAG)
Ocroer 26, 1972,

Hon, Bruior I, RICHARDSON,
Seeretary,
Department of Health, BEducation, and Welfare,
Washington, D.C. ' )
© DeAr M. Secreranry: Part of Mitle IT of H.R. 160564, the recently passed
Labor-HEW approprintions bill, propozes to provide $400,000 to fund projects,
under the direction of the Natlonal Institute of Neurological Disease and
Stroke (NINDS), which would explore the sources of human violence and
develop some form of testing and identification.

The approprintion has caused apprehension among members of Congress,
medieal authorities and the press, Senator Magnuson hag expressed his con-
cern in a letter to Dr, Marston of NIH, One source of worry is that a book,
Violence and the Brain, by three potentinl grant recipients, Drs, Vernon Mark,
I'rank Ervin and William Sweet, revenls soine insensitivity to the prineiples
of the Firgt and Fifth Amendments, T understand that their study, funded by
LEAA and NIMH concerning violent behavior clagsification, hag been completed.
I would apprecinte your sending a copy of thig report to the Subcommittee on
Constitutional Rights, '

T want at this time to express my hope that any funding under this section
would be preceded by consideration of such constitutional questions. Could
vou therefore send copies of ail proposals submitted under this gection as they
are received, as well as those projects accepted for funding as they are ap-
proved, to the Subcommittee

Sincerely yours, .
: SAM J. Ervin, Jr., Chairntan,

——————dt

{Item 1.A.0]

Mir SECRETARY off HIRALTH, IHUCATION, AND WELPARE,
Washington, D.C., Novembes 16, 1972,
Hon, SAM J. Tavin, S,
Chairman, Subcommitiee on Constitutional Rights, Committee on the Judioiary,
U.S. Senate, Washington, D.C.

DEAR BeNAron Buvin: Thank you for your letter of October 26 about studies
of violent behavior, I, too, am particularly concertied sbout thig subject.

With respect to the research project supported by &g Nutlonal Institute of
Mental Health (NIMH) which you mentlon, the temzination date hag been
extended until March 81, 1978, As a result, no fihal report is avallable, but
when it s, the Institute will provide you with a copy. NIMH staff has closely
monitored the project via quarterly reports, three site visits, and frequent
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communieation by telephone and mail, No psychosurgical procedures have been
carried out under this conteact, There i8 some indieation that nonsurgical
trontment nsing psychotherapy may be effective in helping patients control
thelr violent behavior,

As you know, the President vetoed the Labor-Fealth, BRdueation and Welfare
approprintions bill, Before the President's action on the appropriations bill,
Dy, Marston wrote to Senutor Magnuson about funding of research on the
relationship of brain disease to violent belmvior, He indieated to the Senntor
that the National Institntes of Heatth will make no commitment to fund ye.
senrch of this nature until the tnsk foree established by the National Institute
of Nenrologieal Diseases nnd Stroke (NINDS) has completed tts review of

the velationship of brain disease to violenee. Dr. Marston's letter is enclosed

for your information,

The NINDS dees not have on hand any applieationg for this type of
resenrch at the present time. However, you will be kept informed of the
results of the NINDS task force study, In ndditlon, we will keep you apprised
of the efforts of n study group which the NIMH has established to look iuto
the subject of psychosurgery, It will work along with the NINDS gronp, When
thle groups have completed thelr work, I will be pleased to share the results
with yon. ’

With kindest regards,

Sincerely,
Ernrtor L, RicHARDSON,
Seoretary.

v—————

(Ttem 1.A.7}
‘ TJANUARY 24, 1073,
Dr. Ronert Q. MARSTON, ’
Director, National Institutes of Heallh,
Bethesdae, Md,

DeAr Dr. Marston: It is my understanding that the financial anthorization
for the violent behnvior research project currently supported by the National
Institute of Mental Henlth will expire on March 31, 1973. Should the Labor-
HEW appropriantions bill e passed by the Congress before that time, it Is
likely that an appropriation to the Natlonal Institute of Neurologieal Disease
and Stroke for a study of violent behavior, called for in Senate Report 92-894,
wiil be made, ' »

On October 2, 1972, In responge to Senator Magnusgon's inquiry of September
22, 1972, von stated that NINDS would create a task force to study the
problemt of brnin disenge and violence, If thig task force has completed its
work, I would appreciate n copy of any reports prepared by the group,

Senator Magnuson asked that NIH study the enrliet work done in this area
and show that all adverse criticismn wasg false. I would appreciate a copy of any
NIH or NINDS study discussing NIMIT research or any earlier work in the
area of violent behavior regeanrech.

Tt was reassuring to note that all veseareh grants would provide for the
protection of the right of privacy and for the assurance of Informed consent,
These protections of basle civil liberties are imperative in a situation where
layman and physician meet,

Your conperntion in this matter which affects the constitutional rights and
eivll Hihoertios of all Amerienns will be appreclated,

Sincetely yours,

SAM T, BirviN, Jv., Chalrman,

[Item I.A.8]

DEPARTMENT of HEALTH, EDUCATION, AND WELFARE,
Pusie Hearr SERVICE,
NATIONAL INSTITUIRS oF FHIBALLH,
Bethesda, Md., Pebruary ¥, 1973,
Hlon, SAM T, Buviy, Je,
U.8, Senate,
Washington, D.0,
Drat Sevaron Bavin: A'hig 1g in answer to yonr letter of Tanunry 24 to
Dr, Marston concerning an item in the Nationul Institute of Neurologienl
Disenses and Stroke (NINDS) appropreiation for a study of violent behavior
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andmn request for a report fromn the task forces established to study the
problem,

As you have stated, should the Labor-HEW appropriation bill, as vetoed,
be passed, it would contain $1 million for NINDS for a study of violent
behavior. Under this appropriation, NINDS was to receive $130,408,000, At
the present time, ag yon undoubtedly know, the NINDS is operating on a
Continuing Resolution at a level of $107,640,000. I'his amount, of conrse, will
not provide funding for new programs such as the one to whleh you refer,
Additionally, as shown In the correspondence between Senator Magnuson and
Dr. Marston and reprinted in the Congresslonal Record (attached), Dr,
Marston assured Senator Magnuson that “no commitment to fund reseatrch
projects using human subjects for the study of the relationship between brain
disease and violent behavior will be made until the results of the discussions
"i(()lw bleli.ng' initiated by the NINDS task force have been completed and con-
sidered.

The NINDS Council Subcommittee on the Neurological Rases of Violent
Behavior is holding a series of four workshops to examine the existing knowl-
edge. This includes the anatomical and physiological aspects: biochemical,
genetic and pharmacologie factors; behavioral studies, including both animal
and human studies; and the clinical aspects including neurology, neuvosurgery,
EEQG, neuropathology and psychiatry.

Medicn]l and research experts in each of these fields are participating in these
workshops. They witl be completed by June of this year, at which time a
review committee composed of at least two representatives from each of the
workshops will meet in Princeton, New JTorsey and draft a final report on the
findings and conctusions,

A similar procedure has been initiated by the NIMH task force on psycho-
surgery, which will be investiganting all prior resenrch on this subject. This
task force, together with the NINDS task force are maintaining a close liaison
and operating under what is called the Joint NINDS—NI\IH Inter-Institute
Planning Work Group on Brain and Behavior.

At the present time, research projuc's on abnormal behavior in animals and
on the physiotogical factors affecting behavior in animals. including non-
human primates, may be supported if they are of high seientific merit and
appear to he relevant to understanding behavioral probltems in man,

In addition, resenrch projects on the genetie, hormonal, blochenucal and
neunrological factors in abnormal human behavior will be consideved only
it they conform to the established guidelines governing all resenvch involving
human subjects, These guidelines will be rigorously enforced. They include
i thorough initinl review and continued surveillance by a multi-disciplinary
comiittee at an institution of high repute that accepts responsibility for the
protection of the subjects involved, and specific grant or contract tevmsg pro-
viding for the protection of human subjects, including the right of privacy
and requiring their informed consent.

