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Dear Mr. Swisher:

On February 20, 21 and 22, 2001, the Illinois Department of Agriculture (IDA) and the U.S. Food and

it Lo £ 2120 1 i

Urug AGmlnISU'aUOH made a_]OlnI lDSpCCUOH ()I your memcdtcu feed ldblllly, lOLdlt:U at #1 UIllI.c(l Ldﬂe

Griggsville, Illinois. The inspection revealed that this facility has sold and shipped a Category II Type
A Medicated Article [(neomycin oxytetracycline (Neo-Terramycin)] to “
I v 1ich does not have a valid FDA Medicated Feed Mill License.

Removal of a Category II Type A Medicated Article from your facility is a violation of Section 512
(a)(1)(b) of the Federal Food, Drug and Cosmetic Act (the Act), and causes the new animal drug to be
deemed unsafe for the purposes of Section 501(a)(5). The drug is unsafe, unless you have in your
possession an unrevoked, written statement from the consignee, or notice from the Secretary (DHHS), to
the effect that, with respect to the use of such drug in animal feed, such consignee holds a license and
has in its possession current approved labeling for such drug in animal feed; or will, if the consignee is

not a user of the drug, ship such drug only to a holder of a license.

Our joint inspection also found significant deviations from Current Good Manufacturing Practice
(cGMP) regulations for Medicated Feeds [Title 21, Code of Federal Regulations (21 CFR), Part 225].
Such deviations cause medicated feeds manufactured at this facility to be adulterated within the meaning
of Section 501(a)(2)(B) of the Act. The medicated feeds are adulterated in that the methods used in, or
the facilities or controls used for, manufacturing, processing, packing, or holding do not conform to, or
are not operated or administered in conformity with, current good manufacturing practices. The
significant deviations noted are as follows:

e Failure to perform a follow-up investigation of an out-of-limits assay, specifically for penicillin
found to be super-potent & A federal-contract inspection by the Illinois
Department of Agriculture in February of 2000 also reported that no investigation was performed on
two other drug assay failures, which occurred in October and December of 1999, for feed containing
3-Nitro-20 (“)






