


IN TRR UNITED STATES DISTRICT COURT 
F'ORTHBDISl'RICTOFM?&RYUND 

ALPHARMA INC., 

Plaintiff, 

Y. 
3 

Civil Action No. 8:83-ov-OIQOGPJM 

MARK B. MC-, M.D. ) 
PH.D., COMMISSIONER OF .I' 
POOD AND DRWGS, FOOD 1 
AND DRUG ADMINISTRATION 1 

and 

~FOODANDDRVG 
ADMINISTRATXON, 

Defendants. 

STTPUIIATLON AND ORDRR OF DLSMISSAL 

WHEREAS, Alphama Inc. nAlpharman) has sued Mark B. 

McClellan, M.D., Ph.D., Conmissioner of Food and Drugrr, and the 

Food and Drug Administration "FDA* for declaratory judgment and 

injunctive relief alleging that the FDA has not approved certain 

claima being made for Pennitracin MD, a bacitracin methylexae 

diealfcylate product of PennField Oil Co,. "PennPield' ; and 

WHEREAS, PDA addressed the matter of PennField's claima when 

it published in the Federal Register on August 8, 2003, a Notice 

of Opportunity for Hearing, 68 Fed. Reg. 47332 (Aug. 8, ,2003)$ 

and a Notice of Proposed Rulemaking, 68 Fed. Reg. 47272 (Aug. 8, 

2003) ; and 
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WHERSAS Alphama doee not agree with all of the conclueione 

stated by FDA in the Notice of Opportunity for Hearing, 68 Fed 

Reg. 47332 (Aug. 8, 2003); end 

WHERgAs, Alphama and FDA ("the partieon) wiah to reeolve 
\ this matter without any admiseion or finding of liability or 

wrongdoing; 

THEREFORE, it ie AQREED AND STIPUWITED between the parties 

and the COURT SO FINDS: 

A. FDA has stated in the Federal Register that PennField is 

transitionally approved to make the following claime for its 

bacitracin methylene dfaalicylate Type A medicate&article for 

use in animal feed (see 41 Fed. Reg. 8282 (Feb. 25, 1976)): 

1. 4 to 50 grame/ton Chickens: For growth promotion 
and feed efficiency. 

2. 4 to 50 grams/ton Turkeys: For growth promotion 
and feed efficiency. 

3. 4 to 50 grqms/ton Pheaeants: For growth promtion 
and feed efficiency. 

4. 5 to 20 grams/ton Quail not over 5 weeke of age: 
For growth promotion and feed efficiency. 

5. 10 to 50 grams/ton Swine: For growth pxomotion end 
feed efficiency. 

6. 10 to 50 grams/ton chickena: maintaining or 
increaeing egg $roduction. 

7. 50 to 100 grams/ton Chickens: prevention of 
chronic respiratory dieeaee (air-sac infection); blue 
comb (nonepecific infectious enteritis). 

8. 50 to 100 grams/ton Swine: aid in prevention of 
bacterial swine enteritis 
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9. 55 to 155 grams/ton Turkeys: prevention of 
infectious sinusitis, blue comb (mud fever). 

15. 100 grams/ton Chickens: maintai'ning or increasing 
hat&ability of eggs. 

100 grams/ton Chickane:: during times of atreee 
&rention of diaeaees named in former section 121.242, 
caused by organisms susceptible to bacitracia. 

12. 100 grams/ton Chickens: prevention of early 
mortality of chicks due to susceptible organisms. 

13. 100 gram&on Swine1 treatment of bacterial swine 
enteritis. 

14. 100 to 200 grams/ton Chickens: treatment of 
chronic rcapiratory dieeaae (air-sac infection); 1 
comb (nonepecffic infectious enteritis). 

15. 100 to 205 gramm/ton Turkeya: treatment of 
infectioucr airruiritie, blue comb (mud fever). 

16. 70 milligranrcr/head/day Feedlot beef cattle; 
reduction in the number of liver condemnations due to 
absceeeee . 