We share with you the strong conviction that the rights of privacy and
informed consent are imperative, and apprecinte your concern and interest
in this matter in vegard to clinical rescarch on violent behavior.

Sincerely yours,
Troon 1. Baores, M.D,, C.M,, Dr. P.H,,
Acting Director, National Institute of
Neurologteal Disenses and Stroke.

- p———————n

[Itemt T.AD)Y

FesrvAny 18, 1978,
- Hott, CAspAR W, WEINBERGER,

Secretary,
Department of Health, Education, and Welfare,
Washington, D.C.

DA MR, Secngrany! Tn a letter of Noventber 16, 1972, Secretary Biliot
Richardson informed me that his office wag monitoring the work of the Na.
tional Ihstitnte of Menta! Health and the National Thstitnte of Neurological
Disenses nnd Stroke in relation to violence behavior regenrch, Secretary Richard-
son noted that rveports would be forthcoming concerning the NITMIE project
cohdueted during the pasgt venr by Dr. William Sweet and the fiidings of &
task foree nt NINDS investigating psychosurgery,
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If any of the expucted information concerning this project is available now,
I would apprecinte your forwurding it to the Subeommittee on Coustitutional
Rights.
Thank you for your cooperation in this matter, _
With kindest wishes,
Sincerely yours,
SaM J. Iigviv, Jv,, Chairman.

[Ttem LAJMO}

THE SECRETARY OF HEALTH, EDUCATION, AND WELFARE,
Washington, D.C., March 26, 1973,
Homn, SaxM J. Exviyn, Jr,,

Chatrman, Subcommittee on Constitutionul Rights, Committee on the Judiciary,
U.8, Senate, Washington, D.C.

DEaR SeNATorR Envin: This Is In further response to your letter of February
13, requesting information on the Natlonal Institute of Mental Health (NIMH) -
projeet conducted during the past yenr by Drv. Willinm Sweet, and on the
National Institute of Neurologienl Diseases and Stroke (NINDS) task force
findings on -psychosurgery, .

I asstime that by now you have recelved the February 7 letter from Dr,
Eldon I. Eagles, Deputy Director of the National Institute of Neurological
Diseases and Stroke, explaining that the information from NINDS in which
you are interested will not be available until about June of this year. The
report. wili be based on findings of four workshops in which lending experts
will partieipate,
~ The NIMH task force which will be reviewing all prior research on psy-

chosurgery will be following an siwmilar procedure. A close Halson Is belng
muintained between these two task forees under the Joint NINDS-NIMH
Inter-Tustitute Planning Work Group on Brain and Behavior,

Presentiy, support may be extended to research projects on abnormal be.
havior only If they are of high sclentific merit and appear relevant.to under-
stunding behavioral problems in man.

Researcit projeets on neurologieal, blochemieal, genetic or hormonal factors
in abnormal human belavior will be cousidered only if they conform to the
established guldellnes governing all research Involving human subjects. :

We appreciate and share your stroug interest in the tasic force reports, and
will mauke them avallable to you as soon as they are presented.

Sincerely,

CasPAR W, WEINBERGER,
Secretary.

[Item 1.A.11]

Ocronkr 28, 1078, -
Dr, BErtrAM 8. Bown,
Director, Alcohol, Drug Abuse, and Mental Health Administration,
Parklawn Building, Rockville, Md.

Deat Di. Brown: Recently it hns been brought to my attention that a
program known ag “I'he Seed,” directed by Mr. Art Barker, lins beeh operating
under n $230,000 grant from N.7 M. H. in Ft, Lauderdale and Miami, Florida,

I would appreciate your forw.rding to me eopies of all the grant proposals,
requests, awirds, and contracts pevtaining to Mre, Barker and ‘““'he Seced.”
I woud also like you to settd a photocopy of the Institutional assurance re.
quired by chapter 1-40-40-A of the DBV, Grants Administration Manual,

1 look forwnrd to your cooperatlon in this mattey,

With kindest wisltes,

Sincerely yours,

Sas J. Ervin, Jv., Chatrman,
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(htent 1 AL12]

DEPARIMENT oF HEar1n, Boveatton, AND WELPARE,
I'unete HEALTH SERVICE,
Rockeille, Md., November 9, 1973
Hon, SaxM.J. ErvIN, Jr,
Chairman, Subcommittee on Constitutional Rights, Committee on the Judiciary,
U.N. Scnate, Washington, 1.C.

DeAk SENATOR BRvIN ' Your letter of Ociober, 23 to Dy, Bertvam 8, Brown,
Director, National Institute of Mental Health, requesting certain information
regurding a drug abuse service grant awarded to The Seed, Ine., Fort Lauder-
dale, Florida, has been referred to e for veply. :

BEuclosed is a eomplete copy of the grant applicution and uppendices sub-
mitted by The Seed, and related grant award documents, in support of the
drug abuse services project grant funded initimly on January 18, 1072, by
the National lustitute on Drug Abuse (NIDA). The material enclosed is
in reply to your request for *. . . copies of all grant proposals, requests,
awards, and contracts . . ., and is submitted in compllance with the Freedom
of Information Aet (P.L. 901-23), and the implementing Department of Health,
Edueation, and Weltare regulatioa,

Your letter also requested a copy of the institutional assurance required
by the Department's Grants Adwministration, Manual, Chapter 1-40, Protection
of Human Subjects. Chapter 1-10 of the Grants Admijuistration Manual pro-
vides thnt an institutionnd assurance be negotinted with the Department if
the grant application or contract proposal involves human subjects ‘“at risk?®
The finnl determination of “at visk™ resides with the awarding ageney bused
on the provisions of Chapter 1-40, Section 1-40-30 Applicability. It was de-
termined during the progra.imatic review process that the grant application
from The Seed did not involve human subjects “nt risk" and, therefore, a
negotinted institutional assuranee under Chapter 1-40, Section 1-40-40 was not
applicable. .

The issue and poliey requirements rvegarding the “protection of human
subjects,” however, are reviewed and wmonitored by NIDA staff during on-site
ovaluntion of drug abuse project grants, and at the time that applientions
for continuation support are received and evaluated for continued NIDA
support.

If 1 can be of any further assistance, please let me know.

Sincerely yours,
Kanst J, BESTEMAN,
Deputy Director,
National Institute on Drug Abuse

———————

{Item 1A,13)

DEPARTMENT 0F HEALTH, EDUCATION, AND WELFARE,
Pustic HuaLTH SERVICE,
NATIONAL INSTITUTES OF HEALTH,
Bethesda, Md., October 19, 1978
Hon, SAM J. Envin, Jr.,

Chairman, Subcommittee on Constitutional Righty,
1.8, Senate,
Waeshington, D.C.

Drar SeyAtor Ervin: In response to a telephone request by Mr, Joseph
Khutts of the staff of the Subcommittee on Constitutionnt Rights, we are
enclosing coples of the 1066, 1069, and 1971 versions of the Depurtment of
Health, Idueation, nand Welfare policy on Dhrotection of human subjects, the
most recent list of institutions it comptance with the policy, and, most recent,
a proposed rule making codifying the 1971 policy as 46 CI'R 46,
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Also included Is the “lustitutionat Guide' to the HEW poliey which inter-
prets thuse parts of the poliey applivable o institutions. Not included nre
the tmplementing decuments of the Nutional Institutes of Health and other
component organizations, and the operating guides for internal review groups
at the N1H and other Federal agencies.

