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DEPARTMENT OF HEALTH & HUMAN SERVICES Pubfc iHeafth Senvice

Food and Drug Adrministration

Cente:r for Blelogles Evalustion and Resse
1401 Rockvilla Pike

Rockvilla MD 208521448

JAN 17 208

Rory Keamey, President
CarcTolLive

P.0O. Box 464

Thorofare, NI 08086-0464

Rez: Do_ck_et No. 2007P-G297/CP1

Dear Mr. Kearney:

[ am writing to inform you that the Food and Drug Acministration (FDA) has not yet completed
jts response to the issues Taised in your citizen petition submitted on July 27, 2(:07. In your
citizen petition, you request the Commissioncr of Foud 2nd Drugs to reconsider FDA’s failure to
grant approval to a biclogics license application for Provenge.

We sre still considering your request and suppotting information statcd in your citizeu petition.
This interim vesponse js provided in accordance with FDA. regulations on ¢itizen petitions

(2% CFR 10.30(e)(2)}. Wewill respond to your petition 22 SOOI 28 We tave reached a decision
on your request.

Sincerely yours,

_Hom <

Jesse L. Goodman,
Director
Center for Biologics Evaluation and Research

D.MPH

ce: Division of Dockets Management
(HFA-305)





