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   DEPARTMENT OF HEALTH & HUMAN SERVICES default

         

Public Health Service


ADVANCE \r360

ADVANCE \d3
Food and Drug Administration

ADVANCE \r360
Rockville, MD  20857
November 5, 2003

Michael S. Labson

Covington & Burling

1201 Pennsylvania Avenue, N.W.

Washington, DC  20004-2401

Dear Mr. Labson:

Your petition on behalf of Wyeth Pharmaceuticals requesting the Food and Drug Administration to refrain from approving any Abbreviated New Drug Application for sirolimus with Rapamune (sirolimus) as the reference listed drug before the expiration of the statuatory exclusivity that applies to Rapamune  was received by this office on 11/05/2003.  It was assigned docket number 2003P-0518 and it was filed on 11/05/2003.

Please refer to this docket number in future correspondence on this subject with the Agency.

Lyle D. Jaffe

Division of Dockets Management

