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though project descriptions are general and couched in scientific terms,
it appears that some projects are being conducted tinder grant from
HEW that involve direct electrical stimulation 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 IS the same: in both in-
stances, the brain itself is manipulated in order to identify and control
conscious functions. For example, in one such electrical stimulation
project funded by the Center for the Study of Crime and Delinquency
conducted at the Patuxent Institution in Maryland :

(e specific hypothesis to be tested is that chloralose activation of the El .:(.1
(electroencephalogram) will correlate positively with epileptoid
Data will be collected III such 111111111P1' as to determine the reliability of
PsYchiatric, psychometric, and EEG measures of epileptoid and hysteriod im-
pulsivity, and to allow later quantitative computer analysis of both psycho-
logic and electroencephalographic (Iota. Finally, the clinical usefulness of the
anticonvitisant primidone (Mysoline) will be tested in a double-blind study, and
the results 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. One such
program that until recently received substantial funding from the
Department is "The Seed," a Florida-based drug treatment program
that uses intensive peer-group pressure fo'reform both known and
suspected drug abusers. The Seed is a private organization, and the
program is athnittedly 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 parents, 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 Ivho are experimenting with, using,
and abusing dangerous drug substances,

I have referred a number 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
adjustments which were completely rejected prior to the experience at the
Seed."

Once in the program, participants are 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:

26 la,
14'e ,"rwo Views of the Seed Vor and Against," from The St, Petergbtow Timex,

Spotpnthor 10, 1973, p, D-1. printed in the Appendix as Item
24 Included in 14xeeeptn from Grant Request by the Seed to the Department of Health,

bluention and Welfare, June 20, 1972, printed In the Appendix an Item 1.02.9,
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When they return, they are "straight," namely, quiet, welldressed, short
Italy, and not under the influence of drugs compared to their previous appear-.
ance of [being] stoned most of the time, However, they seem to be living In
a robot-like atmosphere, they won't speak to anyone outside of their own group.
They sit In a class together, and the classes become divided of Seedlings
opposing non-Seedlings. . . .

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

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
praise 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 Seed as a "fantastically successful youth
ding program" stated:

I am writing as a Seed parentour 15 year old daughter has just completed
the programwho has been involved with the Seed 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 90% whiel I believe Is by far the best of any drug
progra in the country. The children in this program basically learn to live
the Golden Rule. They also learn what is good and bad for themselves and to
work hard in school or III whatever job-they may have. Senator, as a parent
of a Seedling' and ns 111 employer of five others. I can vouch that the Seed
is a tremendous force for good in our community.'
Because of the controversy raised 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,
Education, and Welfare in behavioral research and behavior modiff,
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
21 1974." 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
behavioral modification, i.e. the systematic application of psychological and
social principles to bring about desired changes In or to prevent development
of certain "problematic" behaviors and responses. Annum the many types of
projects included in our response are those designed to teach narcotic addicts

'=" Excerpts from write Study of the Advisability or the 'Seed' in Dade County." Com
oreltettsive Health Planning Council of South Elorida, printed in the Appendix as Item

rn Letter received by the Subcommittee on Constitutional nights, in subcommittee files,
!it Letter from Art Barker, President of "l'he Seed." Department of Health, Education

and Welfare, rehruary 19, 1974, printed in the Appendix as Item I,C.2.e.
Letter from Chairman Sam S. Ervin, Jr., to Secretary Caspar Weinberger, r'ebruary

22, 1974, printed in the Appendig tI8 Item LA,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
chronic schizophrenia, autism, or learning disabilities; and develop methods
for training persons responsible for children, such as parents, teachers or child
welfare 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 prede-
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 treatment of sexual deviation in its nascent stages. The
subjects, boys five to eight years of age who have exhibited various signs of a
cross gender problem. (cross - dressing, playing with girl's toys. 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 clinic. 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 gefuler. 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 crucial development years into adulthood."

Finally, on July 25, 1974, the department reported the results of
"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 (ME) have
been reviewed, and biomedical and behavioral research designed to
alter the behavior of human subjects is not being supported." 36 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 response to the subcommittee's February 22.1f,74, inquiry may itself
indicate that the -Department is ill-equipped to provide the kind of
monitoring and review that is essential in researeh situations that raise
serious questions of individual privacy. freedom and self-determina-
tion. Quite clearly, the first step toward devising and then applying
adequate standards for ITEW-sponsored programs is for the depart-
ment to have complete knowledge of the programs it is actually
funding.

tt Letter from Acting Secretary Prank Carina!! to Chairman Sam J. Ervin, Jr., May
10. 1974, printed In the Appendix as Item I.A.22.

u Abstracts of Project Descriptions of IPIWPunded RehaviorRelated Research proj-
ects." received May 10. 1974, and July 25, 1974, printed in the Appendix as Item U.1.1.

Letter from Acting Secretary Prank Carlucci to Chairman Sum J. Ervin, Jr., July
25, 1974, printed in the Appendix as Item I.A.20.

m
" Abstracts of Project Descriptions of IIEW-Punded Behavior-Related Research Proj-

ects. supra.
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iDEPARTMENT or JusTicE

The Department of Justice participates in a wide variety of con-
troversial behavior-related projects primarily through the Bureau
of Prisons and the Law Enforcement. Assistance Administration,
under guidelines and procedures which are ineffective at best. By
comparison with the Department of Health, Education, and Wel-
fare, which has devoted some energy to the resolution of the ethical
and constitutional issues involved in behavior modification and be-
havioral research, the Department Of Justice has made virtually no
effort either to provide the necessary monitoring of research projects
or to resolve important questions relating to individual liberties. This
conchision is inescapable in view of the policy innovations made in 're-
sponse to legal challenges and other objections to Department
programs.
Bureau of Prism

The Bureau of Prisons' involvement in behavior modification and
behavioral research was of special interest to the staff 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 Scrims ques-
tions concerning infgrmed consent in a coercive environment, the
rights to minimum standards of treatment, and the constittitional pro-
hibition of cruel 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 Bureau were of special con-
cern to the subcommittee: Project START (an acronym for Special
Treatment and Rehabilitative Training), and the Federal Center for
Correctional Research presently tinder construction at Butner, North
Carolina (originally named the "Center for Behavioral Research"),

Project START was a prototype behavior modification program
conducted at the Federal Medical Center for Prisoners at Spring-
field, Missouri. Its .goal was to rehabilitate munanagable 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 rehabilitate incorrigible offenders, volunteers were precluded from
participation .on the grounds that willingness to participate would
lessen 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 attitudinal changes in offenders who
have not adjusted satisfactorily to institutional settings, the Bureau has re
cently initiated a Special Treatment and Rehabilitative Training (START)
Program at Springfield. The program is designed to provide cure, custody, and
correction of the long-term adult offender in a setting separated from his home
institution .°

s r te et START Operations Memorandum, October 25, 1072, printed in Appendix as
Item 11,13.2,a.
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The Center for Correctional lleseareb at Butner, North Carolina,
has also generated considerable public interest partly as a result 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 Bureau of Prisons research programs
and about agency mechanisms for the protection of human subj

Due to the controversy surrounding Project START as well as
the atmosphere of secrecy surroundino. the Butner project, subcom-
mittee mail from ordinary citizens and federal prisoners alike indi-
cated that the specter had been raised of an isolated enclave in which
various forms of radical 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 ehemotherapy, 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 located in the same
compound at Butner will be separate and distilwt from the ('enter
for Correctional Research. According to Dr. Groder, all participants
in the Center for Correctional Research will be volmtvers, as the
project, depends upon willing cooperation for its success.

However, a number of important questions concerning the Center
remain to be considered. For example., serious questions of volun-
tariness in a prison settino. have been raised in recent court, cases, as
discussed above. Further, detailed ethical guidelines and a workable,
effective review structure have not yet been developed for the Center.
Chairman Ervin stated in a recent letter to Dr. Groder Hunt such
mechanisms are essential to the constitutional operation 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 modalities 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 Buttner facility as really two separate institutions in a single
location. 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-
scribed as an attempt to structure the environment of prisoners in
such a way as to include all those supporting services that have
been demonstrated to have a positive effect on the prisoner's chances
of succeeding in the outside world.

42 soe Bureau of Prisono' Polley Statement on Research, October at, 1907, printed in
the Appendix am Item MILL

48 Lotter from Chairman gam 3', !Irvin, Jr., to Martin Groder, April 19, 1974, printed
In the Appendix 119 Item II.A.11,

Am
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Dr. Groder enumerated four experimental programs to be tested
at Butner: (1) "Asiclepion," 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. Car !chuff and based on the theory that physical,
social, and intellectual fitness are all interrelated; (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
yet to be determined, possibly one based on the "rational

program

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, requires 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 institutional review structure for
the Center is to be established.
Lao Enforcement Assistance Administration

In the course of its investigation, the subcommittee became aware
of a number of programs dealing with the prediction, identification,
and control of various forms of abnormal behavior funded by the
Law Enforcement 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
research projects involved the study and use of coercive methods
designed to deal with violence which appear to pose substantial
threats to the privacy 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

The goal of the project for early prevention of individual violence is the
development of effective tools 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-
propriate community and individual responses to these signs, and to make this
and other preventive action program information identified during the project
available to community resources and to individuals who can utilize the infor-
mation for early prevention of individual violent behavior * * *. The project
is :dso concerned with the development of a central computerized information
bank that will provide bibliographic references on potential early warning signs
and individual violent crime as well as preventive action information regarding
community resources and responses to individual violence and crime,'