Basically, the policy requires two review systems: flrst, one at the institu.
tion which provides for initinl review of the proposal before its submission
and for continuing review of any supported project; seeond, a system pro-
viding for review in depth by DHEW prior to awaed of support. The two
review systems are complementary, One does not substitule fov the other.
Tustitutional review requires & committee broadly based hoth in seientifie and
nonsclentific nrens. It reflects loeal concerns. ‘The review at the Depuartment
is essentinliy Hmited to science and to the ethies of the professional groups
involved in that review, It reflects national standards in these areas,

The policy applies to all grant and contract supported activities in which
subjects are "at risk™ of exposuve to other than standard and aceepted pro-
cedures applied to meet the needs of subjoets, White such risks oceur primarily
in the course of research and development netivities, they may occur in other
settings, notably during the spread of a practice from a region in which it is
sstandard and accepted” to n new region. There are also types of service so
poorly developed medically that there ave no naturally “standard and aceepted”
practices. Here too the poliey may be applicable.

Three review eriterin are outlined. The nvailability of adequate and appro-
priate informed consent procedures is the third of these criteria, We recognize
this ns n professionnl courtesy and a legal necessity. However, past experience
indicates that it is entirely possible to obtain eonsent to involvemcit in some
very poor research, not beeause the investigator failed to inform the subject
of known risks, but beenuse certaln risks were not known or appreciated by the
investigntor himself. For this reason we feel that our first two criterin, con-
cerned with the provision of adequate safeguards for the physical, mental, and
social well being of the subject, and a determination of the risk/benefit ratio,
are necessary preliminaries to n decision that the subject can even be ap-
pronched with a request for eonsent.

If} you have any further questions in this regard, we will be glad to reply
to-them,

Sincerely yours, .
D. 1. CrALKLEY, Ph.D,,

Chief, Institutional Relations Branch,
Division of Research Grants.

(Ttem I.A.141

DEpARTMENT of HEALTH, BoUcATION, AND WELFARE,
PunLie HEALTH SERVICE,
NATION AL INSTITUTES OF HEALTH,
Bethesda, Md., October 19, 1973
Hon, SaM J. Ervin, Jr.,
U. 8. Senate,
Washington, D.C.

DeAk SexAToR Brvin: Mr. Joe Kluttz of the staff of the Subcommittee on
Constitutional Rights of the Senate Committee on the Judictary has asked for
information on additional regulations now in preparntion fot the protection
of human subjects in biochemical research, Mr. Kluttz asked for an otitline
ot the general issues addressed by the DHEW /NIH Study Group oh the Pto-
tection of Human Subjects in Blomedical and Behaviornl Reseateh, Specifically,
lie requtested n copy of the Study Group's draft report. .

To fuily expiain the activities of the Study Group it ls necessaty to sketch
inn the background of current policies and practices dating from the mid-sixtios
when the Public Health Setrvice compiled and issued guidelines on the pro.
tection of human subjects. 'These policies have governed the activities of NIH
grantees since that time, though they wete not formalized as Departmental
Regulations.

Proposed formal regulations, based on n tightened vetsion of the current
DHEW poiicy, wete flrst published in the Federal Register on October § undet
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rule-making procedures. ‘I'he proposed new rules are basic and encompass all
resenrch activity involving human subjects. However, we recognize the de-
sirability of, if not the neeessity for further elaboration of policy with respect
to the valtdity of informed consent by or on behatf of chiidren, prisoners and
the mentally infirm,

The Study Group was set up to denl with the poiicy issues related to in-
formwed consent and to propose nppropriate ndditional regulations, A draft
report by the group has been submitted to the Offiee of the Dirvector, NTH. After
prefiminarvy discussions, tt was declded to redvaft the introdnctory nnd ex-
planatory section of the Study Group's submission, This redraft and the pro.
posed regalations will he subjected to final review and amendment by the
NIH Director's stafl, and submitted to the Assistant Secretary - for Henlth,
DHEW, and subsequently to the Secretavy, DHEW, for final approval and
publication tn the Federnl Register under rule-making procedures.

The “redraft” wili be wade available to the Subcommittee us soon as it is
completed, but as pointed out in our telephone conversations with Mr. Kluttz, it
seems quite Hkeir that this docmment wili be subjected to extensive modifieations
in the review pro-ess. We will ask, therefore, that the subcommittee consider
it as preliminavy and tentative, and subjeet to revision as to form and content.

The deaft policies now belng reviewed by the NTH are suppltemental to the
nbove menttoned proposed regulations and arve concerned almost exclusively
with the fssues surrennding consent. 'he phitosophical approuch of the working
gronp to the problems of consent I8 stated in the. introduction to its draft
report.

“An uncoerced person of adult yvears and sound mind may consent to the
application ot standard medical procedures in the ease of {llness, and when fully
and property informed, may legally and cthleally consent to accept the risks
of participating in research activities. Pavents and legnl gnardians have au-
thortty (In fact, n duty) to consent on hehalf of thelr child or ward to
establishoed thernpentte procedures when the patient is suffering from an illness,
even though the freatment may involve come rlsk to the patient.

“There Is no legnt basls, however, for parental or gugrdian consent to par-
ticipation in research on behalf of subjects who are incompetent, by virtue of
fnige or mental state, to understand the information provided and to formu'ate
the judgments on which valld consent must depend. In addition, current
guidelines for clinienl research afford them inadequate protection. Nonethe-
less, to proseribe research on all such subjects, shnply because existing pro-
tections are Inadenuate, would be to denv them potential benefits, and {s there-
fore no solution. Kunwledge of some diseases and thernpies can be obtained
only from those subjocts (such as children) who suffer from the disease or
who wil' be recoiving therapy. Without thelr participation in resenvch, progress
in those flelds of medicine eannot be made. These shbjects need protection
not curtently offered, when their partieipation in research is considered.

uphere are other Individuals whe mav be able to comprehend the nature
of the rescarch, but who are involuntarily confined in institutions, Insofar
ag inearceration may Aiminish thelr freedom of cholce, and thus limit the
dogree to which inforted consent enn he freelv given, they too need protection.
Cirrent regulations do not recognize the Hmitations on voluntariness which
emannte from inenrveoration”

The deaft regulations preseribe an additional step in the review process when
the roseareh proposal fnvo'ves human subjecte, Supplementnl to the review
by ndvisory groups concerned with the merit and other selentifie consldera.
tions related to the individua' proposal, the deaft regulations eall for review
by eotmittee to be estahlshed at the Federnl and institutional level, The tew
committeos would approve proposals and monitor research performance in the
Heht of otlifen! conclderntions,

Under the proposal, the consent of these new Thstitntional Committees woutld
he required for resenrch involving chitdeen, in nddition to parental congent,
When Hie subjeets nre move than six years of nge thev too must congent,
CQimilnely, additional protections are proposed for nhrisoners through the
cstablishment of eommittoes concerned with the conditions undet swhich prig.
oners’ consont g elleited,

Thoe proposal wonld 1imit resenrch involving the mentally infirm to projects
which deal with the dingnesis, treatment. prevention or etinlogy of the dis.
?:}lllt\- from which the suhject tnny suffer or to studies concerning institutional
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Whiie extended discussions of the proposals have been confined so far to the
working group, it appears that subsequent review will focus on the proposed
mechanisms for carrying ont the agreed-upon objective; that is, to provide
better protection for research subjects whose nbility to give voluntary and
informed consent may be impaired or unclear,
klt additional information would be helpful at this time, please let me
now.

Sincerely yours,
StonM WHALEY,
Associate Director
for Communications.

———

[Item I1.A.16]
OcroBeER 24, 1973,
Dr. SALEEM A. SHAH,
Director, National Center for the Study of Crime end Delinquency,
Rookville, Md.

DeaAr DR. Smaix: In recent months, a great deal of concern has been ex-
pressed about the use of human subjects in biomedical and behavioral re-
gearch, As chairman of the Senate Subcommittee on Lonstitutimml Rights, this
has been an area of particular concern to me.

