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October 3,2003 

M r. EdwardI. Allera 
I3uchanan Ingersoll 
1776 K Street N. W . 
Washington, D.C.’ 20006-2365 

RF: Request for Extension of Time and Comment,Period 
Docket No. 03N-0324 

Dear M r. Allera, 

On September 26,2003, on behalf of Pennfield Oil.Company/Pennfield Animal Health 
(P&eld), you requested a 60-day extension of time in which to submit (1) comments for 
the Food and Drug Administration’s (FDAj N%ce’of Proposed Rulem&irrg’(NPl&Q to- 
Remove Obsolete. an@  ,&&mda@,~egulations; (2) supple&e&l New ‘&imal Drug’ . 
Applications (NADAs) for the Center for Veterinar$ Me&i&e’s (CVM) Notice of 
Opportunity for Hearing (NOOH); and (3) data and’anal.ysis for’thes&e NOOH.’ Both . m II e , .,, . . I_ h, *,_ I, ~ ,. ‘. ,. ._ . ., 
notices are part of Docket No. 03N-0324. 

You state that your requests for extensionsof time are due to the heed to address many . 
complex new animal drug historical issu&, the ,~~ple~it;‘,~~e’a;r‘pr~v~ pTodes$ for the 
two Pennfield products subject to the NOOH,, the N?OH,.a$ ~~~containing m tricately , ,., , I :,a* 
interrelated issues, that you will need to submit exten@e iafornn@$, and recent severe 
‘weather in the~W&ington, DC., area. - ~ ’ - ’ ; 

W ith respect to the proposed iule, CVM has forwarded this portion of your request to the . I. 
Assistant Commissioner for Policy for decision. 

I am denying your extension request relating to thefsubm ission of a supplemental NADA 
since I disagree that the 90 days provided by the NOOH is not adequate, As stated in the 
Notice, the supplement must consist of a s&ned Form FDA 356~ New +&nal Drug 
Application and complete product labeling (including sp&imenlaheling for Typg H ‘and 
Type C medicated feeds) conform ing to the applicable findings of effectiveness. Your 
extension request does not explain why Jiou would ‘need an additional ‘60 da$ to provide *_-_ ._. 
this information, which should be readily available. ” . 
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P a g e  2  -  M r. E .J. A l lera 

I a m  ex tend ing  th e  pe r iod  o f tim e  fo r  subm i ttin g  shppor tin g  m a ter ia ls  fo r  hea r ing  reques ts. 
C V M  wi l l  pub l i sh  a  Federa l  Reg is te r  n o tice ex tend iqg ,@  dead l i ne  by  3 0  days  G o r n  th e  d a te  
th e  n o tice publ ishes.  W h i le th is  is less thzk  th g ; add i tiow l60  days  you  reques te d , it is a n  
inc rease  o f a b o u t 5 0  pe rcen t over  th e  6 0  days  typical ly p rov i$& l  fo r  W 0 0 H s  u n d e r  th e  D rug  
E fficacy S tudy  Im p l e m e n tkiok (I% & ) p ~ g r & . k& i  fo r  & a r & e f~ & !l? & ^ l ? 9 ~ ~  (&k  ‘1 4 ; 
2 0 0 3 )  a n d  6 4  FR  1 4 4 5 1  (March  2 5 ,1 9 9 9 ) . 

S incerely,  

S e p h e n  F . S u n d l o ~ , D .V .M ., P h .D. 
Director,  C e n te r  fo r : V e ter inary  
Med ic ine  

J cc: 
Docke t N o . 0 3 % 0 3 2 4  
Div is ion o f Docke ts M a n a g & i e tit @ IFi -305)  
F o o d  a n d  D rug  A d m inistrat ion 
5 6 3 0  F ishers  L a n e , r m . 106 i  
Rockvi l le,  M D  2 0 8 5 2  
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