4$ SPP, P.g letter trtott Dr. Martin firoder to Chairman Sam 3, Ervin, Jr., April 80,
1074, printed In the Appendix as Item II.A,12,

l4ceerpts from Computer Printout listing ilehaviorltelated Projects, April 10, 1974,
printed in the Appendix as Item 11111,5,
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Other behavioral research projects funded by LEAA appear to
pose similarly difficult 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 suggested that fingerprint, classifications and a
particular chromosome configuration indicate that certain individ-
uals were more prone to commit acts of violence than others. Al-
though such projects as this appear to pose no direct., immediate
threat to individual rights if conducted under ethical principles,
critics point out that potential applications of such theories to label
or isolate persons thought to be potentially violent from society raise
profound questions with respect, to clue process, privacy, and indi-
vidual liberties,

Center for the Study anti Reduction of Violence.It, 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 Los Angeles
that first attracted the subcommittee's attention to LEAA behavioral
research programs. Of particular concern were reports that the
Center 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 described 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-visual stimuli, with concurrent
recording of (2) heart rate, both directly and in beats per minute, (3) galvanic
skin response, (4) changes in penis volume, (5) electramyographic responses,
and (0) alpha and beta brain waves, We presently are in the process of
developing portable bto- feedback devices which can be used for self-monitoring
in Ivo,"

The pi:wiled use of a number of satellite facilities mashie of UCLA.
notably AM:leader°, Catnaillo, and Vacaville state hospitals, raised
additional questions of control, and made it more difficult to moni-
tor carefully the activities of the CSR,V, Moreover, Vacaville and
Atascadero 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

in
for the Center were a number of controversial re-

searchers n the field of behavior control technologhnotably, several
psychosurgeons and proponents of electropheiological methods of
behavior control. One was a researcher who had conducted substantial
research into methods of electronic control of human behavior, in-

" Memorandum from Richard Laws, Ph. D Staff Psychologist, At:mender° State Hos
OW, to the UCLA Center for the Study and Reduction of Violence, March 29, 1973,
prtnted In the Appendix as Item III,B.2.e.

rt "Memorandum on the center for the Study of Violent Behavior." Prepared by the
Committee Opposing Psychiatric Abuse of Prisoners, April 5, 1978, printed in the Appendix
as Item
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eluding the use of radio transmitter-receivers to determine the loca-
tion, activities, and even tho%U of the individual using the device.'"

Responding to reports of these controversial projects, the laih-
committee directed a series of inquiries to 14141., Administrati...r
Donald E. Santare lli concerning possible 1414:A A funding for
the Center for the Study and Rednet ion of Violence and other be-
havioral research projects, Iii l'etip011tiV to 1114131 ill(plitieS,
111.11i indicated that LI.,'AA funded seven behavioral research programs,

included a copy of a proposed, grant request to LE A A for funding
for the Center for the study and Reduction of Violence. After
further investigation, the subcommittee found that several programs
of a tontroversial nature were being considered for the Center, and
that each of the various programs under consideration raised a
nmnber of questions coneernher the rights of the subjects, In one
letter, Dr. Louis Jolyon West, '-director Of the projmsed Center, dis-
cussed the possi.,le acquisition of au .old Nike missile hose for the
location of the Center:

snot a Nike missile base is looted in the Santa Monica Mountains, within
a half-hour's drive of the Neuropsychintric Institute. It is accessible, but
relatively remote. The site is securely fenced, and includes variimm buildingm
and improvements making it suitable for prompt occupancy.

If this site were made available to the IS'europsychintrie Institute as a
research facility, perhaps as an adjunct to the new Center. for the Prevention
of Violence, we could put it to very good use. Comparative studies could he
carried out there, in an isolated but convenient location, of experimental or
model programs for the alteration of undesirable behavior.'"

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

Considerable attention will focus on violent individuals who, because Of
biological, emotional, 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 he studied orefully.
Methods of preventing or modifying their violent behavior must be developed.
Furthermore, the Center should be organized and operated in such a way 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)
"epidemiological" attempts to develop statistical means whereby
violence can be predicted; (2) "biological factors" research both to
determine whether chromosome abnormalities and inherited char-
acteristics can be used to predict predisposition toward violent be-
harlot., and to test biochemical methods of controlling violence (3)
neurological and neuropsyehological" studies to determine the re-

lationship between the brain and violent, behavior; (4) "psycho-
logical factors" research to determine what external influences on

14 See, C'enter for the Stndy and Reduction of Violence, project Deseriptiott, September.
1, 1972 , printed In the Appendix as item I11.13,2.11.: and Exeerpta from (leant Itenuentto t,I1,1A from the Venter for the Study and Reduction of Violence, printed In the
A1ppetitlix as thnt III.8.2.b.

Letter front Louts Jolyon \Vogt, Medical Director. Nettropsyelintrie
to J. M. Stubidebine, Ph, D., Direelor of Ilenith, Otilee of Health Planning, State

of California, January 22, 1972, printed In the Appendix an Dent III,I1.2,f,
Poi Center for the Stntly and Reduction of Violence, Project Description, shift,
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personality have it bearing on violent behavior; and (5) animal
models, using animal behavior studies to provide information for
the study of aggressive behavior by humans."

A number Of radical approaches to diminishing violence were also
apparently intended to be tested at the Center. For example, the proj-
ect description describes possible, testing of violence-controlling drugs:

New drugs now being tested in Europe and ( very recently) Attioricit hold
promise for diminishing violent outbursts without dulling other brain processes.
These drugs should be tested in the laboratory and then in the prisons, mental
hospitals, and special community facilities. Preliminary studies reported thus
far have been largely clinical 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
cast rat ion drug,":'

The neurological and neurophysiologieal section of the Center ap-
parently did intend to study various aspects of violent behavior as
caused and controlled by brain functions, with emphasis placed on the
practical control of such violence. For example

It i4 even possible to record bioelectrical changes in the brains of freely
moving subjects, through the use of remote monitoring techniques. These
methods now require elaborate preparation. They are not yet feasible for large-
scale 8ereening that might permit detection of violence predisposing brain dis-
orders prior to the occurrence of a violent episode. A major task of the Center
should be to devise such a test, perhaps sharpened in its predictive powers by
correlated measures of psychological test results, biomedical changes in urine
or blood, etc,"
Studies of hyperkinetic children were also planned as part of the
Centers research!.

LEAA Procedures.In 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 LEAA policy concerning
rights of human subjects consisted solely of the following:

Medical research conducted by any grantee or suhgrantee financed by LEAA
and not specifically detailed in state plans as to type of remenrell; place and
persons conducting the research amount of research funds available: and re-
search methodology, including data on use of chemical agents; or medical pro-
cedures, use of human volunteers or animal subjects, and a description of any
anticipated experiments, Must receive prior approval by LNAA.'4
By comparison with the Apartment of Health, Education, and
Welfare's forty pages of guidelines, LEAA's solitary sentence appears
inadequate at best,

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 as a revenue-sharing
mechanism for local law enforcement agencies, LEAA distributes
remits on it decentralized basis, A product of the "New Federalism,"
its basic philosophy is the decentralization of government control over
local law enforcement matters, and a mininnun of authority is main-

tit.
td.
"Stentorstabun on the Center for the Study of Violent Ilehnvior," supra.

C,4 Cetiq for the Study and Iteduetion of Violence. Projeet Description, imply:.
M Letter front Administrator Donald Enntareili to Chairman Stun J. Ervin, Jr,, May 10,

107:1, printed in the Appendix as Item III.A.4.
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tained over individual grantees, This is true even in the case of so-
called dkeret ionary grants that are administered directly by LEAA."
Because it depends primarily upon indirect means of providing funds
for individual 11,Searelt projects, the agency has never developed the
extensive review mechanisms and guidelines necessary for the ade-
quate protection of the rights of human subjects of LEAA-fund.ed
programs.

Cessation of LEAA Funding for Behavioral and Biomedical, 3e-
search.In January, 1974, Chairman Ervin wrote to Administrator
.Santarelli and asked for detailed information about.LEAA funding
for behavioral research and the agency's review procedures.

As you are aware, IIPAST and the Congress are now subjecting the question
of federal financing of human behavioral research to close scrutiny. A series
of ethical and administrative standards have been developed both in legislation
and in regulations. I believe that ',MA ought to consider a moratorium on the
further use of its funds for these purposes until it develops guidelines at least
as comprehensive as those now under consideration by the Congress and HMV.
These guidelines should provide for specific approval by a special committee on
research and ethics within LIMA and the Administrator's Office Of any project,
whether funded by block or discretionary grant, in the field of human behavior
research ."

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

In response to a request forinformation detailing the nature and
extent of LEAA-funded behavioral research projects, tho agency
produced it computer printout describiiig some 537 research projects
dealing in some way with the modification of Manta! behavior," This
printout indicates that LEAA funds a substantial number of projects
that fall within the subcommittee's sphere of interest in addition to
the seven described in the agency's response to the subcommittee's
initial inquiry regarding violent behavior research. Among the proj-
ects listed in the printout, there were many that would remove a thor-
ough technical evaluation of the kind f)irector Santarelli indicated
that LEAA was not able to conduct.

The intention of the agency's February, 197 press release seems
clearall biomedical and behavioral research conducted by LEAA
would 1w curtailed immediately. lint, the policy statement subse-
quently drafted to implement the new directive is more ambiguous:

flit is LI1AA policy not to fund grant applications that involve the use of
research of such procedures (for the moditicati(in or alteration of criminal and
other antisocial behavior) particularly applications that involve any aspect of
psyehosurgery, behavior modification (e.g, aversion therapy), chemotherapy,
except its part of routine clinical care, and physical therapy of mental dis-
orders * * *. This policy does not apply to a limited class of programs involving
procedures generally recognized and aceepted as not subjecting the patient to

t'd IMAA employs two haste systems Of grant disbursement I discretionary grants sad
block grants. lUseretionary inn& are granted and adinittistereit direetly by the main
()Mee in Washingtoti. Itloek grants are distributed to Individual state criminal justice
Dimming agerieles, which, In turn, (IF:tribute funds to Individual grantee's,

m Lotter from Chairman Sam J, Jr., to Adthinistrator Donald SatitarellI,
January 14, 1974, 1pr.thm. in the Ap tendtx ot: Item W.A.%

m News Release Atinointeltig Oatteellation of ft AA funds for RehaviorIteletted Projects
and Medical Researelt, loebrattry 1, 4174, printed In the Appendix as Item II1,13.6.

