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The recent proposal of the Food and Drug Administration which has
boen listad in the Federal Rogister, Volume 36, No. 18, Wednesday,
Jaguary 27, 1971, has been brought to my attention. This proposal
is on Pages 1274 and 1275 and, as usual with official statements,

is difficult for one not trainmed in the leyal profession to under-
stand the exact wmeaning and implications of this proposal. 1 would,
therefore, 1like further clarification.

Among thé radionuclides and pharmaceuticals listed in Paragraph C

of this proposal are several forms of technetium=-9%m for various
purpos¢s, We posseés IND numbers for technetium-9%m pertechmetate
and technetium=99m sulfur colloid among othera. We are not enzaged
in inter~state commerce and the materials are used bdoth for favesti-
sational purposes as well as for wmedical services I{n our laboratory.
Is it required that we file for Wew Drug Applications? Tuls question
18 of considerable interest, not only to us, but to the msny hundreds
of other physicians throughout the country who are processing radio-
nuclidug for radiopharmacautical manufactufo to be usaed ouly at the
site of manufacture and are not to be shipped outside the institution.

If the answer to this quescionliﬁ that, iodeed, we must file NDA's, I
wish to ask for an uxtcnsion of the 30-day limit as noted in the last
paxagraph of this proposal.

I should algo like to add that I am surprized at the listing of technetium-
99u pertechnetate 3s accepted procedure for placenta localization and blood
pool scana. Although the etudies certainly can be done with pertechnetaty,

I think that most paeople would agree that they are better performed with
technetitm~labeled huuan serum albumin. Almost all the publications covering
this procedure indicatu that the labeled serua albumia is the phermaceutical
of choico. : ‘

Sincerely,

HLA:lse Barold L. Atkins, M. D.
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