o DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service
WM My, Food and Drug Administration
: Division of Freedom of Information
5600 Fishers Lane, HFI-35
Rockville, MD 20857

May 18, 2009

File: 07-8316

Kerry M. Donahue, Esq.
BELLINGER & DONAHUE
6295 Emerald Parkway
Dublin, OH 43016

Dear Mr. Donahue:

This is in response to your letter dated August 15, 2007, in which you requested the following:

[A] copy of all letters written to the FDA (or prepared by the FDA) and purported to be from
Dr. Scher, Dr. Hussain and Doctor Fleming in between March 29th 2007 and April 30th of
2007, regarding the BLA submitted for Provenge also known as Sipuleucel-T including the
envelope or other means of communication whereby the FDA received such letters and a copy
of any record of those letters then being disclosed to any media or other persons or
specifically a publication called "The Cancer Letter", including the means of communication
to the Cancer Letter of the Scher, Hussain and Fleming letters from the FDA or its employees
to outside persons, publications or companies.

Your request was received in the Center for Drug Evaluation and Research (CDER) on October 15, 2007.

The records located in CDER’s search are enclosed. The following charges may be included in a monthly
invoice:

Search: $0 Review: $0 Reproduction: $0.40  TOTAL: $0.40
The above total may not reflect final charges for this request.

PLEASE DO NOT SEND PAYMENT UNLESS YOU RECEIVE AN INVOICE FOR THE TOTAL
MONTHLY FEE.

This concludes CDER’s response to your request.

Sincerely,

Howed R Philipe

Howard R. Philips
FDA/CDER/Division of Informatlon Disclosure Policy

Enclosure: 4 pages



