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February 8,  1971 

Bearing C ?erk 
Departmat of Xoalth, 

Room 6-82 
5GOO Fidberm Lane 
IIBockvL 114, m y  land 20852 

Education and Welfare 

Doar Sir  t 

COLLECTION 

BOX No. 1 
FOLDER 

The recetbt propoaal of the Food and Drug Aidminitatration vhidi ha6 
b a m  l i s t a d  i n  tbe Buderal  Rogietor, Volume 36, No. 18, Wednesday, 
January 27,  1971, hnr boen brouGht t o  my attention. This proposal 
is OR P a p s  1274 and 1275 and, ao usual with o f f i c i a l  statement&, 
fs d i f f i e u l t  for one not tra ined fn thu legal profrsosion to under- 
rtand t& axoct meaning and fmp~fcationa of tlria proporel. 
there fore ,  l i k e  further clarification. 

I would, 

Among th4 radionuclides and pharmacauticnlo l fo ted  in Pere~reph C 
of t h l s  proposal are several forus of technet ium-9h lor various 
purpoods  C 

and tuchQetlum-9% sulfur collofci ~rnong others .  W o  are not en&aged 
i n  interhitate c m a r c v  and the  mntorlalo Bra used both for i n v e s t i -  
L;atloaaL purposso a& w11 Q O  for mddlcol acrvicoe in our laboratory. 
Is it required t h a t  vu f i l e  for Neu Drug A p p l i c a t i o n s ?  This quest ion 
l a  of codmidarable i n t a r e s t ,  aot only to  ua, but to t h a  many hundreds 
of o t h o r  physicians tnrouzbout tha country who arc processing radlo- 
aucl idao f o r  rediophormncautical nanufactugo t o  b0 used only at the 
oito of rPPnufactura and a t e  not t o  ba ohipped outrida tha i n o t f t u t f o a .  

If the ahawr  t o  t h l o  qucot ion i o  that, i ~ d ~ d ,  we must Lilo NaA'a, I 
wioh t o  o8k for RR rrxtcnofon of tho 30-day limit ns noted in thu 1aot 
paragraph of t h i s  propoenl.  

We posseer LM) nwnbera for techactium-99m partechnetate 

I ohould aleo l i k e  to add that  I am surprlnod a t  the l i s t i n g  of technetium- 
99rn purtechnutate 3s acceptad procedure for placenta locnl lzat lon and blood 
p o o l  a c q m .  Although tho etudias c e r t a i n l y  can be dona with parrechnetato, 
I think thot  moat peoplo would agree ttiac thuy are better perforated with 
t e c h a o t i b - l a b e l e d  hwan 6 4 r u n  albumin. A'lmosf a l l  the publicatione cwcrina 
t h i e  protedure iadlcntu  t h a t  tho labaled serum albunia Lcr thr phatptecautlcrl 
of choLao. 

Sirrere ly, 

ELAr l o  
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