From: Hommel, Carolyn - OC on behalf of OC GCP Questions
‘Sent: Tuestiay, May 23, 2006 3:48 PM

To: [purged]
‘Subject: RE: Druginfo Comment Form FDA/CDER Site:

Dear [purger]

Neither the! Itsmy

qidan However, FDA'sofficia guidance, the ICH E6 "Good Clinical Practice,

Section40.1: * mpleteness,legibility,

Section 492 " 3

Section 493 "Any change or tialed, entry (ie. an auditt

1 hope thisis hepful
Sincerely,

Carolyn Hommel

‘Consumer Safety Officer

‘Good Clinical Practice Program

Officeof Science and Helth Coordination

Officeof the Commissioner

U.S Food and Drug Administration (HF-32)
ishers Lane, Room 14-B17

Rockville, MD 20857

Phone: 301/827-3340
Fax. 30827-1169

P 1L CFR 1085, but rather is an informal 21CFR

—Oriinal Message-
From: [purged]

Sen: Wednesiay, May 10,2006 3157 AM
To: COER DRUG INFO

Subject: RE: Druginfo Comment Form FDA/CDER Site

Al
SifMadam,

“Thark you for the reply. | am looking for any documented Standard for deta.
(ie

percentage
in cinica deta management setup. Could you plecse help me with this
Regards,
[purged]
"CDER DRUG INFO"
<DRUGINFO@ederfd
agov>
[purged]

10/05/2006 12:49 «
AM

Subject
RE: Druginfo Comment Form FDAICDER
ste

Dear [purger]

Therk you for your for

Adminisiration (FDA).

try tohelp you.
Sincerdly,
Division of Drug Information
D202D

CFR 1085 () and
aninformal communication that represents our best judgment at this time
but does not consiitute an advisory opinion, does not necessrily

represent the formal position of FDA, and does not bind or othenwise
obligate or commit the agency to the views expressed.

igina Message-
From: [purg

Sent: Mondey, May 08, 2006 10:46 PM
To: CDER DRUG INFO

‘Subject: Druginfo Comment Form FDA/CDER Site

Name: (purgec]

E-Mail [purged]
Comments:

entry data?

postion of FDA, and does ot bind or

commit the agency
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