60Rxeerpts from Computer Printout IMAIng Behavior-Related Projects, nupra,
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physical or psychological risk (e.g. methadone maintenance and certain alco-
holism treatment programs), as specifically approved in advance by the Unice
of the administration, after appropriate consultation with and advice of the
Department of Health, Education, and Welfare.'

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

fly' way of providing further information for the subcommittee's investiga-
tion of biomedical and behavioral research, would you please forward a list
of all projects described in the printout whose funding has been canceled pur-
suat to the LAMA press release of February 14 and the resulting guideline,'"

LEAA responded on .tune 25,1974, by stating. that only two or three
grants had been cancelled, and that this had occurred prior to the
February guideline. When the subcommittee requested LEAA to
respond to the question asked, the an.ency 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, LEAA re-
sponded with the results of the survey it conducted. According to its
findings, of the 537 projects listed on the computer print-out which
dealt in some way with behavior modification, 390had 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 only
routine medical procedures. Of the two remaining projects, LEAA
has determined that one did not violate the ,February guideline, and
has requested further information to evaluate the legality of the
°then".

VETERAN'S ADMINISTRATION

As it beraIne 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 inos notable of these is the Veterans Admin-
istration, which, in testimony at joint hearings before the Senate
Health Subcommittee, and the Subcommittee on Health and Hos-
pitals of the Senate Committee on Veterans' Affairs, admitted con-
ducting numerous psychosurgical operations.63 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.

LlilAA Guidolitio t'se of LEA.1 funtla fop Ps,vellostirgery sad Nkullettl 1 L,setiroll,
Ft.brunry 14, 11)74. printed In tint Appendix on Item

di Lotter trots Senator Sat» .1. ErvIn. Ir in Administrator Donald SlIstnre111, June
11)74, printedd In the Appotallx us item lt.A.10.
10 Letter t'voot coon'rov N I . ,\ Iiirottov, Itoosirtli Prouratna, 1.i , %A, to

laittretw NI. Counsol, Sola.nounIttoo on Constitutional nights, August 29,
1074. printed In Ilto ,\ppoildIx us !tom I I I,A. I tl,

fti./oInt Ilesteino on l'Ayelowirotro in Veteran.* ..1111ninistralion ltetore limo
sohoomm, nn WI WWI' of the Notate ('oncot. on Labor dud Public Wel/oet, the Noheointo.
on llettlfh nod flospitstls of the Senate Conlin. on Velcro's* Affairs, 911(1 1st Sena,
at 17018 (1073).
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that determines the patient's capacity to give informed consent for any treat-
ment. Good professional practice seeks to find a way to engage the patient in
doing those things which are likely to be beneficial to him, recognizing that
at times the individual's capacity to form sound judgments for himself is
seriously impaired. Under these latter circumstances, a variety of considera-
tions must be reviewed by the physician with the conclusion, at times, that treat-
ent must be misted upon despite the patient's temporray objections. In many
circumstances, it may be that a judgment will have to be made by a responsible
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 Law Enforcement.
Assistance Administration, but less elaborate 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
nioclification 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
h"havior of individuals, possibly in violation of their rights. Clearly
the involvement of the Veterans Administration requires further
inquiry.

°TILER 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 Senate Subcommittee on Constitutional Rights is currently engaged in a
survey of federally-funded biomedical and behavorini research projects which
are designed to alter the behavior of individual subjects. Our purpose is to
determine the nature and extent of such research in order that we may better
evaluate the need for legislative action in this area."
FAA department was asked to list and describe briefly every be-
havioral research project. that it participated in and to :

Describe 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 considerations, such as informed
consent, Include copies of all relevant guideline manuals, regulations, and
other documents which qet forth these procedures,'

Of the ten depart,. ots queried, the Atomic 'Energy Commission, the
Department of AgrienIture, the National Aeronautics and Space
Administration, the Special Action Office for Drug Abuse Preven-
tion, the 141tivirotitnetital Protection Avner, and the Department of
Commerce all responded by statini tbat these departments conduct
no projects designed to "alter the behavior of individual subjects."".

et I.,
Stir t'O' Letter (1'0111 Ctutirnuta Sant d, Ervin, Jr., printed in the ANIPTIfilX n4 Item

nn fd.
Atosory',4 response IS printed In the Atmetidis ; Atomic 'Energy Commission

Atoll 98. 1974, romintisr from 111xy Lee Ibv. Chairman, Item V.A.0.: Departtnent of
Aueleniture--April 2n, 1974. reqnolisr from P. W. Vidroitister, Administrator, Agrlenthtai
Itegoarrli Semler, Item NatInnal Arronatitirs and Spur Administration . -April 10,
11)74, roqIntor from Gerald P. fat Intl. Assistant Administrator for Lecislative Affairs,
Item V.A.9.; Sperial Aetion Oilier for Thme Alinge PrettintIon--;fiir 14, 1974, response
from Itobort II, DuPont, tifroetor. Ttrtit V.A.1A.1 PIttritonmentill Protertion Agener
May 3, 1974, rospotiso from Russet! q'rain, Administrator, Item V,A.7.: Gebartment
of Commerce- -April 22, 1974, response from Vrederiek Ii, Dent, Secretary, Item V.A,4.
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Several departments did, however, respond affirmatively 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 occurrences as frost-
bite and sleepiness."

The Department of Labor informed the subcommittee that it
conducts several experiments dealing with behavior modification
methods of increasing individual responsiveness and production.
Using mainly token economy techniques, the department's research
was conducted inprisons. The department has also devoted a great
deal of effort to the legal and ethical issues involved in the use of
these. techniques.72

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 behavioral research designed to alter the behavior of human
subjects, The Foundation does, however, support a substantial amount of
research in social sciences, psychobiology, and neurobiology directed at under-
standing human behavior, and this research often requires the participation 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 NSF Grants is the responsibility of the grantee institution. Pend-
ing promulgation of NSF guidelines, grantees are referred to MEW publica-
tion (NM) 72-102, the "Institutional Guide to Policy on Protection of
Human Subjects." NSF grantees shall not conduct or support research on a
human fetus which is o9tside the womb of its mother and which has a beating
heart,"

National Science Foundation policy concerning human subjects is
further governed by the following resolution adopted in 1967 by the
Nat ional Science Board

The Hoard unanimously authorized the Foundation to (1) make known to
grantees engaged in biomedical, social, or hehavorial research its concern over
the rights of privacy of persons individually or collectively Involved in such

71 Letter from Malcolm It. Currie, Director, Defense Research and Engineering, Depart-
ment of Defense, to Chairman Sam J, Ervin, Jr., May 8, 1974, printed in the Appendix
s Jtetn V. A A,
72 Letter from Villinin Ii, Notherg, Assistant Secretary for Manpower, Department of

Lahor, to Chairman Sam J. Ervin, Jr., May 1, 1974, printed in the Appendix as Item
V.A.O.

73 Letter from IL Gityford Stever, Director, National Science Foundation, to Chairman
Sam J. Ervin, Jr., April 30, 1974, printed in the Appendix as Item VAS.

74 NSF Grants Administration Manual, paragraph 242, printed in the Appendix as part
of Item V,A.8.
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research, and (2) as necessary, satisfy itself that grantees are taking appro.
prink measures for securing the subject's informed consent, maintaining the
confidentiality of data, and otherwise safeguarding his right to prIvacy.15
As with 1.414-M.A, 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 individual behavioral re-
search projects. Although grantees are referred to TIEW 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 IIEW. 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 research.

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.

75 Letter from II. Guy ford Stever, Director, National Science Foundation, supra.
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CONCLUSION

The focus of the Constitutional Righi- Subcommittee's study of
the federal involvement in behavior control technology in the United
States has been both on the rights of human subjects, and on the
propriety of government funding for research 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 a large number of the projects that have come to the subcotn-
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 fully considered
is growing as behavioral control technologies are rapidly beino. 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 resolve many of these important issues.
In any case, as psychological and biological research continues, it may
well be that Congress may have to define by law the limits of scientific
research in these fields as they affect the constitutional guarantees of
liberty.

Certainly 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. BASKIRI

Chief Counsel and Staff Director.
October 3, 1974.

(45)
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I. DEPARTMENT OF HEALTH, EDUCATION, AND
WELFARE

A. Correspondence
(item 1.A.11

HOG. WARREN G. MAGNUSON,
Subcommittee on Labor-IIEW Appropriations,
Washington, D.C.

DEAR WARREN : It has come to my attention that funding for the Depart-
ments of Labor. and Health, Education, and Welfare and related agencies (H.R.
1.6954), now under consideration before your Subcommittee, includes a one
million dollar appropriation for a study of violent behavior.

As you know, the Subcommittee on Constitutional Rights has done extensive
research and expended much time on preserving privacy of individuals and
human dignity, Our survey of data banks has brought attention to the federal
funding of psychological testing and its invasion of the individual's right of
privacy and the threat to other civil liberties.

As the report on the bill (Senate Report No. 92-894) makes no mention of
what the money will fundexactly what type of program or to what purpose,
I feel it is important for the Subcommittee on Labor-HEW Appropriations to
clarify and set forth more specifically to what, ends the appropriations are
directed with a view toward the possible impact on the civil liberties of Ameri-
can citizens.

