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WARNING LETTER 

Dear Mr. Lourenco: 

An investigation at your dairy located at 19524 U.S. Highway 30, Buhl, Idaho, by our 
investigators on December 12,2002 , confirmed that you offered animals for sale for slaughter 
as food in violation of Section 402(a)(2)(C)(ii), and 402(a)(4) of the Federal Food, Drug, and 
Cosmetic Act (the Act). 

A food is adulterated under Section 402(a)(2)(C)(ii) of the Act if it contains a new animal drug 
that is unsafe within the meaning of Section 512 of the Act. From July 22, 2002 to August 
29,2002, you sold cull dairy cows for slaughter as human food to 

follows: 
Some of the cows had illegal tissue residues as 

1. On or about July 22, 2002, you sold a culled dairy cow to-with no tag. 
The cow was subsequently tagged as carcass tag 659, and identified on USDA form #433453. 
USDA analysis of tissue samples collected from the cow identified the presence of 
Sulfadimethoxine at 2.12 parts per million (ppm) in the liver, and 1.52 ppm in muscle tissue. 
The maximum allowable tolerance for Sulfadimethoxine in edible tissue of cattle is .l ppm. In 
addition, this animal was found to contain Tilmicosin at 16.90 ppm in the liver and 16.70 ppm 
in the kidney. The maximum allowable tolerance for Tilmicosin in edible tissue of cattle is 1.2 
PPm* 
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2. On or about August 12, 2002, you sold a culled dairy cow with tag number 1222 ET to 
0 This cow was subsequently identified on USDA form # 433458. USDA 
analysis of tissue samples collected from this animal identified the presence of Penicillin at .98 
ppm in the kidney and at .47 ppm in the liver. The maximum allowable tolerance for Penicillin 
in edible tissue of cattle is 0.05 ppm. 

3. On or about August 22, 2002, you sold a downer cow to 
number 842 ET. This cow was subsequently identified on 
analysis of tissue samples collected from this animal identified the presence of Oxytetracycline 
at 8.47 ppm in the liver and 3.20 ppm in muscle tissue. The maximum allowable tolerance for 
Oxytetracycline in cattle is 6 ppm in the liver and 2 ppm in muscle tissue. In addition, 
Sulfadimethoxine was found at 12.03 ppm in the liver and at 5.83 ppm in muscle tissue. The 
maximum tolerance for Sulfadimethoxine in edible tissue of cattle is 0.1 ppm. 

4. On or about August 22, 2002, you sold a culled dairy cow to-with ear 
tag number 718. This cow was subsequently identified on USDA form 433459. USDA analysis 
of tissue samples collected from this animal identified the presence of Penicillin at .84 ppm in 
the kidney. The maximum tolerance for penicillin in edible tissue of cattle is 0.05 ppm. In 
addition, USDA found Sulfadimethoxine 6.41 ppm in the liver and at 3.32 ppm in muscle 
tissue. The maximum allowable tolerance for Sulfadimethoxine in edible tissue of cattle is 0.1 
PPm- 

5. On or about August 29, 2002, you sold a culled dairy cow to 0 with no ear 
tag. The cow was subsequently identified with carcass tag number 282, and identified on 
USDA form #433461. USDA analysis of tissue samples collected from this animal identified 
the presence of Penicillin at .77 ppm in the kidney and .38 in the liver. The maximum 
tolerance for penicillin in edible tissue of cattle is 0.05 ppm. 

A food is adulterated under Section 402(a)(4) of the Act “if it has been prepared, packed, or 
held under insanitary conditions...~ hereby it may have been rendered injurious to health.” 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 
medicated animals bearing possibly harmful drug residues are likely to enter the food supply. 
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For example, our investigator noted the following conditions on your farm: 
1. You failed to maintain medication records which identify the animal, the date of 

medication, the drug, the dosage administered and the pre-slaughter withdrawal time. 
2. You failed to follow label directions for medications you administered to your animals in 

that you failed to follow the labeled pre-slaughter withdrawal times. 
3. You failed to have a system of reviewing treatment records prior to offering an animal for 

slaughter for human food, to assure that drugs had been used only as directed and that the 
appropriate withdrawal times had been observed. 