In a recent telephone conversation with an official at the Depnrtment of .
Health, Education, and Welfare, a member of my staff lenrned that the Na.
tional Center for the Study of Crime and I)elinquenc.\' is conducting a serles
of behavioral resenrch projects at varlous prisons around the country. As
recent cases have recognized, biomedical and behavioral research on human
stbjects in coercive environments raises difficult constitutionnl issues. By way
of providing general information, I would appreciate your response to the
following questions:

1. Would you please give brief descriptions of the types of behavioral and
biomedieal resenrch projects involving human subjeets conducted by, sponsored
by, or participated in by N.C.8.C.DD. Please describe in detail any such projects
conducted in prisons, mental institutions, or schools. For each of these insti-
tutions, would you please include in the description n photocopy of the written
assurance required by part 1, chapter 40-40-A of the D.H.E.W. Grants Ad-
ministration Manual.

2, What measures has N.C.8.C.D. taken to safegunrd the rights of subjects
of these research projects? Please supply coples of all policy statementy
N.C.8.C.D. may have issued concerning research on human subjects.

3. Are uninformed subjects ever used in such projects? If so, would you
plense (llescribe in detail those situations In which informed consent is not
obtained.

4. Has N.C.S.C.D. ever sanctioned the usxe of any experimental drug (or
experimental drug dosage) or experimental surgieal techrique in any agency-
sponsored research project?

5. To what extent does N.C.8.C.D. conduct research in Federal Prisons?
Particularly, is N.C.8.C.D. involved in any capacity with the Bureau of Prisons
vesenrch facellities at Springfield, Missourt (Profect START) or at Butner,
North Carolinn (under construction) ? Is N.C.8.C.D. involved in any capacity
with “The Seod.” n Florida-based program directed by Mr. Art Barker?

6. What is N.C.8.C.D.'s general policy on interdepartmental cooperntion with
respect to research invelving human subjects? Specifieally, has your agency
pver collaborated with the Law Enforcement Assistance Administration of the
Justice Department?

Please allow me to stress the general fact-seeking natuve of this inquiry, and
to emphazize that T bave received no indieation of any unethieal practices con.
ducted under N.C.8.C.0. sanction, Though I realize these questions are wide-
ranging and require a significant amount of information, T will appreciate your
thoughtful response,

With lkindest wishes,

Sincerely yours, '
S8AM J. Ervin, Jr., Chatrman.
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{Item 1.A161

DEPARTMENT 0F HEALTH, BDUCATION, AND WELFARE,
Arncotol, Drua ABUSE, AND
MENTAL HEALTH ADMINISTRATION,
Rockville, Md., December 19, 1978.
Hon. Say J. ERrvIN, Jr.,
Chairman, Subcomntittee on Constitutional Rights, Committee on the Judiciary,
U.N. Senate, Washington, D.C.

Dear SeNaTor ERvIN: This Is fa further response to your letter of October
24 In which you requested information on several guestions pertaining to the
use of human subjects in biomedlcal and behavioral research supported by the
Center for Studies of Crime and Delinquency of the National Institute of
Mental Health. We apprecinte this opportunity to provide you with informntion
about particular projects relevant to your query, as well as about the policies
and procedures currently employed regarding the protection of human subjects
involved in research supported by the Center.

Before proceeding to your particular questions you may be interested in
the following general information about the Center for Studies of Crime and
Delinquencs. It is the foenl point in NIMH for research, training, and related
activities In the arens of erime and delinguency, individual violent behavior,
and law and mental health Internctions. The Center places primary emphasis
op efforts to understand and cope with problems of mentnl health ns these nre
or may be reflected In varlous types of deviant, malndnptive, nggressive, and
violent behaviors that frequently Invoive violations of criminal or juvenile
law. The Center's conceptunlization of its mission further requires that ntten-
tion be given loth to the individuals who engage in the behaviors mentioned
and to the lavger socinl contexts in which the hehaviors develop, are observed,
and are responded to in accordnnce with prevailing socinl norms and legal
rules. The programs supported by the Center encompass problems in arens
of individual and community mental henlth that are also of concern to nw
enforcenment agencies, criminal justice agencles, chools, socinl welfare ngencies,
and other pblie and private ngencles at national, State, and local levels.

Since the Center for Studies of Crime nnd Delinguency is part of the Nn-
tional Institute of Mental Health, the research projects supported by the
Center are subject to Institute nnd Departmental policles and requirements
regarding the protection of human subjects. This Center and the Division of
Speeinl Mental Henlth Programs, of which the Center is n part, have heen
partienlarly concerned with the rights of human subjects ineluding issues of
confidentiality, informed consent, and potential risks to rosearch subjects. As a
resnlt, specinl precautions and considerations have been taken and every effort
continues to be made to strengthen these snfeguards. Further elaboration - of
these procedures is reflected In the response to your second question.

flie following Information responds to the specific questiong posed in your
letter!

1, Would you plense give brief descriptions of the types of behavioral and
hiomedionl research projects imvalving human subjeets conducted by, sponsored
by, or participated in by N.(.S.C.D. Please deseribe in detail nany such projects
conducted In prisons, mental ingtitutions, or schools, For ench of these institu-
tiong, would vou please include in the description a photocopy of the written
assurance required by part 1, chapter 40--40-A of the D.H.E.W. Grants Admin-
Istration Manual.

Phe NIMH Center for Studies of Crime and Delinquency supports a variety
of bomedienl, psychological and socinl resenrch studies in the aren of crime
and delinguencey, individunl vielence, and 'aw and mental heatth Interactions.
he major resenrch arens include: (1) the development of needed scientific
knnwledge on sonrees and patterns of erime and delinquency related hehnviors;
(2) the development. testing, and evaluation of new program models for han.
d'ing and coping with dehmquent. eriminal and violent behaviors; (8) specinl
studles on critical lssues in the nren of law ana mental health internetions,

The resenreh supported hy this Center takes place in a variety of settlags,
siueh as commuhity hrced and institutional correctionnl facilities, schools,
courts, community agencies, hospitals, naturnl homes. and within the com-

P
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munity at large. The setting is very muneh dependent upon the nature of the
study and the specifie objeetives to be aceomplished, )

Nineteen of the Center's envrently netive resenrch projects fall within nreas
of particular concern to yon. For convenience in organizing the materinl, we
have divided the projects into those in which all or part of the resenrch
populntions come from (1) prisons and correctional institutions, (2) mental
institutions, nnd (3) schools. A description of each of the 10 projécts is
attached. (See Appendix A1-3). A copy of the general or specinl nssurance
flled by eneh institution and the policles and provedures used by each institu-
tion in the review and monitoving of ench project for which it is responsible
is nlso nttached. (See Appendix B),

(1) There are 11 research projects which are eonducted- either entirely
or in part within correctional institutions, These stndies are generally con.
cerned with efforts to improve mental health assessment nnd prediction pro
cedures nnd development of appropriate treatment approaches. In particular,
these studies include research to learn ahout: the prevalence rates yor chromo-
somal and other genetic abnormatities: improved prediction ot antisocinl,
ageressive and violent behavior; the design and evaluation of treatment strat.
egles and alternatives: and differentinl attitudes and vesponses of incarcernted
populations to criminal sanetions and filmed aggression, It should be noted that
with the ndvent of such criminnl justice support programs as the Office of Law
Enforcement Assistance and the Law Enforcoment Assistance Administration
in the 1.8, Department of Justice, the number of research projects witu prison
populations suapported by the Center, especinlly studies in the aren of {m.
proved case management and correctionnl programs has deelined.

(2) Three of the 19 studies draw populations from mental institutions and
from patients relenased fecom tentnl hospitals, These studies are foensed on
efforts: to improve criterin nnd decision-making with regard to psyehiatrie and
psychologienl nssessments of dangeronsness of mentally disordered offenders.
Varions nssesstments typieally are used by wmental health and tegal professions
and by eourts for making rather critical decigions about mentally disordered
offenders: There is reason to believe that over-aice of inveluntary commitmoent
oftenn resufts bheeanse these nssessments are not presently seientifleally well
founded. The resenrch the Center is supporting is designed to improve the
sefentific quality of nsgessmoent techniques and thug to reduee involuntary
and indeterminate commitments, Another study in this aren is attempting to
improve the eriterin by which the adeguacy of treatment provided to offenders
can be more aceturately and relinbly detormined by mentnl health, legal, and
Judieial personnel.

