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E n ro floxac i n  fo r  P o u ltry; F i na l  Dec i s i on  o n  W ith d r awa l  o f N e w  A n ima l  D r u g  

A p p l icat ion Fo l i ow i ng  Fo rma l  E v i den tia ry  P u b l ic Hea r i n g ; ~ v ~ ~ ~ ~ ~ j~ ~ ~  

A G E N C Y : F o o d  a n d  D r ug  A d m inistrat ion, H H S . 

A C T IO N : N o tice. 

S U M M A R Y : The  F o o d  a n d  D r ug  A d m in ist rat ion ( FDA )  is a nnounc i n g  th e  

ava i lab i l i ty  o f th e  fina l  dec is i on  se ttin g  fo r th  th e  fin d i ngs  o f fac t a n d  

conc lus ions  o f l aw  o n  th e  issues add r essed  in  a  fo rma l  ev i den tia ry  pub l i c  

hea r i n g  to  d e te rm i n e  w h e the r  F D A  shou l d  w i thd raw app rova l  o f th e  n e w  

an ima l  d r u g  app l i ca t i on  ( N A D A )  fo r  u se  o f e n r o floxac i n  i n  pou l try. Q n c e  th is  

fina l  dec is i on  b e c omes  e ffec t ive o n  S e p te m b e r  1 2 , 2 0 0 5 , th is  d r u g  m a .y n o  

l o nge r  b e  d is t r ibuted o r  adm in i s te r e d  fo r  th ,is u se  in  th e  Un i te d  S ta tqs , n o r  

m a y  it b e  expo r te d  excep t as  a l l owed  by  Jaw . E l sewhe re  in  th is  i ssue  o f th e  

Fede r a l  R e g iste r , a  fina l  r u l e  r emov i n g  th e  app l i cab l e  r egu l a tio ns . is pub l i s hed . 

A D D R E S S E S : The  t ranscr ipt  o f th e  hea r i n g , ev i dence  subm i tte d , a l i d  th e  fina l  

dec is ion ,  m a y  b e  s een  in  th e  D iv is ion  o f Docke ts M a n a g e m e n t (HFA - 305 ) , 

F o o d  a n d  D r ug  A d m inistrat ion, 5 6 3 0  F ishe rs  L a n e , r m .1 0 .6 1 , Rockv i l le ,  M D  

2 0 8 5 2 . S e e  th e  S U P P L E M E N T A R Y :IN F O R M A T l O N  sect ion  fo r  e lect ron ic ,access to  

th e se  d o c u m e n ts. 

F O R  F U R T H E R  INFO R M A T IO N  C O N T A C T : E rik P . M e ttle r , O ffice o f P o l icy (HF- l l ) ,  

F o o d  a n d  D r ug  A d m inistrat ion, 5 6 0 0  Fishe rs  L a n e , Rockv i l le ,  M D  2 0 8 5 7 , 3 O l--  

8 - 2 7 - 3 3 6 0 . 
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SUPPLEMENTARY INFORMATION: 

I. Background 

On October 31, 2000, FDA’s Center for Veterinary Medicine (CVM) 

proposed to withdraw the approval of the NADA 140-828 for the use in 

chickens and turkeys of enrofloxacin, an antimicrobial drug belongi-ng to a 

class of drugs known as fluoroquinolones (65 FR 64954, October 32, 2000). 

On November 29,2OOO, Bayer Corp. (Bayer), the sponsor of,enrofloxacin (sold 

under the trade name BaytrilB 3.23% Concentrate Antimicrobial Solution), 

requested a hearing on the proposed withdrawal. On February 20, 2002, FDA’s 

then Acting Principal.Deputy Commissioner published a notice of hearing 

granting Bayer’s request and identifying the factual issues that would be the 

subject of the evidentiary hearing (67 FR 7700, February 20, 2002). On March 

21, 2002, the Animal Health Institute submitted a notice of participation under 

21 CFR 12.45. Oral hearing for the purposes of cross-examination of witnesses 

was held at.FDA from April 28 through May 7, 2003. On March 26,2004, 

an FDA Administrative Law Judge (ALJ) issued an initial decision under 21 

CFR 12.120. The ALJ determined that enrofloxacin had not b”een “shown to 

be safe under the conditions of use upon the basis of which the application 

was approved,” as required under section 5lZfe)(l)(Bf of the Federa. Food, 

Drug, and Cosmetic Act (the act) (21 USC. 360b(e)(l):(B)) and ordered that 

the approval of the NADA for Baytril be withdrawn. Bayer and CVM each filed 

exceptions to the initial decision on May 17,X104. 

After reviewing the evidence in the administrative record and the 

exceptions to the initial decision, I have issued a final decision withdrawing 

the approval of the NADA for use of enrofloxacin in poultry, for the reasons 

described more fully in the final decision that is the subject of this notice. 
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In addition, elsewhere in this issue of the Federal Register, a final rule 

removing the applicable regulations is published. 

II. Electronic Access 

Persons with access to the Internet may obtain the final decision at 

www.fda.gov/oc/antimicrobial/baytril.pdf. The final decision as well as 

documents cited in the decision are available for inspection by means of 

writing to, or visiting, the Division of Dockets Management {HFA-3051, Food 

and Drug Administration, 5630 Fishers Lane, rm. 1061, Rockville, MD 20852. 

All other documents related to this docket also are available for inspection, 

unless considered confidential. 
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