‘H_ou‘s’e of 'Repfééentatives 'Repor't No. 94—100_5

"Health Researéh 'and_Heélth

Services Amendments of 1976"

‘-

#(8) The National Aeademy of Sciences or-other group-or association
conducting the study required 0y subscetion (@) shall eonduct such study

_ A consultation with the Director of the National Instituics of Health”. S ' 1 €
R - Sre. 20. Sithsection (). of section 473 15, amended. by striking out o B &

‘ " “March 31" and inserting in licw Hce:_'_mj‘“Scptemberj'SO”. L S i

" FITLE III—DISCLOSURE OF RESEARCE INFORMATION

See. 801. (@)(1) “The President’s Biomedical Research Panel {(estab--
- ldished by scetion 201(a) of the National Cancer -ct Amendments of 1974
- (Public Law 03-352)) and the Nutional Commission for ihe. Protection
of Human Subjects of Biomedical and Behavioral Resedrch (established
by seciion 201 of the National Research Act (Public Law 93-3.8)) shall
each conduct an incestiyation and stndy of the tmplical jon of the disclosure
to the public of information confained. in. research protocols, research
hypotheses, and rescarch designs -obtained by the Secretary of Health,
cducation, and Welfare (hereinaficr :in the subsection referred to as the
wSecrelary’’) in conneclion with an application or proposal submitted, _ ) _
during the period beginning January 1, 1975, and ending December 31, S b
1975, 1o the Secretary for a grant, fellowship, or contract ¢ nder the Public ' :
- Health Service et In making such investigation and study the Panel .
and the Commission shall each determine the following: . - ' : :
g Ay Thenumber of requests made fo the Secretaryjor the disclosure :
+|
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of information contained 1n such reseaich protocols, h ypotheses, and
designs and the interests represenfed by the persons for whom such
requests were made. _ oo ' . S 5

(B) The purposes for which information disclosed by the Secretary ‘
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pursuani {o such requests was nsed. .
(O The effect of the disclosure of such information on— . . W B
7 (a) proprietary inferests in the research protocol, haypothesis, gé T
or dosign from which such information was disclosed and on : ‘
palent rights; _ : _ o o ) _
(#2) the ability of peer review systems {0 insure high quality RN
federally funded research; and | L i v '
“(#3) the (I) protection of the public against research which
o presenls an wnreasonable risk to human subjects of such re-
S -search and (1) the adeqracy of informed consent procedures.
K R - (2)(A) Notlater than May 31,1976, the Panel shall ecomplete the inves-
ST ~ tigation and study yequiired to be made by the Panel by paragraph (1), and, -
" not later than June 80, 1976, the Pancl shall submut to the Commatice on -
Interstaie and Fareign Commerce of the House of fepresentalives and the _ ‘
 Committec on Labor and Public Welfare of the Senate @ report on such S LR i
© ' {npestigation and study, The report shall contain such recommendafions o o S |
for legislation as the DPanel deems appropriale. ' _ o B :
" (B) Nt laler than November 30, 1976, the Clommission shall complefe - . H R
_ the investigation and study required to be maile by the Commission by '
o para_qmph- (1), and, not later ihan 1ecember 31, 1976, the Clominission -
- ghall submit to the Commitice on fnterstafe and Foretyn. Commerce of the . o
.  House of Kepresenlatives and the Commitlee on Labor and Public Welfare : L
- ‘ - of the Scnule a report on sueh investigation and study. The report shall
g contain such recommendations for legislation as the Conunission decms
- appropriale. : : I .
) Seetion. 21 1(b). of the National Itescarch Act (Public Law G8-348)
4§ emended by striling out “uly 1, 1976" and snserting in liew thereof
S January 1. 1977 . , : o , - ,
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