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Dear Dr. Tottar: N ﬁ/w‘@d/dw /9638 1776

I an responding to your 15 May letter to Dr. Goldhabar raequest=
ing assurance that tha Madical Department, Brookhaven National Labora=
tory adheres to ‘Protoction of the Individual as a Research Subject.”

For all studies involving human beings, @ proposal is submitted
to our Clinfcal Investigation and Uses of Radioisotopes Committea,
which makes recommendations to the Chairman of the Medical Department.
When the clinical proposals are spproved by the Chairman, there is a
continuing syrveillance of the study by the Head of the Hospital, the
Cormittee intermittently and the Department Chairman., Whenever there
are any questions, the {nvestigator is requested to meet with the
Committee and all problems are openly discussed with him. Anytime
there is a change in the design of the exporiment, it must be subritted
in writing and discussed with the Committee. In evaery instance finsl
action requires approval by the Chairman of the Medical Departmant.

Enclosed ara the Hogpital forms for: a) Consent on admission to
Hospital, b) Application for participation in a Clinical Research Program,
c) Proposal for Clinical Investigation, d) FY 1971 Committees listin:,

e) Bulletin of the Medical Departmant, f£) Patient's Information Booklec and
g8) @ signed statement on "institutional nsauranco on investigations involve
ing humsn subjects, including clinical research."”

, We are modifying our clinical research forms to fnclude a stataemant

that the investigator is awars of, has read, and undarstands, the brochure
"Protection pf the Individual as a Research Bubject™ issued by the U. 8.
Department of Health, Educstion and Welfarae.

Sincerely yours,

. Eugena P. Cronkite, M. D.
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Institutional Assurance on-

Investipations Involving Human Subjccts,

Including Clinical Resacarch

The Hospital of the Mcdical Rescarch Center, Brookhaven National Laboratory
agrees with the principles of the U, 8. Department of Health, Education and
Welfare, Public Health Scrvice policy (as stated in the pamphlet, Protection

of the Individual as a Rescarch Subject, dated May 1, 1969) with regard to
investigations involving human subjects, including clinical rescarch. This
institution agrees that review independent of the investigator is necessary

to safeguard the rights and welfare of human subjects of research investigations
and assures the Division of Biology and Medicine, AEC, that it will establish
and maintain advisory groups competent to review plans of investigation involving
human subjects, prior to initiation of investigations, to insure adequate safe-
guard., Group reviews and decisions will be carried out in reference to @9)]

the rights and welfare of the individuals involved. (2) the appropriateness

of the methods used to obtain informed consent, and (3) the risks and potential
medical benefits of the investigations,

This institution also agrees to exercise surveillance of DBM, AEC-supported
projects using human subjects for changes in protocol which may alter the
investigational situation with regard to the criteria cited above. The
institution further assures the Division of Biology and Medicine, AEC that
it will provide advice and consultation to investigators on matters of
employing human subjects in investigation, and also that it will provide
whatever professional attention or facilities may be required to safeguard
the rights and welfare of human subjects involved in investigation. Records
of group review and decision on the use of human subjects and of informed
consent will be developed and kept by the institution,
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