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DEPARTMENT OF HEALTH & HUMAN SERVICES

Publfc Health Servlc@
Food and Drug AMnlstratlon

San Franclscot)lstrlct
1431 Harbor Bay Parkwa

1Alameda,California94 02=7070
Telephone 510=337●6700

Our Rcfcrcncc: 29-38382

June 20, 1997

Albert Azcvcdo Dairy
20711011and Dr.
Turlock, California 95380

IXxirlkfr. Azcvcdo:

Time residue reports from the United
invcs[igation of your dairy on April 9,
Invcs[igator Alice Dliiir, hvc rcvcdcd
Cosmclic Act M follows:

States Department of Agriculture (USDA) and m
1997 by Food and Drug Administration (FDA)
serious violations ofthc Federal Food, Drug, and

● A food is idultcrfitd under Section 402(a)(2)(D) of the Act if it contains a ncw animal drug
that is unsafe wi[hin the meaning of Section 512 of the Act. On lt.munry 15, 1997, you
consigned n cull dairy cow (identified by USDA laboratory report number 367732) for sale
for skwghtcr :LShuman food. This cow was dclivcrcd for Introduction into interstate
commcrcc by your firm ml was adulterated by the prcscncc of illegal tmtibiotic drug
residues, USDA analysis of tissues from this animal rcvcalcd the prcscncc of
wlfadimcthoxinc in the Iivcr tiswc at 0075 parts pcr million (ppm) and h the muscle tissue at
0,68 ppm, The tolcrmc ICVCIfor sulfdimcthoxinc in the edible thsuc of cmlc has been
established at 0, I ppm.

●
A food is mhdtmcd under Section 4WW4) of tJ~cAct “if it h~~bCCIIPrCPWCd p~ckc~, w
held under insnnltary conditions,.. whereby it my have been rendered injurious m health. ”
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As it applies in this case, “insanitary conditions” means that you hold animals which are
ultimately offered for sale for slaughter as food under conditions which are so inadequate that
mcdicatcd animals bearing possibly harmful drug residues arc likely to enter the food supply,
For example, our investigator noted the following:

1. You lack an adequate systcm for determining the medication status of animals you
offer for slaughter,

2*

4,

You lack an adequate systcm for assuring that animals to which you administer
medication have been withheld from slaughter for appropriate periods of time to
dcplctc po(cn(ially hazxdous residues of drugs.

You lack an adequate sys[cm for assuring animals have been
treated only with drugs which have been approved for usc in
their claM of animal or spccics.

You Inck an adequate systcm for assuring that drugs arc used in a
manner not contrary 10 the directions contained in their labeling.

The Albon brand of sulfadimcthoxinc boluscs that you used to treat your dairy cows are
adulterated under Section 501(a)(S) of the Act in that they arc ncw animal drugs within the
meaning of Section 2W(V) and arc unsafe within the meaning of Section 512(a)(l)(B) ot’ the
Act since they arc not being used in conformance with approved labeling. Labeling for
Albon prescribes two boluscs followed by onc bolus per day for three to four days, The
Iabcling also requires a seven day withdrawal period prior to slaughter for food USC. Failure
to adhere to the prescribed withdrawal time is Iikcly the cause ot’ the presence of violative
ICVCISof sulfadit]]ctl~oxir~c in the tissues O’ the animal you sold for food USC.

Your usc of the drug Crysticillin a brand of penicillin Cl procahw is not in conformance with
its approved Iabcling directions, Labeling for penicillin 0 procaine requires a dose of I ML
pcr 100 pounds of body weight with no more than 10 Mls. injcctcd into onc site, Your
prncticc of Nministcring up to 30 MIs. at onc site in your dairy cows results in a dosage in
cxccss of that allowed by the Iabcling,

Your prncticc of idtninistcring intramuscular injections of the drug Tcrramycin, a brand of
oxytctracyclinc, iitd the drug Tyhm, o brand of tylosin, III your Iacttiting dairy cows is not in
conformnncc with ;ipprovcd Iabcling, Labeling for Tcrramycin and Tylan specifically S~JltC

the products itrC II(N for usc in lactating dniry cattle,
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Failure to comply with the Iabcl instructions onthc drugs you
possibility tha[ illegal residues will occur and makes (hc drugs

Wc request that you take prompt action to ensure that animals

usc presents the
unsafe to use.

which you offer
human food will not bc aduhcratcd with drugs or contain illegal residues,

Introducing aduhcratcd foods into interstate commerce is a violation of Section
Act,

Iikcly

for sale as

301(a) of the

Causing the adulteration of drugs after rcccipt in interstate commcrcc is a violation of Section
301(k) of the Act.

You should bc aware that it is not ncccssary for you to have personally shipped an
adulterated animal in imcrstatc commcrcc to bc responsible for a violation of the Act, The
fact that you offered an aclultcratcd animal for sale to a slaughter facility where it was held
for sale in interstate commcrcc is sufficient to make you responsible for violations of the
Act,

9

Your firm has a history of offering cull dairy cows and calves for sale for human food use
which have been found to bc adulterated with antibiotic drug residues, According to USDA
reports, your dairy has dclivcrcd other cull dairy cattle which were found by USDA analysis
to contain violative ICVCISof antibiotics. As a result, inspections were conducted of your
dairy on March 3, 1991 by FDA and on Octobcr 1, W94 by the Stntc of California,
Department of Food ond Agricuhurc. During each inspection you were warned that h is
illegal to market cull dairy cattle with illegal Icvcls of antibiotics in tissue residues. Two
warning Icttcrs, dated June 4, 1991 from FDA and @tobcr 1, 1994, from the State of
California, were sent to you as a rcsuh of the violations found during these inspections.
Also, the US. Department of Agriculture sent you a Icttcr for each instance in which their
analysis found viohivc ICVCISof drug rcsiducst YOU have failed to take adequate corrective
action,

This is not h~tcndcd to bc an all-inclusive list of violations. It is your rcsponsibilhy to ensure
that all rcquircmcnts of the Act and regulations arc being met. Failure to achieve prompt
corrective action may result in cnforccmcnt action without further notice, including seizure
and/or injunction.

Within fifteen ( I5) dnys of the rcccipt 01”this Icttcr, notify this ofticc in writing of the
specific steps you have tilkcn to correct these violations and prccludc their rccurrcncc. If
corrective action cwuwt bc complctcd within fifteen working days, sti]tc the rctison for the
delay and the Iimc frilmc within which corrections will bc complctcd. Your response should

●
include copies of imy twnilddc documentation demonstrating that corrections huvc been
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made, Please direct your reply (o Alice A. Blair, Investigator, U.S. Food & Drug
Administration, P.O. Box 1179, Stockton, CA 95201-1179.

Sincerely yours,

k/..? Patricia C. Ziobro
District Director
San Francisco District


