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Reference is made to commmication of August 11, 1949, esent to you by

Dre. Shields Warrem, Director, Division of Biology and Medicine, regerd-
ing ellocetion of radioisctcpes to be used in humen subjects. It is
noted thet Dr. Werren instructed that such ellocations would be made by
the Isotopes Division only aefter review and epprovel by the Subcommittee
on Humen Applications of the Committee on Isotope Distribution. It should
be emphasized thaet the instruction spplies even though the radiomaterial
is produced in the laeboratory where it is to be usede.

Since this procedure has not been wmiformly followed in the past, we are
writing to scquaint you with the eppropriate deteils. Enclosed is a copy
of our latest catalog. On pages 30 and 31 are presented the criteria
governing the distribution of radicisotopes when these substances are to
be used in humens. Enclosed a2lsc ere six copies of Isotopes Divisicn
Circuler D-4, which conteins the same statement, end which mey prove con-
venient to you in the process of scquainting members of yowr steff with
this procedures

Cbviously epplicents for radioisotopes to be used in humen subjects will
need to submit more information than has been offered on previous appli-
cations submitted on Form AEC-568. For the convenience of this office
end of The Subcommittee on Humen Applicetions, epplicetions should be
submitted on Form AEC-313. Specisl attention should be given to the
infornetion asked for on pages 30 and 31 of the Catelog and Price List
No 3, July 1949« We shell assume, as .in the past, that instrumentetion,
both for measurement end for health physics purposes, is adeguate at
Commission laboretories. It will not be necessary to use Part 2 of Form
AEC-313+. The Subcommittee has insisted thet a physicien be connected
with all projects in which humen subjects are used, so ss to insure that
the clinicel care of the patients will be provided for. It should be em=
phasized that each applicetion should be accompenied by & formel, written

.endorsement, signed by the Chairmen of the local "Isotopes Committee," the

recomended membership of which is outlined on pages 30 and 31 of the.
cetaloge Your specisl attention is called to the Subcommittee!s insistence
that a complete dosage schedule be submitted with the applicatione.
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More time will be required to review and approve your applications for
the use of radioisotopes in humen beings than was the case previously.
The four members of the Subcommittee on Humen Applications reside et
widely separated places throughout the United States, and time is re~
quired for communication by maile The delay incident upom review by the
- Subcommittee is significent, however, only on the first spplication con-
nected with a given research programe Requests for additiomal amounts
of a radioisotope to be used in the seme project, supervised by the same
investigators, can be handled in this office, usually in from one to two
working 'dayse This office cem look upon requests for such additional

amounts as supplementary to the first epplication and in most instences . =

it is not necessary to submit the supplemen‘bary applications to the Sub—
caxmnlttee for their reviews N -

Applications should be sent to Isotopes Division, Osk Ridge Operstions,

L Pe 0. Box B, Oak Ridge, Tennessee, Attention: Dr. Se Allan Lough, Chief,
‘ Radicisctopes Branch. .

It is hoped thet the enclosures end the remerks in this letter will
clerify the situatione If there are further questions, please present
them to use '

Paul Ce Agbersold:

. - Attachements:
l. Cire. D=4 (6) 4
2. Form 313, w/Inst. (6)
3. Catalog (6) i

CC: Dr. Marshall Brucer, w/encls., ORINS
" Dr. Williem G. Pollard, w/encls., ORINS . -
Dr. He Do Bruner, w/encls., ORINS '

~ Lough:1hb . "
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