My best wishes to you.
Sincerely yours,

SEPTENIBER 28, 1972.

SAM J. ERVIN, Jr., Chairman..0111
(Item TA.2]

U.S. SENATE,
CONt MIME. ON APPROPRIATIONS,

Washington, D.C., October 9, 1972.
Ii011 SAMUEL ERVIN,
11.8. Senate,
Washington, D,C.

DEAtt Sztsueroa EIVIN 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 circulating about this issue, I can readily under,
stand your concern.

The Committee, in its report on the Labor-PEW 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-Senate conference
bill that tite President vetoed and is included at the same amount in the new
Labor-HEW appropriation bill that was recently considered by the Senate.

I want to tmure you that the selection of specifie grantees and the specific
areas of research continue to be left to the usual peer review process used
by the National Institutes of Health in awarding all their grants. This process
is designed to result in selection of the best research proposals on the basis of
scientific merit as judged by nongovernmental experts, The NM also uses
other safeguards to protect any human subjects who may participate in medical
research projects.

Vor your information, I am enclosing an exchange of correspondence with
Dr. Robert Q. Marston, Director, National Institutes of Health, I hope this will
reassure you that any funds in the Labor-HEW bill added by this Committee
for research into brain disease and violent behavior will be awarded to coin-

(49)
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petent scientists and only after 511(.11 scientists meet t he high ethiral and
medical science standarils demanded by the established NIII peer review process,

Sincerely, wAmo,,,,,i G. muNusoN,
Chairman, Subcommittee On Laor-

llealth Education, and Welfare,

I 10.111
11.S. SVN ATE,

OW NI III ON A PPitoPut ATIoN s,
11'aNhington, 1).0,, September 22, 1972,

11r. Ronal' Q., M.Aasi(s,
irector, National In8tilnles of Health,

Bothemla,
DEAR 1 in. MAO:41'0N friIIS is to call your attention to It passage on page 711

of the Senate report (92-891) accompanying the first 1973 Labor -III W ap-
propriation hill. The report had earmarked $1 million to continue 1111(1 exphuul
studies of violent behavior related to brain diseatio.

tilltMliftlit to Senate action on the first 1973 Labor-11HW bill, the Com-
mittee has received several disturbing published reports regarding the use of
an earlier (Appropriation of $500,000 for thin work, Consequently, it would be
appreciated if NM would delay the funding of thin work at this time, It is
the desire of the Committee that, as a condition precedent to the award of
any funds to continuo such work, the NU! should thoroughly study the, earlier
work conducted with appropriated funds and determine that the adverse reports
regarding this project are without merit.

In the interim, the Committee would also appreciate receiving from you a
statement On NM policy concerning research into the relationships between
brain disease and violent behavior.

Thank you for your cooperation,
Sincerely,

WARREN G. MAGNUsoN,
Chairman, Subcommittee on Labor-

Health Education, and Welfare,

(Item I.A.41

DEPARTMENT OF' BEALTII, EDUCATION, AND WELVARE,
PUBLIC HEALTH SERVICE,

NATIONAL 1118'mm:a OP' HEALTIT,
Bethesda, Md., October 1972,

Hon, WARREN G. MAGNUS"
U.S. Senate,
Washington, D,C,

DEAR. SENATOR MAONI/soN Thank you Le your letter of September 22 about
the funding of research on the relationship of brain dluease to violent behavior.

We are well aware of the criticism that iuts been directed toward earlier
research projects in thin field which were supported by other agencies. We
are also, of course, anxious to ensure that there shall be no valid basis for
similar criticism in any future work that NIII might support through the
appropriation for the National Institute for Neurological Diseases and Stroke,

The volley of NUI, briefly stated, in as follows
1. There is evidence that some kinds of uncontrolled violence and other

forms of unacceptable human behavior are dtte to abnormal brain development
or brain disease. However, the evidence is fragmentary, scattered, and equiv.
ocai. We believe that further research is necessary but that a first step
should be to collect, correlate, and 118seSS the evidence currently available in
order to determine what direction further research should take.

ii, Consequently, the National Institute of Neurological Diseases and stroke
has established a tank force, as a sttbcommittee of its Advisory Council, to
plan it series of workshops on brain disease in relation to violence, '['he Na-
tional Institute of Mental health -- -which is not part of NM but which hag
previously supported research in this field- --ills Set up a similar task force to
study the more restricted topic of psychosurgery, Close liaison is being main-
tained between these two task forces,
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3. Tiosetirch projects OR abnormal behavior and on the physiological factors
affecting behavior in and n tIs, including non-human primates, will be supported
if they are of high scientitie merit and appear to be relevant to the elucidation
of behavioral problems in man.

4. Research projects on the genetic, hormonal, blocheinical, and neurological
factors in abnormal human behavior will be considered only if they conform
to the established guidelines governing all research involving human subjects.
Those guidelines will be most rigorously enforced. The conditions include (a)
it thorough initial review and continued surveillance by a multi-disciplinary
committee at an institution of high repute that can, and does, accept respon-
sibility for the protection of the subjects involved and (b) specific grant or
contract terms providing for the protection of human subjects including the
right of privacy, and requiring their informed consent.

I can give you a firm assurance that no commitment to fund research
projects using human subjects for the study of the relationship between brain
disease and violent behavior will he mode until the results of the discussions
now being initiated by the NIDS task force have been completed and con-
sidered.

Please be assured of my personal concern in this matter and of my full
appreciation of the committee's interest in it.

Sincerely yours,

MI00
(Ite I.A.51

ROBERT Q. SIARSTON, M.D.,
Director.

OCTOBER 26, 1972.
iron. Eflacyr L. litclIARDSON,
Secretary,
Department of Health, Bducation, and Welfare,
Washington, D.C.

DEAR MIt. SECRETARY : Part of Title II of H.R. 16054, the recently passed
Labor-HEW appropriations bill, proposes to provide $400,000 to fund projects,
under the direction of the National Institute of Neurological Disease and
Stroke (NINDS), which would explore the sources of human violence and
develop some form of testing and identification.

The appropriation has caused apprehension among members of Congress,
medical authorities and the press. Senator Magnuson has expressed his con-
cern in a letter to Dr. Marston of NITI. One source of worry is that a book,
Violence and the Brain, by three potential grant recipients, Drs. Vernon Mark,
Frank Ervin and William Sweet, reveals some insensitivity to the principles
of the First and Fifth Amendments. I understand that their study, funded by
LEAA and NIMH concerning violent behavior classification, has been completed.
I would appreciate your sending a copy of this report to the Subcommittee on
Constitutional Rights.

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

Sincerely yours, 11
(Item LAO]

SAM J. ERVIN, Jr., Chairman.

n SECRETARY Or EttJOAT/oN, AM) WELFARE,
Washington, D.C., Yoventhel4 18,1972.

Holt, SAM J. tam:, are,
Chairman, Subcommittee on Constitutional Rght.g, Committee on the Judiciary,

U.S. Senate, Washington, D.C.
DEAR Stotkrett Itlitvtx I Thank you for your letter of October 26 about studies

of violent behavior, I, too, am particularly concerned about this subject.
With respect to the research project supported b,f National Institute of

Mental Health (NIMH) which you mention, the terErnation date has been
extended until March 31, 1973. As a result, no final report is available, but
when it is, the Institute will provide you with a copy. NIMII staff hag closely
monitored the project via quarterly reports, three site visits, and frequent
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communication by telephone and mail. No psychosurgical procedures have been
carried out under this contract. There is some indication that nonsurgical
treatment using psychotherapy may be effective in helping patients control
their violent behavior.

As you know, the President vetoed the Labor.Health, Education and Welfare
appropriations bill. Before the President's action on the appropriations bill,
Dr. Marston wrote to Senator Magnuson about funding of research on the
relationship of brain disease to violent behavior, lie indicated to the Senator
that the National Institutes of Health will make no commitment to fund re-
search of this nature until the task force established by the National Institute
of Neurological Diseases and Stroke (NINDS) has completed its review of
the relationship of brain disease to violence, Dr. Alarston's letter is enclosed
for your information.

The NINDS does not have on hand any applications for this type of
research nt the present time. However, you will be kept informed of the
results of the NINDS task force study. In addition, we will keep you apprised
of the efforts of a study group which the NIMII has established to look into
the subject of psyclmsurgery. It will work along with the NINDS group. When
the groups have completed their work, I will be pleased to share the results
with you.

With kindest regards.
Sincerely,

ELLIOT L. RICIIARDSON,
Secretary.

Moto T.A.71
JANUARY 24, 1973.

Dr. Roam Q. MARSTON.
Direotor, National Institutes of health,
Bethesda,

DzAn Dn. MAnsTox : It is my understanding that the financial authorization
for the violent behavior research project currently supported by the National
Institute of Mental Health will expire on March 31, 1973. Should the Labor-
HEW appropriations bill be parsed by the (ingress before that time, it is
likely that an appropriation to the National Institute of Neurological Disease
and Stroke for a study of violent behavior, called for in Senate Report 92-894,
will be made,

On October 2, 1972, in response to Senator Magnuson's inquiry of September
22, 1972, you stated that NINDS would create a task force to study the
problem of brain disease and violence. If this task force has completed its
work, I would appreciate a copy of any reports prepared by the group.

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

It WKS reassuring to note that all research grants would provide for the
protection of the right of privacy and for the assurance of informed consent.
These protections of basic civil liberties are imperative in a situation Where
layman and physician meet.

Your cooperation in this matter which affects the constitutional rights and
civil liberties of all Americans will be appreciated.

