From: Hommel, Carolyn - OC on behaif of OC GCP Questions
Sent: Monday, February 13, 2006 3:53 PM

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

Thank you for the clarfication of what you meant by "data query response.”

You seid the sites use the "data query responses” to “answer [your] questions’ or to clarify trial data. In answer to your your original
emal, a"data query response” would not qualify or an original document used BY THE SITE to capture dliical findings, observations, or other dlinical datadirectly onto a Case Report Form (CRF), in which case a CRF WOULD be a source document ]

In general, if CRF, the answer going medical records, the phy hospital chart(s), lab resuts, x-ray films, EKG) the andwhy it RF. If aCi trail, that clearly when, and for what reason. Any th theCl.

| jour statement that you the source, and "EXPECT THE SOURCE TO BE UPDATED OR CORRECTED, IF NEEDED, IN RESPONSE TO A QUERY." ] Perhaps| am . but corrected " isNOT

original records of clinical findings, observations, or other activitiesin adlinical trial necessary for thetrial The CF the o

andiif the CRF does not then the CRF (NOT when, and why.

FD, RFS. Thisis how they reconstruct the study and determineif the clinical investigator properly conducted the study (e.g., followed the study protocol; appropriately included or accuratdy any concomitant the subjects, appropriately of the study; etc)

I FDA' pecti the Compl chapters for linica Oncethere, dlick on”" ogranm” (the last itemin

You might find it helptul to review FDA's official guidance on dlinical trials, the ICH E6, "Good Clinical Practice: C g the G “ g “source datat and " . het [See sections 151 and 1.52]
1 hope this answers your questions.
Sincerely,
Carolyn Hommel
%
Office of Science and Health Coordination
Office of the Commissioner
U.S. Food and Drug Administration (HF-34)
5600 Fishers L ane, Room 9C24
Rockville, MD 20857
Note new e-mail address: Carolyn Hommel@fdahhs gov

Prone: 301/827-3340
Fac 301/827-1169

21CFR 1085, but rather is an informal 21CFR1085(K) judgment of it necessarily represent the formal position of FDA, and does not bind or commit the agen

——Original Message-—
From: [purged]
Sent: W . Februzry 08, 2006 12:24 PM
To: '0C GCP Quesiions

‘Subject: RE: Druginfo Comment Form FDA/CDER Site

Dear Ms. Hommel,

When | review study deta a aresearch site (as asite monitor), | issue
o darif or

y

request that missing datais entered into the Case Report Forms These
" data queries” questions are

the "data query responses”

1 hope this helps.

Thank you,
[purged]

Original Message-
From: Hommel, Carolyn - OC [mailto:carolyn hommel @fdahhs.gov] On Benalf
Of OC GCP Questions

‘Sent: Tuesday, February 07, 2006 2:51 PM

To: [purged]

‘Subject: RE: Druginfo Comment Form FDA/CDER Site

Dear Ms. [purged]

Your inquiry wes forwarded to me for aresponse, but | am ot familiar
wiith the term that you are using, specifically what you mean by "data
query response” Could you clarify what you mean?

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 L ane, Room 9C24
Rockville, MD 20857

Note new e-mail address: Carolyn Hommel @fdahhs gov

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

21 CFR 1085, but rather is an informal communication under 21 CFR

1085(K) judgment of
it represent the formal position
of FDA, and does ot bind or otherwise obligate or commit the agency to
the views expressed.

~--~Original Message--—-
From: [purged]

‘Sent: Wednestday, February 01, 2006 12:57 PM

To: CDER DRUGINFO

‘Subject: Druginfo Comment Form FDAICDER Site

Name: [purged]
E-Mail: [purged]
Comments: Hello -

|

On site, | dlways verify the site's data query responses against the

source, and expect the source to be updated or corrected, if needed, in
response o aquery.

| disagrees,
1 53y that into the eCRF and qu

part of 'data collection. The source s completely different from data
collection.

Question: Can data query responses by the site ever be considered
source?

Many thanks for your input to this question.

[purged)
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