(8) PFinally, five studies which i{uelnde schonl populationg nre concetrned
with efforts to improve aendemie and socinl skills of ehildren with problem
hehaviors: also, to strengthen the existing school programg to enable them to
handle problem behnviors without resorting to juvenile justice processing. By
not removiag such children from the schnol and by working with nn entire
schonl popnlation, it is possible to aveld attaching stigpmatizing labels,

9, What measnres hag N.OSOCD taken to safegunrd the rights of snbjects
of these research projects? Please supply coples of all poliev statements
N.CS.0D. may have tssued eoncerning researeh on human subjects?

n December 1971, 0 brochure wng issued entitted, e Tustitntionnl Gulde
to DIHEW DPolicy on Protection of Human Subjects” a0 copv of which s
attnched  (Appendix ™), Thig doenment dotails the Department of Health,
Ldueation, and Welfare's polfeyv and eriteria regarding the protecticn of hnnman
guhjocts and speeifies cortain procedures which must he implemented by grantee
fustitutions with respeet to the provision of nssuraneces that the rights and
welfnre of human subjoets will be protected tn anv profects they shonsor,

In ¢ ‘ditlon to the gencral remifrements followed hy the Nationnl Tnstitute
of Me al Health, the Center for Studles of Critne and Delinanency helned

to d 1 and has been neing sneeinl enldetines and forms to ensire thot the
right wiman stbiects jnvolved in resenteh projoets supnorted hy. the Conter
are b arotected, Phe Center is Loonly awnre of its resmvongibility to engure

that } per proeeditres are followed in thig regard on oll projects supported
iy the Center,

™ 1070, a form gpeoifionlly addressing issueg of confidentinlity, informed
congent and potentinl pi<ks to hunien fubiects wag develoned nnd sithgemtentiy
reviged, T January 1071, thig form (MIT-284, <ee Appendis D) was ineorpo
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rated into the grant review process of the Center for Studies of Crime and
Delinquency and the Division of Speeial Mental Health Programs.

As explabned by the covering instrnetion letter (ser Appendix F), this
Human Subjects form requires every applicant seeking research funds from
the Coenter for projects involving human subjects to provide information con-
cerning the ehuracteristics of the research subjects, the data source, the con-
fidentinlity of the data, permission and informed consent obtained, and the
possible rlsks involved, Both the staff of the Center and the Crime and De-
linqueney Review Committee at the time of initinl review use this information
to evnlunte the adeqnacy of the procedures to he taken by the investigator to
protect the rights and welfare of human subjects. In some cases, the Center
staft request further information from applicants, and staff may also seek
ndditional opinions from appropeiate Institnte and Departmental staff (e.g.,
legnl consultation) on probiematic legal and ethical issues. Consideration of
this matter is also given by the National Advisory Mentnl Health Council as
part of their review prior to funding. In any case, no grant will be funded
before there is adequate and sufficient assurance that the rights and welfare of -
human subjeets will be protected.

Largely as a result of the experimental use of the Protection of Human
Subjects Cinides for Grant Review (MH-284) by the Center for Studies of
Crime nnd Delinquency and the Division of Speclal Mental Health Programs,
the Nationnl Institute of Mental Health developed two forins (MH-440 and
MIT-441) in September 1973 related to the protection of human subjects
(see Appendix G 1-2). The Center has contributed to the development of
these new forms, Use of these forms by research grant applieants and by
the Review Committee is mandatory for all projeets involving human sub-
jects submitted to the Center for Studies of Crlme and Delinquency and
the Division of Specinl Montal Health Programs. The evaluation of .the Human
Subjects forms by Review Committee members and the active "involvement
and review by Center and Departmental staff detailed ahove are followed
for all vesearch grants, :

It is lmportant to emphasize that these procedures followed by the Center
for Studies of Crime and Delinouency ave in addition to the general or special
assurances flled by grantee institutions ns reqnired by the Department of
Health, FEduention, and Welfare, :

3. Are uninformed subiects ever used in such projects? f1°s0, would you
p"onso deseribe in detnil these situntions in which informed consent is not
ohtained.

With few oxeeptions, a< nated helow, informed consent is obtained by the
grantee from suhjocts participating in all research projects supported by the
Center for Studies of Crime and De'inmieney. As noted in the polley state.
mont, “An Institutional Guide to DHEW Poliev on DProtection of Human
Subjects” and the instenetions on the varions Human Snbjects Review Forms,
informed consent shoutd he obtatned whenever possible from snubjeets of re.
senreh projects. Informed consent is to include a fuir explnnation of the pro-
cedires to he follawed: n deserintion of discomforts, possible risks ov side
offects the subject might experience: n deseription of the henefits to be ex.
peeted: an offer to angwer inqmuiries concerning the procedures: and an in-
struetion that patticipation ts voluntary and that the subject may withdraw
hix vartietpation nt any time, In addition, the Center requires that the ve-
gonrelere diseloge to subjeets the confidentinl nature of information ohtnined
on or diselosed by subjecte. Also, the resenrchers are wrged to provide to sub.
joets or others ($fz. parents) any wediea!l or other useful information resulting
from n subleet's participation in the study. Written consent is the genetal
pnle. Howover. {n those enses wheve written consent may endanger anohymity
or nanfldentintity oral congent is dermigeihle, ,

fn two resenreh projects; MHI8468 “A Program of Recenrel ot Antisoeln!
Rohavior" and MH23075 The XYY Syadrome” (see attachment A-1). sotne
of the sihiecte nre not diveetle infarmed of the resenreh nunture of theit par-
Hiejpation in taking various tests, Tn both enses these xubjects nre subjected
youtinely at intake to a battery of psvehologien) and /or moedieal sereening,
The information whieh s gathered by the corrcetional and other authoritios
for their purpnges is the game Informatinn nsed hy the tesehreher to meet the
pesentel ohjeetives, Informed eonsent s obtained, however, from subjoets who
nre subjectod to any additional or non-routine tests, gineh g wag the enge with
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the psycho-physiologleal testing conducted under the research grant MH18468.
Similarly, informed consent was obtained from the Denmark sample in the
grant MH28076, because they would not have been subjected to any such routine
data gathering, It might be noted that although hoth these projects were ap-
proved and funded prior to the formal adoption by the Department and the
Center for Studies of Crime, und Delinguency of more steingent eriteria, the
procedures are indeed adequate. Furthermore, datn gathering from research -
subjects is either completed ot near eompletion for hoth projects.

In another project (MH21303 “Assessment of Adequacy of Treatment,” see
attachment A-2) infomed consent is obtained for all research groups included
in the study excen . In this instance, the routine, daily activities on the
ward of approxire .y 40 patients are observed primarily by hespital personnel
for two to tbhree weeks on a time.sampling basis. All the observational data is
anonymously coded as part of the standard ward procedure, and individual
written permission is specifically not obtained in order to protect identity. Auy
patients who object are excluded from the study. .

Finally, informed consent is obtained from the parents or legal guardians, but
not from the students themselves, for the research projects conducted with
school populations. The Center for Studies of Crime and Delinquency is now
insisting that wherever possible, especially with older youth, permission and
informed consent also be obtained from the students in addition to parental
consent, Such is the case, for example, with MH197006 “Behavioral Programs in
Learning Activities for Youth" (see Appendix H).

4. Has N.C.8S,C.D. ever sanctioned the use of any experimental drug (or ex-
perimental drug dosage) or experimental surgical technique in an agency-
sponsored resenrch project?

