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UNITED STATES OF AMERICA 
BEFORE THE FOOD AND DRUG ADMINISTRATION 

DEPARTMENT OF HEALTH AND HUMAN SERVICES 

In the Matter of: 

Enrofloxacin for Poultry: 
W ithdrawal of Approval of 
New Animal Drug Application 
NADA 140-828 

ORDER 

FDA DOCKET: OON-1571 

On June 6,2003, pursuant to 21 C.F.R. 0 12.98 (d) and the Order of May 9,2003, 1- 
Respondent Bayer and the Center for Veterinary Medicine (CVM) submitted proposed; 
corrections to the transcript of the oral phase of this proceeding. On June 9, CVM - . 
submitted a request for clarification of the Order of May 9. CVM asks about the need f& 
sworn declarations from  witnesses in support of proposed corrections in their testimon?: 

Testimony reported in the official transcript is not subject to being changed or edited 
based on the recollections of counsel and/or witnesses. M isspoken words or omissions (if 
transcribed accurately) will not be corrected even if the witness honestly believes in the 
accuracy of the proposed correction. Since 21 C.F.R. 5 12.98 (d) provides for the 
correction of transcription errors, only those proposed changes that correct obvious errors 
in transcription will be approved. While sworn declarations may aid in a finding of 
“transcription errors,” such declarations are not determ inative. 

Accordingly, IT IS ORDERED that the following transcription error corrections be 
made in the official transcript of the hearing in this proceeding: 
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D a n i e l  J . D a v i d s o n  
A d m i n i s tra ti v e  L a w  J u d g e  

1 2  


