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Food  a n d  P r u g  Adm in i s t r a t i on  
Rockv i l l e  MD,  2 0 8 5 7  

M r. E dwa r d J . A l le ra  
B u c h a n a n  Inge rso l l  
1 7 7 6  K  S treet N .W . 
Wash i n g to n , D .C.‘ 2 0 0 0 6 - 2 3 6 5  

J X E : Reques t fo r  E x tens ion  o f T im &  a n d  C o m m e n t. Pe r i o d  
Docke t N o . 0 3 N - 0 3 2 4  

Dea r  M r. A l lera,  

O n  S e p te m b e r  2 6 ,2 0 0 3 , o n  b eha l f o f P e n n fie l d  O i l ,Com p a n y /P e n n fie l d  A n ima l  Hea l th  
@ % n n fie ld) ,  y ou  r e ques te d  a  60 - day  ex tens i on  o f tim e  in  wh i ch  to  s ubm i t (1 )  c o m m e n ts fo r  
th e  F o o d  a n d  D r ug  A d m in ist rat ion’s (FDA )  Ni j t ice’o f P r o posed  R u l e m & i ~ g  .(NP R M )  to ‘ 
R e m o v e  Obso l e te , a n d  ,Redunda r $ ,Regu la t ions;  (2 )  s u p p l emen ta l  N e w ”A m m a l D r u g’ . 
App l i c a tio ns  (NADAs )  fo r  th e  C e n te r  fo r  ve te r i na ry  M e & c & e ’s (Co rm )  N o t ice o f 
O p p o r tun i ty fo r  Hea r i n g  (NO O N ); a n d  (T)  d a ta  a n d ’ana l ~ys i s  fo r .th e .s& n e  N O a H .’ J$o th  . *.,* I, n / ,,_  ,. , ‘. ,, . . . _ , 
n o t ices a r e  pa r t o f Docke t N o . 0 3 N - 0 3 2 4 . 

Y o u  state th a t you r  r e ques ts fo r  ex tens i ons  ‘o f tim e  a r e  d u e  to  th e  h e e d  to  add r ess  ha r ry  ’ 
comp l ex  n e w  an ima l  d r u g  h istor ica l  issues,  th e  comp lex i ty ‘o f”tl ie’a & r & a l  p rocess  fo r  th e  
two P e n n fie l d  p r oduc ts sub ject  to  th e  N O O H , th e  ? V ? O H ,,a $  ~ ~ ~ ~ n ta i n i ng  ih r i~ a te ly  ,, _  -  2 .. ,>  
in te r re la ted issues,  th a t Y O U  wi l l  n e e d  to  s ubm i t ex to n @ ve  i t iorn@ o n , a n d  r ecen t seve re  
‘w e a the r  i n  th e ~ W + & ing toxl, D C ., a r e a . -  I ‘. . ’ l * 

W ith  r espec t to  th e  p r o posed  iu le,  C V M  ,has  fo rwa r d ed  th is  p o r tio n  o f you r  r e ques t to  th e  
A ssistant C o m m iss ione r  fo r  P o l icy fo r  dec is ion .  

. 

I a m  deny i ng  you r  ex tens i on  r e ques t re la t ing  to  thesubm iss i on  o f a  s u p p l emen ta l  M D A  
s ince  I d i sag r ee  th a t th e  9 0  days  p r ov i ded  by  th e  N O O H  is n o t a d e q u a te , A s stated in  th e  
N o tice, th e  s u p p l emen t m u s t cons ist  o flq  s $ ned  F o r m  F D A , 3 5 6 ~  N e w  A n ima l  D r u g  , .., . . ,... 
App l i c a tio n  a n d  c omp l e te  p r oduc t l abe l i ng  ( i nc lud ing  s pec imen  l abe l i ng  fo r  “& p e H  ‘a n d  
Type  C  med i c a te d  feeds )  c on fo rm i n g  to  th e  app l i cab l e  fin d i ngs  o f e ffec t iveness. Y o u r  
ex tens i on  r e ques t d oes  n o t exp l a i n  why  you  wou l d  n e e d  a n  add i tio na l  6 0  d a j &  to  p r ov i de  Ia - . ._ . 
th is  in form a tio n , wh i ch  shou l d  b e  read i l y  ava i lab le .  :.: .:. 

. ._  
0 3 N - 0 3 2 4 0  : ’ .. . . 
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I am extending the period of time for submitting sipporting materials for hearins requests. 
CVM will publish a Federal Register notice exten&Fgj&i_s deadline by 30 dais &om the date 
the notice publishes. While this is less th& the additional 60 days you requested, it is an 
increase of about 50 percent over the 60 days.typically provi$&l for N00Hs under the Drug 
Efficacy Study IinpIementkio~ @E$ prbgram. k’ee, for &&z&$k@$~15’s~~ &$1’14; ’ 
2003) and 64 FR 14451 (March 25,1999). 

Sincerely, \, 

wcs 4 
Stephen I?. Sundlof, D.V.M., Ph.D. 
Director, Center foi Veterinary 
Medicine 
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