From: Hommel, Carolyn - OC on behf of OC GCP Questions
Sent: Thursday, September 14, 2006 11:24 AM

To: [purged]
‘Subject: RE: Question

Desr [purged)

While FDA of 19 quality (cGMPS), FDA doesNOT

audit

of dlinical

However,

iy help.

own.

program.

I'mthinking primerily of FDA's nternal Staff Manual

(SMG 2020). For example, Section 4.4 of SM

to contact some of y (eg. the Society for Clirical to seeif they

I hope thisis helpiul
Sncerely,

Carolyn Hommel
Consumer Safety Officer

Good Clinical Practice Program

Office of Science and Heelth Coordination
Office of the Commissioner

U.S. Food and Drug Administration (HF-34)
5600 Fishers Lane, Room 14817
Rockville, MD 20857

Prone: 30V827-3340
Fax: 30U827-1169

21 CFR 10,85, but rather is an informal 1CFR

Original Message-—-
From: [pur

Sent: Monday, Augus 28, 2006 457 PM
To: OC GCP Quesiions

Subject: Question

What would bethe best way 1o develop arisk base:
assessment for an interal audit program?
‘Specifically, the dinica deveploment area.

Do YouYanoo!?
“Tired of spam? Yahoo! Mail hasthe best spam protection around
hitp:jmeil yzhoo.com

necesssrily repr

mal position of FDA, and does not bind or

commit

e

ctions that may be relevart,

“risk”

Hereis alink to the full text of the quidance: hitp:/www.fda gov/smo/vol /200012020 himi
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