4. You failed to have a valid veterinarian prescription for the use of Penicillin in an Extra- 
label manor. 

Our investigation revealed that the Penicillin residue came from your use of Over the Counter 
Penicillin at dosages above the labeled amount on your dairy herd. The use of Penicillin at 
amounts greater than that stated on the label requires a valid prescription from a licensed 
veterinarian. Your extra label use of Penicillin is a deviation from Title 21, Code of Federal 
Regulations (21 Cl%), Part 530, Extra label Drug Use in Animals, which causes certain 
animal drugs used to medicate food producing animals, to be adulterated within the meaning of 
Section 501(a)(5) of the Act, in that they are new animal drugs which are unsafe within the 
meaning of Section 512(a)(4). 

In October of 1994, Congress passed the Animal Medicinal Drug Use Clarification Act, which 
permits extra-label use under certain controlled conditions, specified in 21 CFR Part 530. 
Extra label use is only permitted if the use is by or on the lawful order of a licensed 
veterinarian within the context of a valid veterinarian/client/patient relationship and in 
conformance with criteria set forth in Part 530. 

We request that you take prompt action to ensure that dairy cows and calves which you offer 
for sale as human food will not be adulterated with drugs or contain illegal residues. 

Introducing adulterated foods into interstate commerce is a violation of Section 301(a) of the 
Act. 

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

You should be aware that it is not necessary for you to have personally shipped an adulterated 
animal into interstate commerce to be responsible for a violation of the Act. The fact that you 
offered an adulterated animal to be slaughtered into food for human consumption where it was 
held for sale in interstate commerce is sufficient to make you responsible for violations of the 
Act. 
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T h e  a b o v e  is n o t in tended to  b e  a n  al l - inc lusive list o f v iolat ions. A s a  p roduce r  o f an ima ls  
o ffe red  fo r  use  as  fo o d , you  a re  respons ib le  fo r  assur ing  th a t your  overa l l  ope ra tions  a n d  th e  
foods  you  distr ibute a re  in  comp l iance  with th e  law. 

Y o u  shou ld  take  p r o m p t ac tio n  to  correct  th e  a b o v e  v io lat ions a n d  to  es tab l ish  p rocedures  
whe reby  such  v io lat ions d o  n o t recur.  Fa i lu re  to  d o  so  m a y  resul t  in  regu la tory  ac tio n  wi thout  
fu r the r  n o tice such  as  se izure  a n d /o r  in junct ion.  

W ith in  fifte e n  (15)  days  o f th e  receipt  o f th is  letter, n o tify th is  o ffice in  wr i t ing o f th e  specif ic 
steps you  have  taken  to  correct  these  v io lat ions a n d  p rec lude  the i r  recur rence . If correct ive 
ac tio n  c a n n o t b e  comp le te d  wi th in fifte e n  work ing  days , state th e  reason  fo r  th e  de lay  a n d  th e  
tim e  fram e  wi th in wh ich  correct ions wil l  b e  comp le te d . 

P lease  send  your  rep ly  to  th e  F o o d  a n d  D rug  A d m inistrat ion, A tte n tio n : B ruce  W il l iam son , 
Comp l i ance  O fficer, 2 2 2 0 1  2 3 1 d  Dr ive S E , B o thel l ,  W A  9 8 0 2 1 . If you  have  ques tions  
rega rd ing  any  issue in  th is  letter, p lease  con tac t B ruce  W il l iam son , Comp l i ance  O fficer, a t 
(425 )  4 8 3 - 4 9 7 6 . 

Char les  M . B reen  
District Di rector  

Enc losu re : 
F o r m  F D A  4 8 3  

cc: Ju l ie  A . Co rne t? , D .V .M ./U S D A /FS IS /Tissue Res idue  Case  N o . 02 -1028 -K )  