Sincerely yours,
SAM 1 EnviN, Jr., Chairman.

samasms1

[Item I,A.S I

DF.PARTMMT OF ITEAtaff, ] Ot/CATIoN, AND WELVAM
1111ATIllt SERVteR,

NATIONAL. INSTITUTIN olo IIMALTH,
Bethesda, relmtary 7, 1973.

Hon. SAM EnVIN,
Senate,

WaShinflton,
DtilAtt SE1NATOS Envix : This is in answer to your letter of January 24 to

Dr. Marston concerning an item in the National Institute of Neurological
Diseases and Stroke (NINDS) appropriation for a study of violent behavior
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and a request for a report from 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 $130,403,000, At
the present time, as you undoubtedly know, the NINDS is operating on a
Continuing Resolution at a level of $107,040,000. This amount, of course, will
not provide funding for new programs such as the one to which you refer,
Additionally, as shown in the correspondence between Senator Magnuson and
Dr. Marston and reprinted in the Congressional Record (attached), Dr,
Marston assured Senator Magnuson that "no commitment to fund research
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
now being. initiated by the NINDS task force have been completed and con-
sidered."

The NINDS Council Subcommittee on the Neurological Bases 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 pharmacologic factors ; behavioral studies, including both animal
and human studies; and the clinical aspects including neurology, neurosurgery,
EEG, neuropathology and psychiatry.

Medical and research experts in each of these fields are participating in these
workshops. They will 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 .Tnrsey and draft a final report on the
findings and conclusiOns.

A similar procedure has been initiated by the NIMH task force on psycho-
surgery, which will be investigating all prior research 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-NIMH Inter-Institute
Planning Work Group on Brain and Behavior.

At the present time, research proj,e's on abnormal behavior in animals and
on the physiological factors affecting behavior in animals, including non-
human primates, may be supported if they are of high scientific merit and
appear to be relevant. to understanding behavioral problems in man.

In addition, research projects on the genetic, hormonal, biochemical and
nenvologiral factors in abnormal human behavior will be considered only
if they conform to the established guidelines governing all research involving
human subjects. These guidelines will be rigorously enforced. They include
a thorough initial review and continued surveillance by a multi-disciplinary
committee at en institution of high repute that accepts responsibility for the
protection of the subjects involved, and specific grant or contract terms 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 appreciate your concern and interest
in this matter in regard to clinical research on violent behavior.

Sincerely yours,
Fit,nom L, EMMA. M.D., C.M., Dr. PM.,

Acting Director, National Institute of
iVeurotogieat Diseases and Stroke,

(Item I,A.91
FEBRUARY 13, 1978.

MB. CASI'AR W. WEINBERGER,
Secretary,
Department of Health, Ilducation, and Welfare,
Washington, D.C.

DMa Mn. SErnETARY: In a letter of November 10, 1972, Secretary
Richardson informed me that his office was monitoring the work of the N'a-
tional Institute of Mental Health and the National Tnstitnte of Neurological
Diseases and Stroke in relation to violence behavior research. Secretary Richard-
son noted that reports would be forthcoming concerning the MIT project
conducted during the past Year by Dr. William Sweet and the findings of a
task force at NINDS investigating psychosurgery.

:111741 71 - b
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If any Of the expected information concerning this project is available now,
I would appreciate your forwarding it to the Subcommittee on Constitutional
Rights.

Thank you for your cooperation in this matter, ,
With kindest wishes,

Sincerely yours, .....
(Item I.A.10

SAM J. Ham, Jr., Chairman,

THE SECRETARY oF HEALTH, EDUCATION, AND WELFARE,
Washington, DX., March 26, 1973.

Hon, SAM J. ERvIN, Jr.,
Chairman, Subcommittee on Constitutional Rights, Committee on the Judiciary,

U.S, Senate, Washington, D.C.
DEAR SENATOR ERVIN This is in further response to your letter of February

13, requesting information on the National Institute of Mental Health (NIMII)
project conducted during the past year by Dr. William Sweet, and on the
National Institute of Neurological Diseases and Stroke (NINDS) task force
findings on psychosurgery,

I assume that by now you have received the February 7 letter front Dr.
Eldon L. 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 will be based on findings of four workshops in which leading experts
will participate,

The NIMII task force which will be reviewing all prior research on psy-
chosurgery will be following a similar procedure. A close liaison is being
maintained between these two task forces under the Joint NINDS-NIMH
Inter-Institute Planning Work Group on Brain and Behavior.

Presently, support may be extended to research projects on abnormal be-
havior only if they are of high scientific merit and appear relevant .to under-
standing behavioral problems in man.

Research projects on neurological, biochemical, genetic or hormonal factors
in abnormal human behavior will be considered only if they conform to the
established guidelines governing all research involving human subjects.

We appreciate and share your strong interest in the task force reports, and
will make them available to you as soon as they are presented.

Sincerely,

(Item I.A,111

CASPAR W. WEINRERGER,
Secretary.

OCTOBER 28, 1978.
Dr. BERTRAM S. BROWN,
Director, Alcohol, Drug Abuse, and Mental. health Administration,
Parklawn Building, Rockville, Md.

Mtn Do. BROWN Recently it has been brought to my attention that a
program known as "The Seed," directed by Mr. Art Barker, has been operating
under a $230,000 grant from N.I M.H, in Ft. Lauderdale and Miami, Florida.

I would appreciate your for%,,rding to me copies of all the grant proposals,
requests, awards, and contracts pertaining to Mr. Barker and "The Seed."
I wood also like you to send .a photocopy of the institutional assurance re-
quired by chapter 1- 40 -40 -A of the D.H.E.W. Grants Administration Manual.

I look forward to your cooperation in this matter.
With kindest wishes,

Sincerely yours,

,

SAM J. tam, Jr., Chairman.
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DEPARTMENT ole HEA1:1E, EDucATtoN, AND WELFARE,
PUDLIe HEALTH SERVICE,

/?ockville, did., November 9, 1973.
Hon. SAMJ. ERVIN, Jr.,
Chairman, Subcommittee on Constitutional Rights, Committee on .the Judiciary,

U.S. senate, Washington, D.C.
DEAR SENATOR PIM ; Your letter ur ()cluing' 23 to Dr. Bertram S. Brown,

Director, National Institute of Mental Ilea ith, requesting certain information
regarding a drug abuse service grant awarded to The Seed, Inc., Fort Lauder-
dale, Florida, has been referred to toe for reply.

Enclosed is a complete copy of the grant application and appendices sub-
mitted by The Seed, and related grant award documents, in support of the
drug abuse services project grant funded initiatly on January 18, 1072, by
the National institute 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 compliance with the Freedom
of Information Act (P.L. 001-23), and the implementing Department of Health,
Education, and Welfare regulatio:l.

Your letter also requested a copy or the institutional assurance required
by the Department's Grants Administration. Manual, Chnpter 1-40, Protection
of Human Subjects, Chapter 1-0 of the Grants Administration Manual pro-
vides that an institutional assurance be negotiated with the Department if
the grant application or contract proposal involves human subjects "at risk?'
The final determination of "at risk" resides with the awarding agency hosed
on the provisions of Chapter 1-40, Section 1-40-30 Applicability. It was de-
termined during the progra.ontatie review process that the grant application
front The Seed did not involve human subjects at risk," and, therefore, a
negotiated institutional assurance under Chapter 1-40, Section 1-40-40 was not
applicable.

The issue and policy requirements regarding the "protection of human
subjects," however, are reviewed and monitored by NIDA staff during on-site
evaluation of drug abuse project grants, and at the nine that applications
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,

KARST J, BESTEMAN,
Deputy Director,

National Institute on Drug Abuse,

(Item

DEPARTMENT OF HEALTH, EDUCATION, AND WELFARE*,
PUBLIC HEALTH SERVICE,

NATIONAL. INsnruns OF HEALTH,
authe,9da, Md., October 19, 1978,

Hon. SAM J. Eavtrt, Jr.,
Chairman, Subcommittee on Constitutional Rights,
RS, Senate,
'Washington, D.C.

DEAR SENATOR ERVIN response to a telephone request by Mr. Joseph
Klatt?, of the staff of the Subcommittee on Constitutional Eights, we are
enclosing copies of the 19(36, 1969, and 1971 versions of the Department of
Health, Education, and Welfare policy on protection of human subjects, the
most recent list of institutions in compliance with the policy, and, Most recent,
a proposed rule making codifying the 1971 policy as 45 CPU 40,
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Also included Is the "Institutional Guide" to the HEW policy which inter-
prets those parts of the policy applicable to institutions. Not included are
the implementing documents of the National Institutes of Health and other
component organizations, and the Operating guides for internal review groups
at the NM and other Federal agencies.

Basically, the policy requireA two review systems: first, one at the institu-
tion which provides for initial review of the proposal before its submission
and for continuing review of any supported project ; second, a system pro-
viding for review in depth by DHEW prior to avard of support. The two
review systems are complementary, One does not substitute for the other.
Institutional review requires a committee broadly l.:1-4,41 both in scientific and
nonscientific areas, It reflects local concerns, The review at the Department
is essentially limited to science and to the ethics of the professional groups
involved in that review, It reflects national standards in these areas.

The policy applies to all grant and contraet supported activities in which
subjects are "at risk" of exposure to other than standard and accepted pro.
cedures applied to meet the needs of subjects. While such risks occur primarily
in the course of research and development activities, they may occur in other
settings, notably during the spread of a practice from a region in which it is
"standard and accepted" to a new region. There are also types of service so
poorly developed medically that there are no naturally "standard and accepted"
practices. Here too the policy may he applicable.

