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Dr. Steven, F. Sumi:. ii'. W ircclor 
FDA Center lirr J/L-: ,-rixuy Medicine 
MPN TV, 75.19 Stwz~.tIsh Place 
Roclcvillc, M ’f) 208 ‘-5 

A&x reviewing CF: :;_iStz 15 as incorporated by cross reference QR 4558.76 and the tiference to NADA 
141-I 37, there a$pr... ‘G to be no confusion over the approwtl~s&u.s of Bacitracin Methylene,Disalicylate 
Single-Ingredient 1’: ,, i!r A  Zvkdicared feed additive. According to the administrative r&cord, this product has 
had approval by YOtii’ r.iqwlmcnt for more than tiirry years. 

Tl$s is why X  am GOI’ :~mcd by the your uncertainv over the approval s&&s of this prod&t, as @ ted in the 
August 8, 2003 c&b. : : of rile Federal Register. 

1 wou.ld appreciate ti :: oppol~unity to discuss this matter with you - as well as the approval status of 
oxytetracychc 3nd ~‘-~~rn+r~ fixed-combination additive. It is my  tiderstaadlng that the approval status of 
oxyktracycline and :;<I :mycin Exed-combination had been previously studied in the affinna~ive, and’ that 
former Senators Kcrl-p ~:ncl Exon, and Congressmen Barton and Biiir&is, were briefed in 1996. I am 
cotxerned dm~~1 this confusion W ithin the m . 

Again, I woul ci appi c”: b It~:c the chance to discuss this matter further with you at your ear&t convenience, 
Tbmk you. 
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Sincere1 , 

& - i!skzry .’ 
Member of Congress 


