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Dear Mr. Gherty: 

Recently ;m inspection was made at >.our Lund 0’ L~~kes. Inc. facilit> located x X27 3.“ .-\venue. 
South. Fort Dodge. Iown. co cover the operations k)f your contract swine grower program. The 
inspection was made as part of our mvestigation into ;L USDA report of a tissue residue of 
penicillin in a sow. which originated from ;1 contract grower 

The inspection was zonducrzd ti-om .Au$ust 9 to 30. 1003. by a Food and Druz Administration 
Investiz;lror from this ~)ff~cr who documented \ iolatlons of Sections 3 12(a)i4,(A) and 5 1 Z(n)(5) of 
the Federal Food. Drug. and Cosmetic: Act (the Act) ;ind deviations from Title 71, Code of 
Federal RetTul;ltions. (21 CFR) Part 530. E.xtralabel Drug Lse In Animals. 

Our inspection determined that your a)ntract s\vine grower progxn uses ;I Service Manager I field 
representative), nn anployse ot’ Land 0’ Lakes. to make regular visits to the aforementlc,ned 
contract swine gower. among others, to evaluate the confinement facilities and animals. and 
provide recommendations to the ~ ‘Trower. These recommendations include the use of vnrlous drums 
to improve the health of thz animals 

Your Service Manager. who is not ;I veterinarian, recommended druzs for extralabel use in swine 
you own. Because this extralabel use of drugs approved for use in animals is not in compliance 
with Section 512(a)(4)(A) of the Act and 21 CFR 530, the drugs are unsafe under Section 512 of 
the Act. Similarly, because [his extr:tlabel use ot’drugs approved for human use is not in 
compliance with Section 5 12(a)(5) of the Act ;md 71 CFR 530. these drugs are also unsafe under 
Section 5 12 of the Act. These violations render the druzs adulterated under Section 501(a)(5) of 
the Act. 
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The extralabel use of Pen-G Procaine/Pen-G Benzathine long acting penicillin at the Winter Farms 
facility resulted in penicillin residues in kidney and liver tissues of a sow slaughtered at USDA 
Est. n March IS. 7002. Because these 
residues exceeded the tolsrnhce level established in 31 CFR 556.510 for penicillin. the zutralabel 
use of penicillin was in \.tolation of 2 1 CFR 530.1 l(d) 

Based on preliminary e\~aluations of the health condittons of swine at the aforementioned contract 
swine gower. the Service Manager has recommended the extralabel use of several dru,o products. 
Examples include: 

1. Pen-G Procame. Pen-G Benzathine long actins pentcr!lin (a non-Rs druz appro\.ed for use 
in cattle, but not in swine) 

’ -. Predef 2X (Rx animal drug used at higher than labeled dosage) 
3. Oxytocin (Rx ammal drug used at higher than labeled dosage) 
4. Lutalyse (Rx animal druz used at higher than labeled dosage) 
5. Mspec (Rx drug approved for use in cattle. but not in swine) 
6. Naxcel (Rx animal cirug used at higher than labeled Josage) 
7. Dexamethasone (Rx drug approved for use in horses. but not in swmt3) 
8. SMZTMP (a human Rx drug) 
9. Xmoxtcillin (a human Rx druz) 

Land 0’ Lakes staff vetermarians do not review and/or approve recommendations made by the 
Service Manager concernm~ the use of vartous drugs by the contract grower. Staff veterinarians 
have not established a valid Veterinary-Client-Patient RelatIonship (VCPR). 

In October of 1994, Cot-gess passed the Animal Medicinal Drug Cse Clartfication Act. which 
permits extralabel use of approved animal drug. Under Sections 5 12(a)(4) and 512(a)(5) of the 
Act, extralabel use is only permitted if the use is by or on the lawful order of a licensed 
veterinarian within the context of a valid Veterinartan-Client-Patient Relationship and in 
conformance with criteria set forth in 21 CFR Part 530. 

A valid VCPR exists when 

(t) the veterinarian assumes the responsibility for making medical judgments regarding the 
health of the animal(s) and the need for medical treatment. and the client (owner or other 
caretaker) agrees to follow the instructions of the veterinarian: and (3) the veterinarian has 
sufficient knowledge of the circumstances to initiate at least a zeneral or preliminary 
diagnosis of the medical conditton of the animal(s). and (3) the practicing veterinarian is 
readily available for follow-up in case of adverse reacttons or failure of the regimen of 
therapy. Such a relationship can exist only when the veterinarian has recently seen and is 
personally acquainted with the keepin, u and care of the animal(s) by virtue of an 



examination of the animal(s). and/or by medically appropriate and timely visits to the 
premises where the animal(s) are kept. II CFR 530.3(i). 

The use of the drugs in a species for which they are not approved, or at a higher than labeled 
dosage. in violation of the requirements of 7 I CFR Part 530 causes the drugs to be unsafe for use 
under Section 512 of the .kt. You are thus adulterating the above drugs within the meaning of 
Section 501(a)(5) of the .-\ct when you fail to use the drugs in conformance with approved 
labeling. 

The above is not intended to be an all-inclustvc list of vtolacions. As a producer d,f animals offered 
for use as food. you are responstble for assurin, (7 that vour overall operarion and the foods you , 
distribute are in compliance with the law and established regrlations. 

You should take prompt action to correct these violations and to establish procedures to prevent 
their recurrence ;tt any cclntract gower location wtthin your company-. Fatlure to promptly correct 
these violations may result in reglatory action without further notice, such 2s seizure Jnd:‘or 
injunction. 

It IS necessary for you IO take acrion on th[s matter no!c Pkase let this office: know In 
writing within fifteen (15) working days from the date you received this letter what steps 
you are taking to correct the problems. We also ask that you explain how you plan to 
prevent this from happenin, ‘7 again. If vou need more time. let us know why and when you , 
expect to complete your correction. 

Your reply should be sent to Clarence R. Pendleton. Compltance Officer, at the above 
address. 

Sincerely, _ 

-7 ,/--T,‘;L”,, a/ C-d -/--, .j I ’ , 
Si-Cllarles W Sedgwick 

District Director 
Kansas City District 

cc: Dennis Petersen, Vice President 
Swine Production Division 
Land 0’ Lakes, Inc. 
X27 Sth Avenue, South 
Fort Dodge, IA 50501 