Three review criteria are outlined. The availability of adequate and appro.
priate informed consent procedures is the third of these criteria. We recognize
this as a professional courtesy and a legal necessity. However, past experience
indicates that it is entirely possible to obtain consent to involvement in some
very poor research, not because the investigator failed to inform the subject
of known risks, but because certain risks were not known or appreciated by the
investigator himself. For this reason we feel that our first two criteria, con.
corned 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,
aro necessary preliminaries to a decision that the subject can even be ap-
proached with a request for consent.

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

Sincerely yours,
D, T. CHALICLEY, Ph.D.,

Chief, Institutional Relations Branch.,
Division of Research Grants......

(Item T.A.141

DEPARTMENT OE HEALTH, EDUCATION, AND WELFARE,
Punic IIRAtait SERVICE,

NATIONAL INSTITUTES OF HEALTH,
Bethesda, Md., October 19, 1978.

HOD, SAM .1, ERVIN, Jr.,
U. S. Senate,
Washington. D.C.

DEAR SENATOR ERV/N Mr. Joe Kluttz of the staff of the Subcommittee on
Constitutional Rights of the Senate Committee oti the Judiciary has asked for
information on additional regulations now in preparation for the protection
of bunion subjects in biochemical research. Mr. Kluttz asked for an outline
of the general issues addressed by the MUM/NM Study Group Oh the Pro-
tection of Human Subjects in Biomedical and Behavioral Research. Specifically,
he requested a copy of the Study Group's draft report.

To fully explain the activities of the Study Group it is necessary to sketch
in the background of current policies and practices dating from the raid - sixties
When the Public Health Service compiled and issued guidelines on the pro.
teetion of human subjects, These policies have governed the activities of NM
grantees since that time, though they were not formalized as Departmental
Regulations,

Proposed formal regulations, based on a tightened version of the current
Dt1171W policy, were first published in the Federal Register on October 9 under
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rule-making procedures. The proposed new rules are basic and encompass all
research activity involving human subjects. However, we recognize the de.
Arability of, if not the necessity for further elaboration of policy with respect
to the validity of informed consent by or on behalf of children, prisoners and
the mentally infirm.

The Study Group was set up to deal with the policy issues related to in-
formed consent and to propose appropriate addition:II regulations. A draft
report by the group has been submitted to the Olney of the Director, NTH. After
preliminary discussions, it was decided to redraft the introductory and ex
planatory section of the Study Group's submission. This redraft and the pro.
posed regulations %vitt be subjected to Ihmi review and amendment by the
NI II Director's staff, and submitted to the Assistant Secretary for Health,
DREW, 1111(1 subsequently to the Secretary, DIIEW, for final approval and
publication in the Federal Register under rule-making procedures.

The "redraft" will 1w made available to the Subcommittee as soon as it is
completed, but as pointed out in our telephone conversations with Mr. Kluttz, it
seems quite likei; that this doenment will he .subjected to extensive modifications
In the review pro "ess. We will ask, therefore, that the subcommittee consider
It as preliminary and tentative, and subject to revision as to form and content.

The draft. policies now being reviewed by the NTH arc supplemental to the
above mentioned proposed regulations and are concerned almost exclusively
with the issues surrounding consent. The philosophical approach of the working
group to the problems of consent is stated in the. introduction to its draft
report.

"An uncoerced person of adult years and sound mind may consent to the
application of standard medical procedures In the case of illness, and when fully
and properly informed, may legally and ethically consent to accept the risks
of participating in research activities. Parents and legal guardians have au-
thority (in fact, it duty) to consent on behalf of their child or ward to
established therapeutic procedures when the patient is suffering from an illness,
even though the treatment may involve some risk to the patient.

',There is no legit basis, however, for parental or guardian consent to par-
ticipation in research on behalf of subjects who are incompetent, by virtue of
age or mental state, to understand .the information provided and to formula te
tho judgments on which valid consent must depend. In addition, current
guidelines for clinical research afford theta inadequate protection. Nonethe-
less, to proscribe research on all such subjects, shnply because existing pro-
tections are Inattention., would he to deny them potential benefits, and is there-
fore no solution. Knowledge of some diseases and therapies can be obtained
only from those subjects (such as children) who suffer from the disease or
who will be receiving therapy. Without their porticipation in research, progress
in those fields of medicine cannot he made. These subjects need protection
not currently offered, when their participation In research is considered.

"There are other Individuals who miay be able to comprehend the nature
of the research, lint who are involuntarily confined in institutions, Insofar
as incarceration may diminish their freedom of choice, and thus limit the
degree to which Informed consent con be freely given, they too need protection,
Current regulations do not recognize the limitations on voluntariness which
emit nifty from I nee reerati on."

The draft regulations prescribe an additional step in the review process when
the research proposal involves human subjects, Supplemental to the review
by advisory groups concerned with the merit and other scientific consldera-
How; related to the individual proposal, the draft regulations call for review
by ernamittee to be established at the Federal and institutional level, The new
committees would approve proposals and monitor research performance in the
light of ethical vonsiderntIons,

Cruder the proposal, the consent of these new Institutional Committees would
he required for research Involving ohltdren, in athl:tion to parental consent,
When the subjeets are more thna six years of age they too must consent,

Similarly, additional protections are proposed for prisoners through the
establishment Of committees concerned with the conditions under which pHs-
ohm's' yonsent is elicited,

The proposal would limit research involving the mentally infirm to projects
whie deal with the dint:(14k, trt'lltillent. prevention or etiology of the diS
ability from which the subject play stiffer or to studies concerning Institutional
life per se,

1
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While 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 out the agreed upon objective; that is, to provide
better protection for research subjects whose ability to give voluntary and
informed consent may be impaired or unclear.

If additional information would be helpful at this time, please let me
know.

Sincerely yours,

11
[Item I.A.151

STORM WHALEY,
Associate Director

for Communications.

Omen 24, 1073.
Dr. SAI.EEM A. Smut,
Director, National Center for the Study of Crime and Delinquency,
Rockville, Md.

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

In a recent telephone conversation 'with an official at the Department of
Health, Education, and Welfare, a member of my staff learned that the Na-
tional Center for the Study of Crime and Delinquency is conducting a series
of behavioral research projects at various prisons around the country. As
recent cases have recognized, biomedical and behavioral research on human
subjects in coercive environments raises difficult constitutional 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
biomedical research projects involving human subjects conducted by, sponsored
by, or participated in by N.C.S.C.D. 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 a 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.S.C.D. taken to safeguard the rights of subjects
of these research projects? Please supply copies of all policy statements
N.C.S.C.D. may have issued concerning research on human subjects.

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

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

5. To what extent does N.C.S.C.D. conduct research in Federal Prisons?
Particularly, is N.C.S.C.D. involved in any capacity with the Bureau of Prisons
research facilities at Springfield. Missouri (Project. START) or at Butner,
North Carolina (under construction) ? Is N.C.S.C.D. involved in any capacity
with "The Seed." a Florida-based program directed by Mr. Art Barker?

0. What is N.C.S.C.D.'s general policy on interdepartmental cooperation with
respect to research involving human subjects? Specifically, has your agency
ever collaborated with the Law Enforcement Assistance Administration of the
Justice Department?

Please allow Me to stress the general fact-seeking nature of this inqiiiry, and
to emphasize Hint I' !live received no indication of nny unethical practices con
ducted under N.C.S.C.O. sanction. Though I realize these questions are wide-
ranging and require a significant amount of information, I will appreciate your
thoughtful response.

With kindest wishes,
Sincerely yours,

SAM J. VRVIN, Jr., Chairman.
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DEPARTMENT or HEALTH, EDUCATION, AND WELFARE,
ALCOHOL, DRUO ABUSE, AND

MENTAL HEAVPII ADMINISTRATION,
Rockville, Md., December 19, 1978.

Hon. SAM J. ERVIN, Jr.,
Chairman, 8uheomiittee on Constitutional Rights, Committee on the Judiciary,

U.S. Senate, Washington, D.C.
DEAR SENATOR Eavul: This is la further response to your letter of October

24 in which you requested information on several questions pertaining to the
use of human subjects in biomedical and behavioral research supported by the
Center for Studies of Crime and Delinquency of the National Institute of
Mental Health. We appreciate this opportunity to provide you with information
about particular projects relevant to your query, ns 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
Delinquency. It is the focal point in NIMH for research, training, and related
activities in the areas of crime and delinquency, individual violent behavior,
and law and mental health interactions. The Center places primary emphasis
op. efforts to understand and cope with problems of mental health as these are
or may be reflected in various types of deviant, maladaptive, aggressive, and
violent behaviors that frequently involve violations of criminal or juvenile
law. The Center's- conceptualization of its mission further requires that atten-
tion be given both to the individuals who engage in the behaviors mentioned
and to the larger social contexts in which the behaviors develop, are observed,
and are responded to in accordance with prevailing social norms and legal
rules. The programs supported by the Center encompass problems In areas
of Individual and 'entinnunity mental health that are also of concern to law
enforcement agencies, criminal justice agencies, schools, social welfare agencies,
and other public and private agencies at national, State, and local levels.

Since the Center for Studies of Crime and Delinquency is part of the Na-
tional Institute of Mental Health, the research projects supported by the
Center are subject to Institute and Departmental policies and requirements
regarding the protection of human subjects. This Center and the Division of
Special Mental Health Programs, of which thn Center is a part, have been
particularly concerned with the rights of human subjects including issues of
confidentiality, informed consent, and potential risks to research subjects. As a
result, special precautions and considerations have been taken and every effort
eontinties to be made to strengthen these safeguards. Further elaboration of
these procedures is reflected in the response to your second question.

