DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

DOCKETEN
USNRC
Food and Drug Administration
Rockville MD 20857
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Secretary of the Commission L@«f “P 1 4 1982 3
U.S. Nuclear Regu'atory Cow issiun BE%% ,' L“%E ot |
|

. N:’& RVIC
Attention: Docketing and Service Branch BRANCH e -p
Dear Sir: ‘ ’) FR 5 74)

washington, D.C.
With reference to the Federa! Register Notice (Vo!. 47, No. 71, Tuesday Apri!
13, 1982, page 15798 thru 15801) we request you consider the fo!lowing comment,
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The FDA thru the Radiopharmaceutica! Advisory Committee and other interested
parties is often requested to reiew appropriate materia! and approve a new
indication for an already approved drug product (NDA). |f approva! takes
place, the time period of notification of the NDA holders (and requesting them
to submit a supp'ement for this new indication) to the approva! of this can
take many months. This Is a burden on the medica! community since they must
sti!! file an IND for this indication because of Nuc!ear Regulatory Commission
requirements. We propose that the NRC deve'!op a method to a'low holders of
the appropriate !icenses to use the approved drug in the new approvable
indicaticn while the package insert is being suppl!emented by the hol!ders of
the NDA's to permit Issuance of the fina! approva!.
|
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For example, 35.14(b)(9) "Any radiopharmaceutica! which has an approved NDA
may be used for any new indication that has been found approvab'e by the FDA
while the package insert Is being supplemented to conform with this." The NRC
wi'l transmit the new iIndication to a!! users by mall,

We request you to consider this In regard to your proposed rule.

Sincere'!y yours,

i
Witliam J. Gyarfas, M.D.
Director, Division of Oncology and
Radiopharmaceutical Drug Products

Office of New Drug Evaluation
Nationa! Center for Drugs and Biologics
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