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TO : A. H. Holland, Jr., Director of Research DATE: October 5, 1949 

FROM : Paul C. Aebersold, Chief, I so topos  ljirisicm 
and Medicine 

7 :I. 3 E3 4 49 

SUBJECT: X3E OF PUIOISOTCPES IN HU?J&l SUBJECTS 

m: SAL 

Reference i s  made t o  communication of August 1 /- 1949, sent t o  you by 
Dr. Shields Warren, Director, Division of B i o l o u  and Uedicine, regard- 
ing al locet ion of radioisGtcpes t o  be used i n  human subjects. 
noted that Dr. Warren ins t ruc ted  t h a t  such al locat ions would be made by 
t h e  Isotopes Division only after review and approval by t h e  Subcommittee 
on Eume;n Applications of t h e  Cormcittee on Isotope Distribution. 
be emphasized t h a t  t h e  i n s t r u c t i o n  appl ies  even though t h e  radiomaterial  
i s  produced in t h e  laboratory where it i s  t o  be usedr 

It i s  

It should 

Since this  procedure has n o t  been uniformly followed in the  past ,  we are 
m i t i n g  t o  acquaint you with t h e  appropriate de ta i l s .  
o f  our 1s;test catalog. 
governing t h e  d i s t r i b u t i o n  of radioisotopes when these  substances a r e  t o  
be used in humans. 
Ciroular E4, which contains the same statement, and which may prove con- 
venient t o  you in t h e  process of acquainting members of your staff with 
t h i s  procedureo 

b l o s e d  i s  a copy 
On pages 30 and 31 ere presented t h e  c r i t e r i a  

Enclosed a l s o  a re  six copies of Isotopes Divisidn 

.I1c 

Repository: 

Collection: 

Box No: 

Folder: 

Cbriouslg epplicazlts f o r  radioisotopes t o  be used in human subjects  w i l l  
need t o  submit more information than has been offered on previous appli- 
cat ions submitted on Form AEC-658, For t h e  convenience of t h i s  o f f i c e  
and of t h e  Subcormittee on H u m n  Applications, epplications should be 
submitted on Form UC-31S. 
in formt ion  asked f o r  on pages 30 and 31 of t h e  C a t d o g  and P r i c e  L i s t  
lu'o 3, July 1949. We shall assume, as .in t h e  past, that instrumentation, 
both f o r  measurement md f o r  hea l th  physics purposes, i s  adequate E t  
C m i s s i o n  laboratories.  It QKL~ n o t  be necessary t o  use P a r t  2 of Form 
W - 3 1 3 .  
with a l l  projec ts  in which human subjeots  are uaed, EO as t o  insure that 
t h e  c l i n i c a l  care of t h e  p a t i e n t s  w i l l  be  provided f o r o  It should be 8 ~ e -  
phasized that each application should be aocoqanied by a formal, written 
endorsement, signed by t h e  Chairman of the l o c a l  " I s o t o p e s - C d t t e e , "  t h e  
recowended membership of which is  out l ined  on pages 30 and 31 of t h e  
catalog. Your s p e c i d  a t ten t ion  i s  c a l l e d  t o  t h e  Subcommittee's insis tence 
t h a t  a complete dosage schedule be submittpd with t h e  application. 

S p e c i d  a t t e n t i o n  should be given t o  t h e  

The Subcommittee has i n s i s t e d  that a physician be connected 
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Ofice Memomzdzm - 2 -  UNITED STATES GOVERNMENT 
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At H. Holland, Jr. DATE: October 5, 1949 

Paul C. Aebersold 

USE OF WIOISOTOPES IN €lU'W& SUBJEYZCS 

IR: SAL 

&!ore time w i l l  be required t o  review and approve your appl icat ions f o r  
t he  use of radioisotopes in human beings than m s  t h e  case previously. 
The four members of t h e  Subcommittee on Human Applications r e s ide  at 
widely separated places throughout the United States ,  and time is  re- 
quired f o r  communication by mail .  The delay incident q a n  review by t h e  
Subcommittee i s  sifpificant,  however, only on t h e  f i r s t  appl icat ion con- 
nected with a given research program. 
of a radioisotope t o  be used in t h e  same project,  supervised by the same 
investigators; can be handled in this  of f ice ,  usually in from one t o  two 
working days.  
amounts as supplementary t o  the f irst  q p l i c a t i o n  and in most instances 
it is  n o t  necessary t o  submit the supplementary appl icat ions t o  the S u b  
coxunittee f o r  their  reviewr 

Applications should be s a *  to Isotopes Division, O a k  Ridge OperrStions, 
P. 0. Box E, O a k  Ridge. Taulessee, Attention; I)rO s. dllm bugh,  chid,  
Radioisotopes Branch. 

It is hoped th& the enclosures and the remarks in this le t te r  w i l l  
clarify the  s i tuat ian.  

Requests f o r  additiancsl amounts 

This off ioe can look upon' requests f o r  such addi t ional  

If there are further questions, please present 
I 

them to US.- * 

' 6; P a ~ f i ~ r s d d  @+----7 

Attachements; 
1. Cir. D-4 (6)  i 

2. Form 313, w/Inst. (6) 
3. Catalog (6) 

CC: Dr. Wshall .Brucer, w/encls., ORlNS 
Dr. W i l l i a m  G. Pollard,  w / a d s . ,  ORINS 
~ r .  H. D. Bruner, w/encls., ORINS 

- 
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