From: Hommel, Carolyn - OC

Sent: Friday, May 14, 2004 4:14 PM
To: [purged]
Subject: Link

Dear Ms. [purged]:
Here is the link to ORA's home page:
http://www.fda.gov/ora

You would then want to click on "Inspectional Reference" (in the second column),
followed by "Field Management Directives”. The document you seek is "Field
Management Directive No. 145, "Subject: Procedure for Release of Establishment
Inspection Report to the Inspected Establishment.”

Let me know if you have any difficulty opening the page.
Sincerely,

Carolyn Hommel

Consumer Safety Officer

Good Clinical Practice Program

Office of Science and Health Coordination
Office of the Commissioner

U.S. Food and Drug Administration (HF-34)
5600 Fishers Lane, Room 9C24

Rockville, MD 20857

Phone: 301/827-3340
Fax: 301/827-1169

This communication does not constitute a written advisory opinion under 21 CFR 10.85, but rather is an informal
communication under 21 CFR 10.85(k) which represents the best judgment of the employee providing it. This
information does not necessarily represent the formal position of FDA, and does not bind or otherwise obligate or commit
the agency to the views expressed.