The following information responds to the specific questions posed in your
letter:

1. Would you please give brief descriptions of the types of behavioral and
biomedical research projects involving human subjects conducted by, sponsored
by, or participated in by N.C.S.C.D. Please describe in detail any such projects
conducted in prisons, mental institutions, or schools, For each of these institu-
tions, would you please include in the description a photocopy of the written
assurance required by part 1, chapter 4010 A of the D.H.E.W. Grants Admin-
istration Manual,

The NIMH Center for Studies of Crime and Delinquency supports a variety
of biomedical, .psychological and social research studies in the area of crime
and delinquency, individual violence, and law and mental health interactions,
The major research areas include; (1) the development of needed scientific
knowledge on sobrces and patterng of crime and deliuquency.relnted behaviors;
(2) the development, testing, and evaluation of new program models for han-
dling and coping with delinquent, criminal and violent helinviors; (3) special
studies on critical issues in the area of law nod mental health interactions,

The research supported by this Center takes place in a variety of settiagS,
such as conununIty hawed and institutional correctional facilities, schools,
courts, community agencies, hospitals, natural homes, and within the corn-
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rated into the grant review process of the Center for Studies of Crime and
Delinquency and the Division of Special Mental Health Programs.

As explained by the covering instruction letter (set. Appendix F), this
Human Subjects form requires every applicant seeking research funds from
the Center for projects involving human subjects to provide information con-
cerning the characteristics of the research subjects, the data source, the con-
fidentiality of the data, permission and informed consent. obtained, and the
possible risks involved. Both the staff of the ('enter and the Crime and De-
li nquency Review Committee at the Hine of initial review use this information
to evaloate the adequacy of the procedures to be taken by the Investigator to
protect the rights and welfare of 11111111111 subjects. In some cases, the Center
staff request further information from applicants, and staff may niso seek
additional opinions from appropriate Institute and Departmental staff (e.g.,
legal. consultation) on problematic legal and ethicnl issues. Consideration of
this matter is also given by the National Advisory Mental Health Council as
part of their review prior to funding. In any case, no grant will he funded
before there is adequate and sufficient assurance that the rights and welfare of
human subjects will be protected.

Largely as a result of the experimental use of the Protection of Human
Subjects Guides for Grant Review (MII-254) by the Center for Studies of
Crime and Delingne»ey and the Divisirm of Special Mental Health Programs,
the National Institute of Mental Health developed two forms (MI-I -440 and
MIT-,141) h1 Septemher 1973 related to the protection of human subjects
(see Appendix (1 1-2). The Center has contributed to the development of
these new forms, Use of these forms by research grant applicants and by
the Review Committee is mandatory for all projects involving human sub.
jects submitted to the Center for Studies of Crime and Delinquency and
the Division of Special Mental 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 above are followed
for all research grants.

It is important to emphasize that these 'procedures followed by the Center
for Studies of Crime and Delinouency are in addition to the general or special
assurances flied by grantee institutions as required by the Department of
Health, Ethic:Mon, and Welfare.

3, Are uninformed sublects ever used in such projects? tr 'so, would you
please describe in detail .those situations in which informed consent is not
°fits I tied.

With few exceptions, as noted below, informed consent is obtained by the
grantee from subjects participating In all research projects supported by the
('enter for Studies of Crime and Delinoneney. As noted in the policy state.
ment, "An Institutional ankle to MEW Policy on Protection of Human
Subjects" and the Instructions on the various Human Snidvets Review Forms,
informed consent should be obtained whenever possible from subjects of re.
senrob projects. Informed consent is to include a fair explanation of the pro-
cedures to he followed: a description of discomforts, possible risks Or side
effects the subject might experience: a description of the benefits to be ex
peeted: nn offer to answer Inquiries concerning the procedures: and an in-
struction that participation ds voluntary and that the subject may withdraw
his participation at any time. In addition, the Center requires that the re-
senrehers disclose to subjects the confidential nature of information obtained
on on disclosed by subjects, Also, the resenrchers are urged to provide to sub
pets or others (vjz.. parents) any medical or other useful information resulting
from a sublert's participation in the study. Written consent is the general
rule, However, in those cusps where written consent taay endanger anonymity
or confidentiality oral consent Is nertniSc:ibly,

In two research projects. MH1SMIS "A Program of Research on Antisocial
Behavior," and :NIII2397ri "The NYV Syndrome" (see attachment A-1), some
of' the sob-leek ore not direetle intortood of Ilse research maitre of their par-
ticipation in taking various tests. In both eases these subjects a 1, subjected
rntrtinrly at intake Ion lathery of psrehological and/or medical screening.
Tho information which Is grit hexed by the Tort( etional mid other authorities
for their purposes i.s the Nano. Wormation nsod hr the 1.w:011441ov to Imo the
research objectives, tnromned oon,:ont is obtained, however, fvoni subjects who
tare subjected to nny additional or non-rontino tests, such as was the owe with
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the psycho-physiological testing conducted under the research grant MH18408,
Similarly, informed consent was obtained from the Denmark sample in the
grant MH23976, because they would not have been subjected to any such routine
data gathering, It might be noted that although both these projects were ap-
proved and funded prior to the formal adoption by the Department and the
Center for Studies of Crime and Delinquency of more stringent criteria, the
procedures are indeed adequate. Furthermore, data gathering from research
subjects is either completed or near completion for both projects.

In another project (MH21303 "Assessment of Adequacy of Treatment," see
attachment A-2) ins..-oiliod consent is obtained for all research groups included
in the study excen In this instance, the routine, daily activities on the
ward of approxire 40 patients are observed primarily by hospital personnel
for two to three 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. Any
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 MH10100 "Behavioral Programs in
Learning Activities for Youth" (see Appendix H).

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

The Center for Studies of Crime and Delinquency does not generally support
research. projects in which experimental drugs or surgical techniques are used.
In one active project, however, two drugs are used as part of the research
MH21035, "Clinical Prediction and Treatment of Episodic Violence" being con-
ducted at the Patuxent Institution in Maryland. This project involves identify-
ing subgroups of aggressive inmates utilizing the electroencephalogram and
other more clinical psychiatric techniques. Subsequent differential treatment is
offered to the patients on the basis of these findings. An experimental drug,
alphachloralose, is employed to produce activation of the electroencephalogram
for initial diagnostic 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 separate 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 a medication, Primi-
done (Mysoline) which is a medically recognized and accepted anticonvulsant
drug used for the treatment of seizure disorders. The use of the drug for non-
classical seizure disorders would still be considered experimental. The present
research is designed partly to (test whether such a drug is useful for the treat-
went of certain types of aggressive behavior manifested by persons whose .ac-
tivated plectroencephalographic patterns are abnormal, A written consent form
is obtained from the study subject which stipulates his agreement to lake
medication as well as to participate in other parts of the study. Minor side
effects of the drug, such as dizziness or allergic skin reactions, which may
occur are explained to the inmate prior to obtaining consent, Participation is
voluntary. Moreover, very careful monitoring of drug effects is undertaken
while the Moline is given: administration of the drug is stopped in the
event of discomfort or other side effects. To (late there have been no serious
side effects from the drug regimen. The regimen has been discontinued on two
subjects, even though their complaints were ultimately thought not to be
related to the drug treatment.

5. To what extent does N.C.S.C.D, conduct research in Federal Prisons?
Particularly, is N.C.S.C,D, involved in any capacity with the Bureau of Prisons
research facilities at Springfield, Missouri (Project START) or at Butner,
North Carolina (under eonstruetion).? Is N.C,S.C,D. involved in any capacity
with "The Seed," a Floridabased program directed by Mr. Art Barker?

The Center for Studies of Crime and Delinquency is supporting only one
research project in a Federal prison, This project is MI118468, "A Program
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of Research on Antisocial. Behavior and Violence," which is in its terminal
year and is a multl-dimensional research program to examine personality fee-
tors involved in anti:mel and aggressive behavior. In addition to the review
process of the NIMII Center for Studies of Crime and Delinquency, this proj-
cet was also subjected to review by the Federal Bureau of Prisons of the U.S.
Department of Justice prior to NIMH funding. The Bureau of Prisons con-
tributed financially to the project by assuming the costs of the alterations in
the building to accommodate the research component,

The Center for Studies Crime and Delinquency is not involved in any
capacity with the Bureau of Prisons research facilities at Springfield, Mis-
soul, at Butner, North Carolina, or with "The Seed" project in Florida,

6. What is N.C.S.C,D.'s general policy on interdepartmental cooperation with
respect to research involving human subjects? Specifically, has your agency.
ever collaborated with the Law Enforcement Assistance Administration of the
Justice Department?

Other than the research project noted in response to Question 5, 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-
search projects were to be considered for support in the future, the projects
would be subjected to the same Departmental and Institute/Center guidelines
and policies detailed earlier in this letter,.

The NIMH Center for Studies of Crime and Delinquency does have close corn
munication with the Law Enforcement Assistance Administration, particularly
with the research arm of LEAA, viz., the National Institute of Law Enforce-
ment and Criminal Justice, However, the Center has never collaborated with
LEAA in the support of any research project. The Center and the National
Institute of fental Health have collaborated with LEAA on several confer-
ences and workshops, such as the Joint Conference on Alcohol Abuse and Al-

coholism, loint1y sponsored with the U.S. Department of Transportation. In
addition, the Center has provided technical assistance and consultation on sev-
eral applications dealing with research in biomedical and physiological areas
submitted to the National Institute of Law Enforcement and Criminal Justice.

Once again, we appreciate having the opportunity to respond to your thought-
ful questions. As we hope we have indicated, the issues of protection of the
rights and welfare of human -subjects are very much of concern to Us. We
will continue our efforts to see that our investigators conscientiously guarantee
and protect their subjects' right, If we can provide any additional information,
please feel free to contact us.

Sincerely yours,
BERTRAM S. BttowN, M.D.

Director.

!item LA,171
JANUARY 11, 1974.

non, Citst,Ate Wmagatma,
Nyrpetay, bonatment of Health, (duration, and 'Welfare,
Washingten, D.C.

