From: Lee, Bonnie on behalf of OC GCP Questions
‘Sent: Tuesday, May 09, 2006 4:52 PM

Subject: RE: posting of inclusion/exclusion criteria

Dear Colleen,

Your email below has been referrect to me for response. Itsimportant for the IR to know, t the time of study approval,

i

In one worst case scenario, |

patients that could lead

astudy aswell

1 hope thisis helpful to you.
Sincerely,
Bonnie

BomnieM. Lee

‘Associate Director for Human Subject Protection Policy

Good Clinical Practice Program, FDA

Note new el address: Bonnie L ee@FDA. HHS.GOV.

A opinior

21 CFR 10.85, but rather is an informal under 21 CFR 10.85(K)

judgment of

I believe that the IRB

is against AMA policy for

posters,directed at physicians, possib

for Further, I'm not

idy to ensurethat

acourate,

S0, the answer (0 your question is "yes, the plan and poster need IRB review before they are implemented.

Original Message——

From: [purged]

Sent: Friday, May 05, 2006 11:44 AM

To: CDER DRUG INFO

‘Subject: Druginfo Comment Form FDA/CDER Site

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

Comments: If in patient

necessarily represent the formal position of FDA, and does not bind or

Thus,

commit the agency

theny; they recruitment ool for

the consent
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