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D ~ n r  D r .  A t k i n s :  

A s  I i n d i c a t e d  by phone on lqnrch 31, 1971 y o u r  l e t t e r  t o  C o m i s s i o n e r  
C h n r l c s  C .  Edwards w s  r c f c r s e d  t o  t h i s  d i v i s i o n  f o r  r e p l y .  ;le wish  
t o  a s s u r c  you c h a t  your l c t t c r  t o  t h e  Elearing C le rk  was n o t  l o s t  b u t  
tlic time f o r  r c c c i v i n s  conments t ~ a s  extended  t h i r t y  days .  C u s t m d r i l y  
such l c t t c r s  a r c  not answered d i r e c t l y ,  b u t  a r c  notcd  i n  a subsequent  
P c d c r a l  R c ~ i s  t c r  s t a t e m e n t .  \ 

A s  wc d i s c u s s c d ,  i t  i s  the  m i s s i o n  of t h e  FDA t o  assurc t h a t  safe and 
e f i c c t i v c  d r u g s  ase inadc a v a i l a b l e  t o  t h e  American p u b l i c  and med ica l  
p r o f e s s i o n  a s  e s p c d i c i o u s l y  as p o s s i b l e  by r e g u l a t i n g  t h e  a c t i v i t y  02  
p ha rnmc cu t i  ca 1 rnanu f a c  t u r e r  s who i n t r o d u c e  , o r  d e l  i v e r  f o r  i n  tr oduc t i ZIZ, 

drugs i n t o  i n t e r s t a t e  comincrce. 
o f  tile Bedcrnl  Food, Drug, and Cosmctic  A c t ,  as amended, through t h e  aew 
drug  a p s l i c a t i o n  (NDA) p rocedure .  
SDA b e f o r e  he c a n  s e l l  a new d r u g  commerc ia l ly  i n  i n t e r s t z t e  c o m c x e .  

T h i s  i s  accoinplished under  s e c t i o n  505 

A manufac t u r c r  must have an a2proved 

An SD.4 must p r o v i d e  f u l l  i n f o r m a t i o n  r e l a r i v e  t o  t h e  manufac tu re  o f  
t h e  p r o d u c t ,  t h e  d a t a  upon which a d e t e n n i n a t i o n  of  the safery acd 
e f f i c a c y  o f  t h c  d rug  can b e  made, and t h c  l a b e l i n g  which g i v c s  f u l l  
d i s c l o s u r c  r e g a r d i n g  t h c  u s e  o f  t h e  d r u g .  
n e c e s s a r y  c l i n i c a l  data, an exemption tc a n  approved NDA i s  pcr rc i t ted  
undc r  s c c t i o n  505(i) 02 t h e  Act  f o r  q u a l i f i e d  e x p e r t s  t o  use i r . \?est i -  
g n c i o n a l  d r u g s  provided  a "Not ice  of  Claimed I n v e s t i g a t i o m l  Xxeaption 
A o r  a i<ev Drug" ( I X D )  i s  submi t t ed  t o  t h e  FDA. 
o r d e r l y  p r o g r c s s i o n  of  s c i e n t i f i c  r e s e a r c h  i n  drug d e v e l o p n e s t  i n  a l l  
fields or' medic ine  i n c l u d i n g  n u c l e a r  m e d i c i n e .  

I n  o r d c t  to o b t a i n  thc: 

c An IED p r o v i d e s  f o r  t h e  

I n  1962 a n  a g r c c n e n t  was made between t h e  FDA and AEC t o  esex.r>t tcn?o- 
r a r i l y  t he  r e a c  to r -p roduced-  r a d i o n u c l i d e s  from t h e  i n v e s t i g a E i o n a l  n c : ~  
d r u g  r e q u i r e m e n t s  of  the New Drug R e g u l a t i o n s ,  S e c t i o n  130.3, T i t l e  21, 
Code of F e d e r a l  R e g u l a t i o n s ,  as long as such  p r o d u c t s  wers sh ipped  ir: 
c o n f o m a n c e  w i t h  AEC r e g u l a t i o n s .  I n v e s t i g a t i o n a l  s t u d i e s  were ar,d 
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ai-: donc b y  s p c c i 3 1  AEC 1iccnsec.i i n v e s t i g a t o r s  (broad 1iccnu.c).  
X c c c l c r a t o r - p r o d u c c d  and n a t u r a l l y  o c c u r r i n g  r a d i o a c t i v e  ratcrL31S 
W C Y C  i I O t  i n c l u d c d  i n  t h c  exemption and have been under  FUA r c p l a t c r y  
a u t h o r i t y .  