17. 250 milligrams/head/day Feedlot beef cattle; 
reduction in the number of liver condemnationa due to 
daceases; and 

B. Since the transitional approval that FM states exists 

ae described in paragraph A, FDA ha8 not publiehed in the Federal 

Register any approval notice pursuant to 21 U.S.C. 8 360&(i) for 

PennPield or its predecessors for a bacitracin methylene 

diealicylate Type A medicated article for use in animal feed; and 

C. PDA haa no record that PennField haa applied for or is 

approved to make the following claims for its bacitracin 

methylene disalicylate product: 

3 



1. SO grams/ton Broiler chickens: Ae an aid in 
prevention of necrotic enteritis caused by or 
complicated by Clostrfdium epp. or other organisms 
eusceptible to bacitracin methylene diealicylatc~ 

2. 100-200 grams/ton Broiler chickene: Ae en aid in 
the control of necrotic enteritis caused by or 
complicated by Cloetridium ~lpp. or other organiema 
rrueceptible to bacitracin methylene diealicylate. 
CAUTION: To control a necrotic enteritis outbreak, 
start medication at the first clinical sfgne of the 
dieease. The dosage range permitted provides far 
different levele based on severity of the disease. 
Consult a poultry diagnostic laboratory or pathc$logiet 
to determine the diagnoeis and advice regarding the 
optimal level of drug. Adminirrrter continua-1y:for 5 
to 7 days or ae long a8 clinical signa persist, and 
then reduce medication to prevention level (SO grams 
per ton) f 

3. lo-25 grams/ton Laying hens: For increased egg 
production and improved feed efficiency during the 
first Seven month8 of production; 

4. 200 grams/ton Growing turkeya: As an aid in 
control of trarumieeible enteritis in growfng turkeys 
complicated by organietne eueceptible to bacitracin 
methylene dfealicylate. Feed continuously ae the sole 
ration; 

5. 250 grams/ton Growing/ffniahing swine: For control 
of swine dysentery (bloody Scours) aeeociated with 
Treponema hyodysenteriae in pigs up to 250 lbs body 
weight. Feed 250 grama per ton of complete feed on 
premioem with history of ewina dysentery, but where 
signa of dieease have not yet occurred or following an 
approved treatment of the disease condition. T&e 250 
grama per ton level will provide 5 to 7 &lb in swine 
weighing 40 to 250 lbs. 
C!AD!UON: Diagnosis should be confirmed by a 
veterinarian when resulte are not eatiefactory. Feed 
containing an approved level of bacftracin methylene 
disalicylate should be feed (sic) aa the eole ration; 

6. 250 grams/ton Pregnant sowsi For control of 
cloetridial enteritis caused by C. perfringens in 
suckling pige when fed to sowa from 14 days before 
through 21 days after fax-rowing on premiees with a 
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history of clorrtridial scours. CAUTION: Diagnoeis 
should be confimed by a veterinarian when results are 
not satiefactory, Feed containing an approved level of 
bacitracin raethyleti diaalicylate should be feed (sic) 
ae the eole ration; and 

7. 200 grams/ton Quail: For prevention of ulCerative 
enteritis in @wing quail due to Closttidium colinum 
susceptible to bacitracin methylene dieallcylate. Peed 
continuouely as sole ration. 

e Alphama's Complaint, Exh. 8. 

It Is FURTHBR AGRERD AND STIPUIJU'BD, pursuant to Federal 

Rule of Civil Procedure 41(a) (21, that thie ca.8e be dismiessd 

with Prejudice, and each Party shall bear ite owu costs and feee 

upon the entry of this Grder. 

JOHN B. DWKCK, to be admitted 
pro hat vice 
FREDERICK A. STEARNS, 
admitted pro hat vfcc 
LYNN LGRIS OWENS, 
admitted pro hat vice 
Keller and Heckman I&P 
1001 G Street, N.W. 
Washington, D.C. 20001 

Counsel for Plaintiff Alphama 

TARRADESKIWDDS - 
Aaeiotant U.S. Attorney 
6625 W.S. Courthouse 
101 Weet Lombard Street 
Baltimore, Maryland 21201-2692 
Telephone: (410) 209-4841 
Facsimile: (4101 962-2310 

%dM, 
DRAKRCUTINI 
Trial Attorney 
Office of Coneumer Litigation 
Department of Juartice 
P.O. Box 386 
Washington, DC 20044 
Telephone: (202) 307-0044 
Faceimile: (202) 514-8742 
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ALEX M, AZAR 11 
General Ccurmsl 
Department of Health and 
Human Semicee 

DAMnL E. TROY 
Chief Counee~ 
Food and Drug Adrainietration 

MREARA if. ALx3uJbY 
A8scxziate Chief Counsel 

for Enforcemeiat 
Food and Dzug Adminfetration 
Rockuille, Maryland 20857 

Counsel for Defendants Mark 
B. McClellan, M.D., Ph.D., and 
Food and Drug Administration 

BASED ON the stipulations and findings set out above, it is this 

--. day of 8 2003, ORDERED, pursuant to Federal 

Rule of Civil Procedure 41(a) (21, that this case is dismissed 

with prejudice, and each party shall bear its awn costs and fees 

upon the entry of this Order 

Peter J, Mefdtte 
United State8 District Court Judge 
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