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KESEARCH INVOLVIEG BUMAN SUBJECTS

Any resesrch project, prozram or experiment which involves humen subjects
sust be spproved by e reviex coumittee priur to the initistion of the study,
This committac will be appointed by the Director of tue Luboratory amd will
evaluate the riaks, banefits, eni gafenuards to the subject's haalth, safety
and i ht to privecy. The comnittas shall be 80 couposad taat only pevsouns
vho are independent of thae study in question shall sit at a given meatin:. %The
mele~up sna regponsibilities of tha committee shell ba consigtent with the
directives of the FPederal Foo ' any Druy Adminiamt~stion, the Departoent of Haszlth
Bducatior and Uelfsve and the Atomic Bner;. Comsission (see: Protsction pf ghe

Individual ae s Research fu-ject, U. 5. Dept. Heolti, Bducation, anu Welfare,

PES, May 1, 196v; Pecaral Resistar, 3%, 503--38%¢, L. 1, HB Policy Statement
o Patient Corsent, HE, Srants Administration Msoual, lesus(U through ie4&D=50,)

Informetive vacords of ~eviews #nd decisions shall be zept b the Committes
end contipuin,; review ¢l the studies ghall be mode at appropriate intarvals uot
to sxcae one year, Tiae principal investiator imvolve: shall initiate Gomittes
review by submipsion of the e:perimental desi:n, description end protocel to his
or her Depsrtment Chairman, vho will, afta- evaluation, sither forward the study
to the Comzittes for review or return it to the principal iuvestigator.

Pollowin: its review, the Committes will vaeturn the proposal to the Departe
ment Chairwen recommendin: eithar approvasl or rejection, and ths Cheirman shall
aithar approve the study or reject it. Ressons for rajection of a proposal shall
be adequately explained. No project may be put into action without the recommsndse
tion 07 spproval by the Committes.

Tha project dlractor or principal investi.ator cmust report to the Comaittes
amy pr;vblm which arise or significent chsnzes in procedura vhich eccur during

the course of the experiment.
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