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February 2, 2005

BY HAND DELIVERY

Gloria Ortega

Division of Dockets Management

Food and Drug Administration

5630 Fishers Lane, Room 1061 (HFA-305)
Rockville, Maryland 20852

Re: Docket No. 2004P-0334

Dear Ms. Ortega:

JENNIFER B DAVIS
OF COUNSEL

DAVID B CLISSOLD

JICASSANDRA'A: SOLFIS

- FOSEPHINE M TORRENTE
MICHELLE L BUTLER
ANNE MARIE MURPHY
PAUL L FERRARI
LARRY K HOUCK
DARA S KATCHER®
KURT R KARST
SHAWN M BROWNS
JULIE C KLISH*
CHRISTINE P BUMP*

*NOT ADMITTED IN DC

DIRECT DIAL (202) 737-7554

Per your request, enclosed please find three (3) copies of the attachments for our
July 23, 2004 Citizen Petition (Docket No. 2004P-0334).

Please contact me with any additional questions.

JMT/dmh

' Enclosure

2603 MAIN STREET
SUITE 760
IRVINE, CALIFORNIA 92614
9491 853-7400
FAX 1949} 553-7433

Sincerely,

N\ 7 —

Josephine M. Torrente

Sur |

4819 EMPEROR BOULEVARD

SUITE 400

DURHAM, NORTH CAROLINA 27703

2004 F D33

919) 313-4750

FAX (919) 313-4751



