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Publchulth Service

Food and Drug Administration
D17 B

% DEPARTMENT OF HEALTH & HUMAN SERVICES

CERTIFIED MAIL
RETURN RECEIPT RE

Our Reference: 29-52427
February 24, 1997
Tom L. Kroes

8509 Avenue 152
Tipton, California 95320

WARNING LETTER

Dear Mr. Kroes:
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San Francisco District

1431 Harbor Bay Parkway
Alameda, California 94502-7070
Telephone: 510-327-6700

Tissue residue reports from the United States Department of Agriculture (USDA) and an
investigation of your dairy on January 23, 1997, by Food and Drug Administration (FDA)
Investigator Robert J. Anderson have revealed serious violations of the Federal Food, Drug,

and Cosmetic Act as follows:

A food is adulterated under Section 402(a)(2)(D) of the Act if it contains a new animal drug
that is unsafe within the meaning of Section 512. On December 12, 1996, you consigned a
cull dairy cow (identified by USDA laboratory report number 385953) for slaughter as

human food. This cow was delivered for introduction into interstate commerce by your firm
and was adulterated by the presence of illegal drug residues. USDA analysis of tissues from
this cow revealed sulfamethazine in the liver at 0.97 parts per million (ppm) and in the
muscle at 0.68 parts per million (ppm). The tolerance level for sulfamethazine for the edible
tissues of cattle is 0.1 ppm.

Your firm has establistied a history of offering animals for sale for human food use which
have been found to be adulterated due to the presence of drug residues. According to USDA
analytical reports, during the period of October 9, 1992, through May 19, 1995, your firm
offered one other cow and one calf which contained violative levels of antibiotics. During
this same period, you offered one other calf which was found by USDA to be CAST positive
because of the possible presence of antibiotics.
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Kroes Dairy 3
Tipton, California

corrections now may result in enforcement action without further notice, including seizure
and/or injunction.

Within fifteen days of the receipt of this letter, notify this office in writing of the specific
steps you have taken to correct these violations and preclude their recurrence. If corrective
action cannot be completed within fifteen working days, state the reason for the delay and the
time frame within which corrections will be completed. Your response should address each
discrepancy brought to your attention during the inspection and in this letter, and should
include copies of any documentation demonstrating that corrections have been made. Please
direct your reply to Robert J. Anderson, Investigator.

Sincerely yours,

Patricia C. Ziobro
District Director
San Francisco District