The Center for Studies of Crime and Delinquency does not generally support
research. projects in which experimental drugs or surgical techniques are tsed.
In one active project, however, two drugs are used as part of the research
MHEZ21036, “Clinical Prediction and Treatment of Episodic Violence” being con-
ducted at the Patuxent Institution in Maryland. 'Fhis project involves identify-
ing subgroups of aggressive inmates utilizing the electroencephalogram and
other more clinienl psychiatric techniques. Subsequent differential trentment is
offered to the patients on the basis of these findings, An experimental drug,
alpha-chloralose, i1 epiployed to produce activation of the electroencephalogram
for initlal dingnostic purposes. This is essentially a safe procedure but one
which may have certain minor side effects, such as sleepiness, which the ex-
perimenter explicitly explains to the subject in obtaining informed consent,
The inmate signs a geparate permission form which is witnessed by a third
party, Participation in the study is voluntary, and the inmate is free to with-
draw from the study at any time.

A later phase of the study requires the inmate to take 2 medication, Ptimi.
done (Mysoline) which is & medically recognized and accepted anti-convulsant
drug used for the treatment of seizure disorders. The use of the drug for non.
classical selzure disorders would still be consideted experimental, 'he present
research is designed partly toptest whether such a drug is usefut for the treat-
ment of certain types of aggressive behavior manifested by persons whose ac-
tHvated clectroencephanlographic prtterns are abnotrmal, A written consent form
is obtained from the study subject which stipulates his agreement to take
medication as well ug to participate in other parts of the study. Minor side
effects of the drug, such as dizziness or allergic skin reactlons, whieh may
occuty are explained to the intmate prior to obtainihg consent. Participation is
voluntary. Moreover, very careful monitoring of drug effects i3 undertaken
while the Mysoline i8 given: administration of the drug is stopped in the
ovent of discomfort or other side eftects, To date there have been no serious
side effects from the drug regimen. The reghmen has been discontinued on two
subjects, even though their complaints were ultimately thought not to be
reluted to the drug treatment. _

5 'f'o what extent does N.C.B.C.D. conduct regearch in Iederal Prisons?
Particularty, 18 N.C.8.C.D. involved in any capacity with the Bureau of Prisons
regearch facilities at Apringfleld, Missouri (Project START) or at Butner,
North Carolina (undet construction).? Is N.C.8.C.D. involved in any capnelty
with “the Seed,” a Porelda-based program directed by M. Art Barker?

T'he Center for Studies of Crime and Delinqueney 18 supporting only one
resoarch project in u Tederal prison. I'his project is MH18468, “A Program
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of Research on Antisocinl Behavior and Violence, which is in its terminal
year and is a multl-dimensional resenrch program to examine personality fac.
tors involved in antisoeal and nggressive behavior. In addition to the review
process of the NIMH Center for Studies of Crime and Delinquency, this proj-
ect was also subjected to review by the Federal Burenu of Prisons of the U.8.
Department of Justice prior to NIMH funding. ‘The Bureau of Prigons con.
tributed firanciafly to the project by assuming the costs of the alterations in
the building to neccommodate the research component,

Phe Center for Studiey of Crime and Delinquency is not involved in any
capacity with the Burean of Prisons research facilities at Springfleld, Mis-
gourl, nt Butner, North Carolina, or with *I'he Seed" project in Florida.

6. What is N.CB.C.O0 general policy on interdepartmental cooperation with
respeot to reseavch hnvoiving humuan subjects? Specifleally, has your ageucy,
ever collnborated with the Taw Enforcement Assistance Administeation of the
Justice Department? .

Other than the research project noted in response to Question §, the NIMH
Center for Studies of Crime and Delinquency is not involved with any other
Federal Department in the support of any research projects, If any such re.
gearch projects were to be considered for support in the future, the projects
would be subjected to the sume Departmental and Institute/Center guldelines
und policies detailed earlier in this letter..

1he NIMH Center for Studies of Crime and Delinquency does have close com-
munication with the Law Enforcement Assistance Adminigtration, particularly
with the research nrm of LEBAA, viz, the National Institute of Law Enforce.
ment and Criminal Justice. However, the Center has never collaborated with
LEBAA in the support of any reésearch project. The Center and the National
Institute of Mental Health have collaborated with LEAA on several confet-
ences and workshops, such ns the Joint Conference on Alcohol Abuse and Al
coholism, foint'y sponsored with the U.S. Department of Transportation. In
addition. the Center hias provided technical assistance and consaltation on sev.
eral applications dealing with research in biomedical and physiological areas .
gubmitted to the Nationa! Institate of Law Fnforcement and Criminal Justice.

Once tpain, we appreciate having the opportunity to respond to your thought.
ful questions, As we hope we have indiented, the issunes of protection of the
rights and welfare of human subjects ure very much of concern to us. We
will continue our efforts to see that our investigntors conscientiously gunrantee
and protect their subjects’ right. If we can provide any additional information,
please feel free to contact us,

Sincerely yours.
BertrAM S. Broww, M.D.
Director.

B

tttem 1A17T) C
. JANUARY 11, 1074,
Hon. Caspatt WEINBERGER,
Seepetary, Department of Health, Bducation, and Welfare,
Washington, D.C. . i

Diar Mn Secrerany: T have noted with interest that the Department of
Health Wdueation, and Welfare hay proposed the codifiention of existing De-
partmental galdelines concerning experimentation on human beingy. As chair.
man of the Senate Subcommittee on Constitutional Rights, T wish to urge that
the finn! regulations provide incrensed protection of the rights of the sub.
jects of «ueh experimentation,

here are two mnjor wenknessed in the Departtent's proposnlt First, it iy
hsed upon existing puidelines that have hoen demonstrated to be inadequate
a number of times, perhans most convineingly in the rvecent report of the
HEW investigative panel. Unfortunately. thoe depnrtment has not geen fit to
implemont the recommendation of its own expert committee. Second, the cod.
ifiention of theze guidelines is slgnifienntly wenler than fegigintion which 18
present!s pending in the Houee, This legiglntion also ineludes needed statutory
remodies that HEW itealf lacke the nuthority to jmplentent,

e fleld of homedieal and behaviornl regenteh concededly 18 very complex,
worward thinking resenrchers have tade startling hrenltthroughs and they
must be encottaged to contintte to do so. But when medicnl research iy con.
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ducted with human subjects there is a real danger that purely scientific inter.
ests ay lead some resenrchers to give insuflicient attention to the rights of
the persons who ave experimentai subjec's, Gront eave must be taken te antie-
ipate potentinl nbuses, and to jusuve that indlviduat vights tuke the first pri-
ority whenever hunman subjects are used in mediceal research, Seientific interests
alone cannot be seen as a justification for the violation of constitutionally
protected rights,

Mininmm standards concerning informed consent and other cthieal considera-
tions must be detined and enforced, not just for the Depnvtment of Health,
Education, and Welfare, but for all experimentation involving human heings
that is conditeted under grant or sponsorship from the Federal government,
Regrettably, the proposed guidelines do not clearly define many of the ethienl
problems that are faced in medieal rvesearch, they do not provide for adequate
continning review by HEW and of course they can be applied only to experi- -
ments that relate to the Department of Heatth, Edueation, and Welfare, There
have alvendy been indications that other government departinents nnd agencies
which look to your Department for guidance nve considering ndopting the HRW
proposals. HIEW hag a responsibility to estublish the strongest possible ethical
guidelines in the field of the protection of the rights of human subjects to
serve as n model for other federal, state nnd private research.

