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I have reviewed you' Jepartment’s Notice of Opportunity for Hearing specifically reiaﬁng to certain
antibiotic animai dr:p products listed in the Code of Federal Regulation section §558.15.

Afier reviewing CT™ 35K 15 as incorporated by cross reference CFR §558.76 and the reference to NADA
141-137, there appe... < to be no confusion over the approval siatus of Bacitracin Methylene Disalicylate
Single-Ingredient 11 ;» A Medicated feed additive. According to the administrative record, this preduet has
had approval by you:i sicpariment for more than thirty years.

This is why I am cor.erned by the your uncertainty over the approval status of this product -as noted in the
August 8, 2003 edit:. :: of ihe Federal Register.

I would appreciate t!..- epportunity to discuss this matter with you — as well as the approval status of
oxyletracycline and vmycin fixed-combination additive. It is my understanding that the approvai status of
oxXytetracycline and 12omycin fixed-combination had been previously studied in the affirmative, and that
former Senators Kerry and Exon, and Congressmen Barton and Bilirakis, were briefed in 1996, 1am
concerned about this confusion within the CVM. :

Again, I would appiccicte the chanee to discuss this matter further with you at your earliest convenience.
Thank you.
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