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US. REGULATORY AFFAIRS

February 5, 2001

James R. Hunter

Food and Drug Administration

Center for Drug Evaluation and Research (HFD-9)
5600 Fishers Lane

Rockville, MD 20857

Dear Mr. Hunter:
Iam writing in response to the Federal Register notice (Vol. 66, No. 6) published on

January 9, 2001 advising of FDA seeking volunteers for the pilot project involving the
electronic filing of drug registration and listing information.

Wyeth-Ayerst is interested in participating in this pilot project. We presently maintain
approximately 900 product listings under 11 labeler codes and 12 drug establishment
registrations in an Access database. We believe this program offers an excellent opportunity
to test electronic communication between FDA and Wyeth-Ayerst.

~I'look forward to hearing from you regarding our participation. Please contact me at (610)

902-3726 or by facsimile at (610) 964-5686.
Sincerely,
WYETH-AYERST LABORATORIES
Mary Alice Dankulich

Associate Director
Worldwide Regulatory Affairs
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