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_( DEPARTMENT OF HEALTH AND HUMAN SERVICES  Public Health Service

%,

Center for Drug Evaluation and Research
Office of Regulatory Policy

Division of Information Disclosure Policy
5600 Fishers Lane, HFD-13

Rockville, Maryland 20857

(7

August 24, 2005
In Response Refer to File:  F05-8460

ProCon.Org

ATTN: Jeffrey Yablan

100 Wilshire Blvd., 3" Floor
Santa Monica, CA 90401

Dear Mr. Yablan,

This is in response to your letter of 6/24/05, in which you requested adverse events associated with
the use of Anzemet. Your request was received in the Center for Drug Evaluation and Research on
6/28/05.

Please find the enclosed data which summarizes reports of events to the above mentioned drug(s).
This data contains only reports of adverse events which have been entered into the computerized
filing system maintained by the Office of Drug Safety. This AERS report may include duplicate
reports (e.g., more than one report for the same adverse event).

Charges of $74.00 (Search $19.00, Review $, Reproduction $, Computer time $55.00) will be
included in a monthly invoice. DO NOT SEND ANY PAYMENT UNTIL YOU RECEIVE AN
INVOICE.

If there are any problems with this response, please notify us in writing of your specific
problem(s). Please reference the above file number.

This concludes the response from the Center for Drug Evaluation and Research.

Sincerely,

Harold D. Stepper

Paralegal Specialist

Office of Regulatory Policy

Division of Information Disclosure Policy, HFD-13
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