R n d i o p h a n x i c e u t i c a l  m a c u f a c t u r e r s  have n o t  been exen7t  f r o x  t h e  res?or,- 
s i S i l i t y  of d e v e l o p i n g  and s u b m i t t i n g  t h e  n e c e s s a r y  d a t a  th rough  t h e  , ~ 

new d r q  a p F l i c a t i o n  p r o c e d u r e s  and o b t a i n i n g  fom.al a ? p r c v a l  :or COP 

m c r c i s l i z a t i o n  of  r a d i o p h a m c e u t i c a l s .  

The  FDA c o n s i d e r s  t h o s e  r ad ionuc lLdcs  and  p r o c e d u r e s  which ap?ca r  on 
t h e  AEC " w e l l - e s t a b l i s h e d "  l i s t  t o  have s u f f i c i e n t  i n v c s t i g a r i o n c l  
s t u d i e s  completed t o  e s t a b l i s h  t h e  s a f e t y  and e f f e c t i v e c e s s  of t h c  
d r u s ,  i n  t h e  chemica l  f o r a  and f o r  t h e  i n d i c a t i o n s  s t a t c u ,  i n  o r c e r  t o  
p e r m i t  t h e i r  m a r k e t i n g  under  approved new d r u z  a ? p l i c a t i o n s .  Kmu- 

c o n t i n u e  t o  s h i p  such p r o d u c t s  i n  i n t e r s t a t e - c o m m e r c e .  F o r  p r o d u c t s  
f o r  which a d c q u a t e  d a t a  are n o t  a v a i l a b l e ,  i n t c r c s t c d  rrwnu:acturers 
can s h i p  them f o r  i n v e s t i g a t i o n a l  u s e  under  an I X D  t o  see!< :he n c c t s s a r y  
Jrl ta  . Thus ,  rcmoval o f  t h e  exemption f o r  r cnc  tor-produced i s o r o p e s  
s h o u l d  not: i n t c r f c r c  w i t h  t h c  p r a c t i c e  of n u c l c a r  mcdicine,  n o r  Lnpece 
o r  r e s t r i c t  o r d e r l y  s c i e n t i f i c  and r e s e a r c h  development.  

. f a c t u r e r s  o r  d i s t r i b u t o r s  n u s t  havc  approved IID.ls i f  t hey  wish t o  

, 
1Jc would c a l l  t o  your a t t c n t i o n  t h a t  t h e r e  a r c  api-Jrovcd XDAs w h i c h  
i i i c l u d c  5 7 ~ 0 ,  'OCo, 321', 5 L C r ,  138Au, l3lI and s c v c r n l  i n  p r o c c s s  f o r  
O L ~ I C T  i s o t o p c s .  
by D i v i s i o n  of '13iolosics S t a n d a r d s  of S a t i o n 3 1  1n:;t i tuccs o f  I ic i l l th .  

RcmovaL o f  t h c  cscmption will i n s u r e  t h a t  311 manufac tu re r s  01 t h c  
r:~3iopl~aituclccutic=lls p u b l i s h c d  i n  t h c  l~ctlcr31 l?cfr,i!:rcr on January 2 7 ,  
1371, will bc undcr  t h c  rcgrilclcory c o n t r o l  o f  FDA and t h a t  p r o p c r  
l n b c l i n g  f o r  s n l c  a n d , c f f c c t i v c  u s c  n i l 1  b c  a v a i l a b l c  t o  p r a c c i t i o n c r s  
of n u c l c a r  n c d i c i n c ,  a s  d i s t i n c t  from r c s c a r c h c r s .  

Not i n c l u d c d  i n  r h c  above a r c  Llrosc p r o d u c t s  Liccnscrl 

F o r  your  i n f o r m a t i o n  a p a n p h l c t  a b o u t  XDA and IND procedurc  i s  c n c l o s c d .  

S i n c e r e l y  your s ,  ,, 

A c t i n g  D i r e c t o r  
D i v i s i o n  of Oncology acd 
Radiopharmaceut ica l  Dru; P r o d u c t s  
O f f i c e  or' S c i e n t i f i c  E v a l u a t i o n  
Bureau of Drugs 
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