Than Ma, SxcarrAar I have noted with interest that the Department of
Health, Education, and Welfare has proposed the codification of existing De-

partmental guidelines concerning experimentation en httnian beings, As chair-
man of the Senate Subcommittee on Constitutional Rights, I wish to urge that .

the final regulations provide increased protection of the rights of the sub-
jeetm of such experimentation.

There are two major weaknesses in the Department's propoSal t First, it is
ltsed upon existing guidelines that have been demonstrated to be Inadequate
a number of times, perhaps most convincingly in the recent report of the
HEW investigative panel. Unfortunately. the department has not seen fit to

implement the recoMtnemlation of its own expert committee. Second, the cod.
Mention of these guidelines is significantly weaker than legislation which is
presently pending In the Muse, This legislation also includes needed statutory
remedies that HMV itself laelo the authority to implement.

The field of hinftwelical and behavioral research concededly is very complex.
Porward thinking researchers have Made startling breakthroughs and they

must be encouraged to continue to do so. But when medical research is con-
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ducted with human subjects there is a real danger that purely scientific inter-
ests may lead some reSelirelierS to give insufficient attention to the rights of
the persons who are experimental subjecis, (treat care must be taken to antic-
ipate potential abuses, HMI to insure that individtatl rights take the first pri-
ority whenever human subjects are used in medical research, Scientific interests
alone cannot be seen as a justification for the violation of constitutionally
protected rights.

Minimum standards concerning informed consent and other ethical considera-
tions must he defined and enforced, not. just for the Department of Health,
Education, and Welfare, but for all experimentntion involving human beings
that is conducted under grant or sponsorship from the Federal government,
Regrettably, the proposed guidelines do not clearly define many of the ethical
problems that are faced in medical research, they do not provide for adequate
continuing review by HEW and of course they can be npplied only to experi-
ments that relate to the Department of Henith, Education, and Welfare, There
have already been indications that other government depnrtments and agencies
which look to your Department for guidance are considering adopting the HEW
proposals. HEW has a responsibility to establish the strongest possible ethical
guidelines in the field of the protection of the rights of human subjects to
serve ns a model for other federal, state and private research.

The proposed rules nre not a substitute for important legislation that is
now pending in the House, Two of these bills are especially attractive, and
neither would Once unwarranted restrictions upon the nbility of the researcher
to make the kinds of scientific breakthroughs that are so essential, Senator
Kennedy's amendment to H.R. 7724 incorporates ninny of the suggestions of
the HEW panel, Among other tilings, it would establish a central review board
within MEW whose purpose it would be to define present ethical standards
to review further problems that will nrise, as most assuredly they will. H.R.
10t 78, introduced in the House by Congressman Richnrdson Preyer, represents
a stronger version of H.R. 7724. Most important, it expands the jurisdiction
of a National Human Experimentation Standar& Board to cover all research
projects that receive federal funds, Both of these -bills represent significant
improvements over the HEW proposals.

Because it. conducts more experimentntion than perhaps any other research
organization in the United States, the Department of Health, Education, and
Welfare is in a position to exert strong readership in this field. I would urge
that the proposed HEW ethical rules 1.0 changed to provide the greatest pos-
sible protection for Americans who nre the subjects of medical research,

With kindest wishes,
Sincerely yours,

SAM J. EM1N, Jr., Chairman,.1....1
(Item I.A.18]

TUE SECRETARY or HEALTH, EMICATION, ANO WELPARE,
1Va9ltingtott, D.C., January 30,1074.

Ilon. SAM ,1. EMIN, 3e,,
Chairman, SubeommIttee nn Constitutin»al Rights, Committee on the Judiciary,

I'M. Senate, Wa8hinaton, AC,
MAU SENATOR ERVIN : Thank you for your letter of *Military 11 regarding the

proposed regulations for experimentation on human beings,
I share your concerns for the care Mint must he exercised in order to prevent

potential abuses, and to insure the individual rights of human subjects used
in 'medical research. All comments on the draft proposed rules nre now being

. studied by my staff at. the National Institutes of Health as pnrt of their gen
eral review of responses to the otice published in the November 16, 1973,
Federal. Register, I can assure you that your views will be considered during
this period preceding the issuance of final regulations.

With kindest regards,
Sincerely,

CASPAR WEINISEROER,
Secretary,
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!Item LAID)

RoDERT Q. MARSTON,
Director, National Institutes of Health,
Bethesda, Md.

JANUARY 15, 1974.

DEAR DB. MAttsTmi ; In a letter to former HEW Secretary Elliot Richardson
dated October 26, 19T2, i expressed my concern that psychosurgery and other
forms of behavior monittNition raise fundomenial moral and ethical questions,
particularly with regard to the Bill of Rights. As 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 his response, Secretor! Richardson enclosed a copy of a letter dated ()e-
ta r 2, 1972 which you 'it response to an inquiry from Senator ,Warren
Magnuson. In the letter 4; ,ited that "I can give you a firm assurance that
no commitment to furl., ve.,:t:ach projects using human subjects for the study
of the relationship Dee. a brain disease and violent behavior will be made
until the results of the discussions now being It...tinted by the NINDS task
force have been completed and considered," The NINDS task force mentioned
was an ad hoc committee 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 a draft of guidelines recently proposed for the Law Enforcement Assist-
ance Administration concerning psychosurgery, the director, Donald E. Santa-
relli, has said that "application involving psychosurgery and the criminal per-
sonality should be directed to the. National Institutes of Health for funding
consideration." Has NIH funded, participated in, sanctioned, or in any way
become involved in programs using psychosurgery since October of 1972? What
iti the status of the corresponding studies of psychosurgery being conducted by
the National Institute for Neurological Diseases and Stroke and the National
Institute of Mental Health? If any reports or drafts have been completed by
either 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 NTH is presently associated with in

any capacity ?
Thank you for your cooperation, and I look forward to hearing from you.
With kindest wishes,

Sincerely yours, 1 SAM J. ERVIN, ;Jr., Chairman,

(Item LA,201

DEPARTMENT or IlEALTII, EDUCATION, AND WELFARE,
PUBLIC HEALT/1 SERVICE,

NATIONAL INSTITUTES or HEALTH,
Bethesda, Md., January 30, 1974,

Hon, SAM J, ERVIN, Jr.,
U.S. Senate,
Washington, D.C.

DRAB SENATOR EnVIN: "Monk you for your letter of January 15, 1074, in
regard to National Institutes of Health participation in and support of research
in the area of psychosurgery, In order to be precise in reply to your questions,
I will use the term "psychosurgery" as meaning research on human subjects
whose primary objective is the surgical diagnoSis or treatment of behavioral
oe psychiatric disorders.

Since October 1972, the NIH has not participated in or funded research In
the area of psychotherapy. The National Institute of Neurological Diseases
and Stroke, a division of the NUL has completed a "Report on the Biomedical
Research Aspects of Brain and Aggressive Violent Behavior." A condensed
Version of the scientific aspect of the NINDS Report has been ptiblished in
the January 1974 issue of the Archives of Nenrology, Volume BO, Number 1,

pages 1-85. The full Report is being reviewed by the Office of the Assistant
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The second part of your request has to do with the Department of Health,
Education, and Welfare procedures. that provide for the protection of human
subjects who are part of research projects. I am enclosing for your use the
current Departmental .administrative chapter addressing those procedures. As
you noted in your letter to me of January 11, we are formally codifying these
procedures as Departmental regulations: as soon as those are available, I will
make sure you get a copy.

Let me reaffirm my view that the protection of the individual rights of
those participating in research is a major concern of this Department, The
development of our policy has evolved over many years 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 CARLUCCI,

Acting Secretary.

Mem I.A.23I

DEPARTMENT Or HEALTH, EDUCATION, AND WELFARE,
Orr= or THE SECRETARY,

Washington, D.C., July 12,194
Hon, SAM ,T, Earls, Jr
U.S, Senate,
Washington, D.C.

DEAR SENAToR EaviN : This is in further response to Secretary Weinberger's
letter to you of May 10 concerning the protection of human subjects. Please
forgive the delay in providing you with this information.

Enclosed 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 partieipate in research projects sponsored by the Federal govern.
ment. This 'swum., which constitutes Part. 40 of Title 45 of the Code of Fed-
eral Regulations, became effective July 1.

Sincerely yours,

[Item I.A.241

CHARLES C. EDWARDS, M.D.
Assistant Secretary for Health.

Jui,v 12, 1974.
Hon. CASPAR W. WEMERGER,
Secretary, Department of Health, Education, and Welfare,
Washington, D.C.

MAR SnenvrAwv WEINHEitomt: I tuns 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 Alcohol, Drug Abuse, and Mental Health Administration, To quote from
the Sanitary 21 report of the study, "Psychosurgery should be defined as an
experimental therapy at the present time. As such it should not be considered
to be it therapy which can be made generally available to the public because
of the peculiar nature of the procedure and of the problem with which it deals,"
I would like to know why the report has not yet been formally released, and
why no action concerning its recommendations has been taken,

Psychosurgery is a practice that poses a profound threat to individual pri-
vacy and freedom. I am disturbed the the Department of Health, Education,
and Welfnre has not taken the steps recommended in the report of its study
to minimize this threat, and thereby provide the leadership it should as the
premiere health organization in the world. While the merits of psychosurgery
may be debatable, the rights and well-being of individual citizens cannot be
compromised. I suggest that action on the recommendations of the study he
taken at once, and that a formal moratorium be placed on the practice until
the vital questions concerning its use can be thoroughly considered and re-
solved.

This report would have an important and positive impact on the growing con-
t 0V ersy snrrolinding psychosurgery, As such, it should he made generally avail-
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