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IN THE UNITED STATES DIgTRICT COURT 
FOR THE DISTRICT OF MARYLAND 

ALPKARMA, INC., 

Plaintiff 

v. 

MARK B. MCCLELLAN, 
Commissioner of Food h Drugs, 
FOOD & DRUG ADMINISTRATION 

and 

FOOD & DRUG ADMINISTRATION, 

Defendants 

* * * * 

* 
* 
* 
* 
* CIVIL ACTION NO. PJM-03-1406 
* 
* 
* 
* 
* 
* 
* 
* 
* 
* 

*** * * * * 

MOTION FOR ENLARGEMENT OF TIME 

The Defendant, Mark B. McClellan, M.D., PH.D., the 

Commissioner of Food and Drugs, and the Food and Drug 

Administration ("FDA"), by his attorneys, Thomas M. DiBiagio, 

United States Attorney for the District of Maryland, and 

undersigned counsel , move, pursuant to Fed.R.Civ.P.G(b), to enlarge 

the time for filing a responsive pleading in the above-captioned 

case for the following reasons: 

1. The Plaintiff, Alpharma, Inc., first filed the instant 

declaratory and injunctive relief action in the United States 

District Court for the District of Maryland on May 13, 2003. See 

Docket entries in Alpharma, Inc. v. FDA, et al., Civ. No. PJM-03- 

1406. 

2. Alpharma seeks, inter alia, a declaratory judgment that 



the FDA impermissibly granted a certain company approval to 

distribute and market an animal feed additive (a strain of 

Bacitracin) for which only Alpharma had such approval. A 

responsive pleading from the FDA is due presently on July 14, 2003. 

3. The FDA is currently in the process of preparing a Federal 

Register notice that will address the issue raised.by the instant 

action. The notice is expected to be published within the next 30 

days. 

4. Given that this agency action may alter the positions of 

the parties and will impact the disposition of the case, the FDA 

requests an extension of time until August 13, 2003 to complete 

preparation of its responsive pleading in a substance and form 

suitable for submission to the Court. 

5. Plaintiff does not consent to the proposed extension. 

6. This motion is not made for purposes of delay. 

WHEREFORE, it is respectfully requested that this Honorable 

Court grant leave for the Defendant to file its responsive pleading 



.I in the instant case on August 13, 2003. 

Respectfully submitted, 

THQMAS M. DIBIAGIO 
United States Attorney 

TARRA DeSHIELDS 
Assistant United States Attorney 
General Bar No. 07749 

Office of the United States Attorney 
6625 United States Courthouse 
101 West Lombard Street 
Baltimore, Maryland 212‘02 
(410) 209-4800 

DRAKE CUTINI 
Trial Attorney 
Office of Consumer Litigation 
Department of Justice 
P.O. Box 386 
Washington, D.C., 20044 

telephone: (202) 514-1586 
facsimile: (202) 514-8742 

Counsel for Defendant 

OF COUNSEL: 

ALEX M. AZAR II 
General Counsel 
Department of Health and Human Services 

DANIEL E. TROY 
Chief Counsel 
Food and Drug Administration 

BARBARA J. ALKALAY 
Associate Chief Counsel 
Food and Drug Administration 
Rockville, Maryland 20857 
telephone: (301) 827-9106 



1 facsimile: (301) 827-0973 

CERTIFICATE OF SERVICE 

I HEREBY CERTIFY that on this 10th day of July, 2003, one copy 

of the foregoing Motion for Enlargement of Time was electronically 

filed and mailed, postage prepaid, to Douglas J. Beher, Keller and 

Heckman, LLP, 1001 G Street, N.W., Washington, D.C. 20001. 

/S/ 
TARRA DeSHIELDS 
Assistant United States Attorney 


