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Dear Mr. Hickman:
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An umpculuu O1 YOur 11CCnsca il nedicat fila: 188G Operatidn, 10Caita al nignway
19 North, Philadelphia, Mississippi, conducted by a U S Food and Drug Administration (FDA)
investigator during February 13-15, 2001, found significant deviations from the requirements set forth in
Title 21, Code of Federal Regulations Part 589.2000 (21 CFR, Part 589. 2000) — Animal Proteins
Prohibited in Ruminant Feed. The animal proteins prohibited from use in ruminant feed are unapproved
food additives as defined in Section 201(s) of the Federal Food, Drug, and Cosmetic Act (the Act). The
regulation is intended to prevent the establishment and amplification of Bovine Spongiform
Encephalopathy (BSE). Such deviations cause products being manufactured and/or distributed by your
facility to be aduiterated within the meaning of Section 402(a)(2)(C) and misbranded within the meaning
of Section 403(f) of the Act. Additionally, our investigator documented significant deviations from the
Current Good Manufacturing Practice (CGMP) requirements for Medicated Feeds (21 CFR, Part 225).
Such deviations cause the medicated feeds manufactured at your facility to be adulterated within the
meaning of Section 501(a)(2)(B) and misbranded within the meaning of Section 502(c) of the Act.
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Our investigation found a failure to label your finished product with the required cautionary statement
“Do Not Feed to Cattle or Other Ruminants.” The FDA suggests the statement be distinguished by
different type size or color or other means of highlighting the statement so that it is easily noticed by a
consignee or contract grower.

Regarding CGMP violations documented, observations include failure to identify the bulk medicated
feed and provide directions for safe and effective use; failure to properly identify, store, and control
medicated articles to maintain their identity and integrity; and, failure to maintain complete master
record files, and production and distribution records.
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