LAW OFFICES

KLEINFELD, KAPLAN AND BECKER, LLP

THOMAS O. HENTELEFF WEST COAST OFFICE:

KINSEY 5. REAGAN 140 NINETEENTH STREET, N.W. STEUART TOWER, SUITE 1450
PETER R. MATHERS SAN FRANCISCO, CA 94(105-1313
ANTHONY L. YOUNG WASHlNGTON’ D' C' 20036 6606 TELEPHONE (415) 538-00i14
BONNIE A. BEAVERS . * FMCS £, ) 538-0016
DONNIE A BEAVE TELEPHONE (202) 223 5|2<2 4 9 2 03 MAY <6 P‘2 Zns

GLENN E. DAVIS -

STACY L ENRLICH FACSIMILE (202) 223-5619 VINCENT A. KLEINFELD
JENNIFER A. DAVIDSON www kkblaw com 1907-1993

STACEY L. VALERIO ALAN H. KAPLAN
ROBERT O. WINTERS 1930- 2001

OF COUNSEL.

HARVEY A, SUSSMAN May 6, 2003

Dockets Management Branch (HFA-305)
Food and Drug Administration

5630 Fishers Lane, Room 1061
Rockville, MD 20852

Re: Docket Nos. 76N-0377 and 98P-1041; DESI 7661

Dear Sir or Madam:

The Federal Register of April 14, 2002 contained a notice amending a previous Federal Register
notice as to the above referenced DESI for certain estrogen-androgen combination drugs and offering an
opportunity for a hearing to persons affected by this action.

Solvay Pharmaceuticals, Inc. (“Solvay”), holder of pending ANDA 87-212 for Estratest® H.S.
and ANDA 87-597 for Estratest®, is affected by this action and hereby requests a hearing on the above
notice. Solvay will submit data, information and views in support of this request for hearing on or before
June 13, 2003.

Respectfully submitted,

By //«4%4/

Thomas O. Hénteleff
Richard S. Morey
Peter R. Mathers
Stacy L. Ehrlich

KLEINFELD KAPLAN AND BECKER, LLP
1140 19" Street, NW

Washington, DC 20036

(202) 223-5120

Counsel for Solvay Pharmaceuticals, Inc.

Walt Addison Linscott, Esq.
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