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I)E P A R T l"r lE N T O F H E A L T H e ; H L ' M A N S E R V I C E S  Pub l i c  Hea l t h  Se r v i ce  

F o o d  a n d  D r u g  Adm in i s t r a t i on  
Rockv i t le  M D  2 0 8 5 7  

G rego ry  M . F ishe r  
A ssoc ia te  Gene r a l  Counse l  A P R  2 0  t9 8 3 ‘ 
The  P ropr ie ta ry  A ssoc ia t ion  
1 7 0 0  Pennsy l van i a  A venue ; N .W . # 7 O O  
Wash i n g to n , D C  2 0 0 0 6  

R e : Docke t N o . 7 6 N - 0 5 2 N /CP0002  
Dea r  M r. F isher :  

Th is  is i n  rep ly  to  you r  c i t izen p e titio n  s ubm i tte d  to  th e  F o o d  
a n d  D r ug  A d m in ist rat ion o n  Janua r y  2 8 , 1 9 8 3 , r e ques tin g  th a t 
th e  adm in i s trat ive r eco rd  fo r  th e  O T C  nasa l  d e conges ta n t d r u g  
p r oduc ts r u l emak i ng  b e  r e o p e n e d  to  i nc l ude  d a ta  o n  
p heny l p r o pano l am i ne  r ecen tly s ubm i tte d  to  th e  adm in i s trat ive 
r eco rd  fo r  O T C  we i g h t c on trol d r u g  p r oduc ts. 

M s. He l e n  C o th r a n  o f m y staff ca l l ed  you  o n  Feb rua r y  3 , 1 9 8 3  to  
clar i fy th e  d a ta  th a t y ou  we r e  r e fe r r i ng  to ; h oweve r , y ou  we r e  
n o t ab l e  to  speci f ica l ly  i d en tify th e  d a ta . W e  be l i eve  th a t 
ycu  we r e  r e fe r r i ng  to  th e  s a m e  d a ta  cove r ed  by  a n o the r  r ecen t 
p e titio n  to  r e o p en  th e  adm in i s trat i,ve r eco rds  fo r  th e se  two 
r u l emak i ngs  to  i nc l ude  n e w  d a ta  a n d  inform a tio n  o n  
p heny l p r o pano l am i ne  hyd roch lo r i de .  T h e  agency  g r a n te d  th a t 
p e titio n  o n  Ap r i l  1 4 , 1 9 8 3  (copy  o f letter a tta ched ) . 
The r e fo r e , n o  fu r th e r  ac tio n  is necessa ry  r ega r d i ng  you r  
p e titio n . 

.:: 

I h o p e  th is  in form a tio n  is he l p ful. 

S ince re ly  yours,  

W i l l iam  E . G i lber tson,  P h a r m . D . 
D i recto r  
D iv is ion  o f O T C  D r ug  E va l ua tio n  
O ffice o f th e  A ssoc ia te  D i recto r  fo r  

D r u g  M o n o g r a p h s  
O ffice o f D r ugs  
N a tio na l  C e n te r  fo r  D r ugs  a n d  B io log ics  

Enc l osu r e  
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would ccntinue to monitor further studies and information on 
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phenyfpropanolznine hydrochloride. These data are currently ___ 
being reviewed in conjunction with the development of the 
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tentative final monographs (TFM) for ,pTC weight-control-drug--.:':.. - lsg; 
products and CTC~nesal decongestant drug prcduC?tSc The agency -., 

. consjders your 
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anncuncicg the "feedback" policy, the agency stated that rLy;*t..;; I .."... _.. 
l 6oald not be incj.uded in the ._ I-.'--.- 
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.particnlar matter in the moncgraph or provides the 
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5ubstarLti2tion for the agency's decision on that' matter. T4e .. . . . . . . . . . . . . . . _ ::::2:2: 

t!zev rrsre cjr;e of the bases for the Commissioner's decision on ,.:: . . . . . . t:::::::::- 
an ingredient. This feedback policy was 
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further clarified in ii;;;;: 

. th?.zEDE:&L REGISTER of April 1, 1983 ($8 FR 14050). Because ,-, I 
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MEMORANDUM HEALTH, EDUCATION, AND WELFARE 
HEALTH SERVICE 

ADMINISTRATION 

TO : Dockets Management Branch (HFA-305) DATE: 3 

Director 
FROM : Division of OTC Drug Evaluation (HFN-510) 

SUBJFXZT: Material for Docket No. 

The attached material should be placed on public 

cl 

display under the above referenced Docket No. 

This material should be cross-referenced to 
Comment . 

- ---- - William E. Gilbertson, Pharm. D. 

‘. Attachment 


