USRI

¥

L. <1
- Aationad

Byrookhaven

Upton,

v ' \' -~
o j&/l/vvf»an PR
Tahoraiowy :

!
e /7/_/]. e ’-//“—-)

L. I, New York

BROOKHAVEN NATIONAL LABORATORY 5 6078

MEMORANDUM “Q/

REPoswoRyﬂé&Q”dS /Hé[/'ﬂg/%féﬂ, gszg L7y OATE: February 5, 1671

COLLEGTION H@f’ﬁﬂéE//(i///}'t{fﬁ/lﬁﬁf//%ﬂg TO: Dr. E. P. Cronkite

BOX Nao. ‘92

/\ \I’
FROM: Dr. J. F. Klopper ..

-

7

cooen Loverniig body 19714974 SUBJECT: Mr. Finn's Memo of 26 January 1971
v 7
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The memo concerns three resolutions proposed by the Governing Body
concerning the Clinical Investigations and Uses of Radio-isotopes

Committee,

Coumcnts as requested are as follows:

L.

2.

1181268

No comment.

To amend this reselution to the following: “That

cach investigator who has filed with the Food and

Drug Administration a Notice of Claimed Investigational
Exemption for a New Drug or whose work is conducted

in accordance with a New Drug Application shall

furnish the CIRC Committee a copy of the application
and such procedures shall be duly considered by the
CIRC Committee in these ‘evaluations.

The reason for this is that bibliography, tables, etc.,
not considered strictly clinical procedures, are often

a part of these documents, containing useful information
for the CIRC Committee in its evaluatioms.

Perhaps something should be added to the effect that the
responsible investigator should prepare only a short
notice to the CIRC Committee stating inter alia,

(a) Number of investigations done according to the
prococol,

(L) Any adverse reactions observed,

{c) Minor changes to the protocol.