The proposed rules are not a substitute for important legislation that is
now pending in the House, Two of these bills are especially attractive, and
neither would place unwarranted restrictions upon the ability of the researcher
to make the kinds of seientiflc hrenkthroughs that ore so essential. Senator
Kennedy's amendment to LR, 7724 incorporntes mnny of the suggestions of
the HEW panel, Among other things, it would establish n central review board
within HEW whose purpoese it would be to define present ethieal stundards
to review further problems that will arise, ns most nssuredly they will, H.R,
10573, introduced in the House by Congressman Rlchardson Preyer, represents
a stronger version of HLR. 7724, Most important, it expands the jurisdiction
of n Nuational Human Experimentation Standard. Board to cover all resenrch
projects that receive federal funds, Both of these hills represent signifieant
improvements over the HEW proposals, .

Because it conducts more experimentation than perhaps any other regearch
organjzation in the United States, the Department of Health, Bducation, and
Welfare ig in a position to exert strong ‘eadership in this fleld, T would urge
that the proposed HEW ethical rles Yo changed to provide the greatest pos.
sible protection for Amerienhs who are the subjects of medical researech.

tWith kindest wishes, '

Sincerely yours,
Sax J. Ervin, Jr, Chairman,

[Item 1.A.18]

THE SECRETARY OF HEALTH, EIDUCATION, AND WWELFARE,
Washington, D.C., January 30, 1974
Hon, S8as g, Faviw, Je,,
Chairman, Suheommittec on Constitutional Rights, Committer on the Judiciary,
1.8, Senate, Washington, D.C,

DrAt SEnAror Ervin: Thank you for your letter of January 11 regarding the
propoged regulations for expevimentation on human beings,

I sharve your concerng for the care that must be exercised in order to prevent
potentinl abuses, and to insure the individual rights of human subjects used
in medien! research, Al comments on the denft proposed rules are now being

cstudied by my staff at the Nationnl Institutes of Henlth as part of their gen.
eral teview of responses to the ‘otice published in the November 16, 1078,
Pederat Register, T can assure you that your views will be considered during
this period preceding the issuancee of flnal regulations,

With kindest regards,

Sincerely,
CAsPAR WEINBERGER,
Sceretary.
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{Item 1.A.10}

JaNvary 15, 1974,
RouerT Q. MARSTON,
Director, National Institutes of Health,
Bethesda, Md.

DEeAR Dr. Manstoy: In a letter to former HEW Secretary Blliot Richardson
duted October 26, 1072, 1 expressed my concern that psychosnvgery and other
torms of behavior mom@ention raise fundamental moral and ethicat guestions,
particularly with vegard to the Bill of Rights, Ag Chairman of the Senate Sub-
committee on Constitutional Rights, I expressed my opinion that every ‘effort
should be made to protect the rights of the human subjects of such medical

techniques, :
In bis response, Secretar; Richardson enclosed a copy of a letter dated Oc-
toh o 2, 1972 which you ‘n response to an inquiry from Senator ‘Warren -

Magnuson, In the letter : o srated that "I can give you a firm assurance that
1o connmitment to fung vexearch projects using hwnuan subjects for the study
of the relationship berv - u brain disease and violent behavior witl be made
until the results of the discussions now being b.tiated by the NINDS task
force have been completed and considered.” The NINDS tagk force mentioned
was an ad hoc cominittee set up to study the propriety of research involving
psychosurgery. I understand that while a rough draft of the report of the task
force has been completed, the final version of the report will not be issued for
some time.

In & draft of guidelines recently proposed for the Law Enforcement Assist-
ance Administration concerning psychosurgery, the director, Donald B. Santa-
relli, has said that “application involving psychosurgery and the criminal per-
sonality should be directed to the National Institutes of Health for funding
considdration.”” Has NIH funded, participated in, sanctioned, or in any way
beeonie involved in programs using psychosurgery since October of 1972? What
1is the status of the corresponding stndies of psychosurgery being conducted by
the National Institute for Neurological Diseases and Stroke and the National
tnstitute of Mental Hednlth? If any reports or drafts have been completed by
oither of the committees, would you please include copies. Also, would you
please include project descriptions and grant requests for all violence studies
or behavior modification programs that NIH is presently associnted with in
any capneity ? '

Phank you for your cooperation, and I look forward to hearing from you.

With kindest wishes,

Sincerely yours,
SAaM J. Ervis, Jv., Chairman,

o

{Item 1,A.20)

DEPARTMENT oF HEALTH, BOUCATION, AND WELFARE,
Pupric HeALrs SERVICE,
NATIONAL INSTITUTES OF HEALTH,
Bethesda, Md., January 30, 1974,
tHon, Sasm L ErviN, Ity
U.8. Senate,
Washington, D.C.

DiAr SENATOR IrvIN: Thank you for your letter of January 15, 1074, in
regard to National Institutes of Health participation in and support of research
in the aren of psychosurgery, In order to be precige in reply to your questions,
I will use the term “psychosurgery” as meaning regenrch on human subjects
whose primary objective is the surgical dingnosis or treatment of behavioral
or psyehintric disorders.

gince October 1072, the NIH has nnt participated in or funded research in
the aren of psychotherapy. The Natlonal Tnstitinte of Neurological Disedses
and Stroke, a division of the NTH, hag completed a “Report on the Biomedieal
Resenrel Aspeets of Brain and Aggregsive Violent Behavior” A condenged
version of the sclentifie aspoct of the NINDS Teport hag been publshed in
the Januaty 1074 issue of the Archives of Neurology, Volume 80, Number 1,
pages 1-86 The full Report, is being reviewed by the Office of the Assistant
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Sceretary for Health, Depurtment of Health, Bducation, and Welfare. Inclosed
Is 0 copy of the NINDS Report, The National Institute of Mentul Henith, n di-
vision of the Aleohol, Drug Abuse, and Mentud Health Adwinisteation, is pro.
paving a report on the clinienl aspects of psychosurgery, It is my understand.
Ing that the NIMH Report is not yet completed.

The NIH presently is not supporting or reviewing any proposels for research
on the blomedienl aspects of violence,

1t we can provide additional intormuation pleuse call on us,

Sincerely yours,
Ropere S, Stoxg, M.D,,
Direotor,

[Item LA.21]

FrBrRUARY 22, 1074,
Hon. CasPaAk \WWEINDERCER,

Seorctary, Department of Health, Education, and Welfare,
Washington, D.C.

Dran M. SeceTaRY : Over the past year I have conveyed to you my increas-
ing concern about the many difticutt problems rulsed by biomedical and behav.
loral research designed to alter the behavior of human subjects. Although
forward-thinking researchers must be enthustasticatly encouraged to continue
their work, strong ethical guidelines must be applied in order to preserve the
Individual libertles of persons affected by that resenreh,
© The Senate Subcommittee on Constitutionnl Rights g currently engaged in
tosurvey of federally-funded blomedical and behaviornl research projects which
ave designed to alter the behavior of individual subjeets, Our purpose is to
determine the miture and extent of such vesearch in ovder that we may hetter
evithutte the need for legislntive setion In this areq.

Various federal agencles are being surveyed on this subjeet, including the
Law  Enforcement Assistance Administintion. As you may know, LIBAA re.
cently nceepted my suggestion to terminate thelr programs beeause it laeks
the administeative stracture and expertise to give adequitte review to the
extruordinary projects that were being conducted under its divect and Indireet
grants. All LEAA grant vequests concerning biotmedieal and behaviorl regentel
are now being forwurded to the Depnrtment of Health, Education, and Welfare
for funding considerntion. )

In light of these rocent developments, the subcommittee has decided to con-
duct o comprehensive survey of alt federnl Involvement in reseureh aimed at
wltering the behavior of human beings. Beenuse the Depirtiment of Health,
Bdneation .and Welfure conducts or sponsors n substuntinl percentipe of the
blomedical and behavioral reseaveh funded by the federal government and
Wil now appavently be rvesponsible for even. wore. your conperation in pro.
viding the subeotnnittee information pertaining to departmentat involvenent
In behavioral and bicmedieal vesenveh designed to alter human behavior Is
particularly important,

Although the subcommittee hns made some speelfle inquiries of certain
DITIEW operating agencies, T would apprecite your colleeting the following
information for eaelt of the DITRY operitting ageneies wiich supportg or con.
ducts biomedieal and/or hehavioval researveh which s destgned to alter the
hehavior of human subjects

1. Tist ench vesearch project by

(1) Nutie of grantee and prineipal veseavcher (Individunl and institution)
(h) dates of DHEW involvement: (e) amounts of money involved (total nud
FL-7H 3 and (@) o brief deseription of the project,

2 Deseribe the review proeedures which apply to sueh vosen ch projects. with
particular cmphasis on ethieal considerations, Inelude copies of all relevant
guidelines, tmanuals, regulations and other documents which sot forth these
procedutros.

I rendize that DHEW and cortain of its opernting ngencies (stieh ng the Cone
tor for the Study of Crime and Delinquenes) have in the past supplled infor.
mation similary to that now vegnested by the subeoinmittee, Howevor, it is jhi-
portant for the subcommittec to inve upeto-date, complete informniion trognd-
ing all DHEW agencles and progents (including the Conter) in the fornal
deseribed above,

.
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"The subcommittee expects to use the information we have requested in pre-
paring a report on the fodernt involvement in blomedical and behavioral re-
search nimed at altering human hehavior. Since this report is to be published
within the very neur future, the suheommittee would apprecinte your cooperas
tion in making sure that we will receive this information no later than March
92 1074, Though this request may appear to involye considerable information,
I nm confident that your existing review procedures will enable you to gather
this intormation expeditiously.

Let me tanke this opportunity to commend DHEW for tuking substantial
steps toward the protection of hmman subjects. As I noted in-my letter of
January 11, 1974, I sincerely hope that DHEW will continue to nssert its lead-
ership in this endewvor as we geareh for answers to the very many difficult
guestions ralsed by biomedicnl and behavioral vesearch designed to alter hu-
man behavior.

with kindest wishes,

Sincerely yours,
8aM J. Bryix, Jr., Chatrman,

———————

{Item L.A.22]

PHE SECRETARY oF HEALPH, EIDUCATION, AND WELFARE,
. Washington, D.C., May 10, 1974,
Hon., SaM J, Breiy, Jr, _
U.8. Senate,
Washington, D.C. .

Dear SExAToR Brvin: This is in further response to your letter of February
22 ypequesting information ahout Departmental research programs aimed at
altering human behavior. I am enclosing with this letter the pertinent informa-
tion for the Publie Henlth Service; and, as-soon as we finish canvassing the
other ngencles of the Department, 1 wili be in touch with you. I am sorry
ghout the long delay in gnthering this information.

'Phe projeets included In the encloged listing fall within the defined avea of
behaviornl modifiention, Le, the systematie application of psychological and
sochtl principtes to bring about desired chanzes in or to prevent development
of certain “problematic” behaviors and responses. Atong the many types of
projocts inclnded in our response are those deslgned to teach narcotic addicts
or nlcoholics to develop self-control over thelr drug-taking behavior; to alter
behavior of persons with serlons psychiantrie or pehavioral prablems such as
chronie schizophvenia, autism, or jfearning disabilities; and develop methods for
training persons responisible for chitdren, such as parents, teachers or chitd
welfare workers, to use bhehaviornl prineiples in fostering ehiid Cevelopment
and preventing or dealing with problem hehaviors. .

A numbet of types of research, which might fall within a wider interpreta-
tion of research designed to nlter miman behavior, were not included in this
inventory, Tnvestigntions of medienl, surgieal #nd psychologicnl procedures ad-
dressing n known organle etiology or n known organie syndrome (such as coro-
nary artery disense or peptie wleet) nave tiot been included: studies of the
medienl ot surgleal therapy of brain tumor and the psychological therapy of
aphasia will not be found in the attached list, Other exnmples of research not
ineluded are studies of psycho-soelnl thoraples which are haged on psychonnaly-
«ls and other nentenrning theories: studies {nvolving treatment with trangnil.
jzors, psyehonetive drugs nnd other sonatie trontment such s electroconvulsive
therapy ; and blo-feedback studies, suey as those which explote methods for
tenching people to voluntarily control su»)) problems ag nsthma attacks or gas.
tel» hyperacldity, Also exeluded atre henith®™dneation studles nimed at increas-
fng community and personal attention to problems such as smolting, dental
carios, or the control of hypertension, fhe tublic flealth Service s not sup-
porting regenrch involving himman subjeets on psychognrgety of on other med-
{entestirgienl methods for the control of behavioral disorders,

It our operntional definition omits projects of major intervest to you, we
would, of courgp, be happy to provide information on additionnl categoried
of projects ghonld you so desite. Plonge contact my office If you or your staff
wotlit like to digeuss these and other projects with knowledgenble staff in
the Publie Health Service.

. e
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The second part of your veguest has to do with the Department of Health,
Bducation, and Welfare procednres that provide for the protection of human
subjeets who are part of research projects. I nm enclosing for your use the
current Departmental .administrative chapter addressing those procedures. As
you noted in your letter to me of Junuary 11, we are fornmlly codifying these
procedures as Departinental regulntions: as soon as those are available, I will
make sure you get a copy.

Let me veafirm my view that the proteetion of the individual rights of
those participating in presearch is n major concern of this Department, The
development of our policy has evolved over many ¥ears and will continue to be
modified and developed into the future in response to the concerns articulated
by the research community, the Department and the American public

Sincerely,-
Frank CaRrLucol,
Aoting Seoretary.

———————"

[Ttem L.A.23]

DEPARTMENT OF HEALTH, BOUCATION, AND WELFARE,
OFFICE OF THE SECRETARY,
Washington, D.C,, July 12, 197}
on, Say J, Brvix, Ir,
U.8. Senate,
Wushington, D.C.

‘DeAr SeExAtor Ervin: This is in further response to Secretary Weinberger's
letter to yon of May 10 concerning the protection of human subjects. Plense
forgive the delay in providing yon with this information,

Iinelosed are copies of the document published in the Federal Register of
May 30 which sets forth procedures governing the protection of those human
subjects who participate in researeh projects sponsored by the Federal govern.
ment, This issunnee, which constitntes Part 46 of ‘I'itle 45 of the Code of Fed-
erel Regulations, beenme effective July 1.

Sincerely yonrs, '
CuarLes C. Epwanns, M.D.
Assistant Seeretary for Health,

[Ttem T.A.24]

. Juty 12, 1074,
Hon. CAspAR W, WEINBERGER,
Seoretary, Department of Health, Education, and Welfare,
Washington, D.C.

DEar SECRETARY WrINBERGER: T wasg concerned to learn in a Washington
Post article of June 5 that no definitive action has been taken concerning the
findings of a study of psychosurgery conducted by the Mental Health Division
of the Aleohol, Drug Abuse, and Mental Health Administration. I'o quote from
the Janunry 21 report of the study, “Psychosurgery should be defined ag an
oxperitnentnl therapy at the present time, As sneh it should not be congidered
to be a therapy which can be made genernlly available to the public because
of the peculine nature of the procedure and of the problem with which it deals.”
I would like to know why the report has not yvet been formally released, and
why no action concerning {ts recommendations hag been taken,

Psycehosnrgery is a practice that poses a profonnd threat to individual pri-
vaey and freedom. T am disturbed that the Depnrtment of Health, Edueation,
and Welfare hus not taken the steps recommended in the report of ite study
to minimize this threat, and theteby provide the leadership it should ag the
premiers health orgnnization in the world, While the metity of psychosurgery
may be debatable, the rights nnd well-heing of individunl citizens cannot be
compronmised, T suggest that action on the recommendntions of the study be
taken nt once, and that a formal motratorium he placed on the practice until
th;- \;ltnl questions concerning its use can be thoroughly considered and re-
solved.

This veport wotld have an important and positive impact on the growing con.
troversy surrounding psychosurgery, Ad such, it shoutd be made genherally avail-

cr
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