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From: Lee, Bonnie on behalf of OC GCP Questions
Sent: Monday, April 10, 2006 12:14 PM
To: [purged]
Cc: Chhabra, Renu
Subject: FW: study recertification

Dear Carol, 

I do not know of any FDA regulation that would require your study site to reapply as a new site because your paperwork was submitted late to the IRB.  In thinking about your question, however, I wonder whether it is possible that you are referring to a situation where IRB continuing review was due to occur on a certain date, you missed that date which allowed the initial IRB approval to expire for your study site, and therefore the IRB is requiring the submission of your study "as a new site" because you missed the continuing review date.  FDA regulations do require IRB continuing review of research according to the degree of risk, but at least once a year.  (21 CFR 56.109(f)  Although some IRBs talk about IRB approval "expiring", there is nothing in the regulations that explicitly uses that terminology.  As a way to enforce the IRB's continuing review requirements (and compliance with the regulations), I suppose that some IRBs may require reapplication under the theory that your study's approval "expired" and that is the way they proceed.  You did not mention how late you were in submitting your paperwork--that may be relevant because some institutions allow a short grace period for receipt of reports (e.g., no more than 30 days).  Another consideration is whether this was a multi-center trial and whether there was a central IRB that was responsible for conducting the initial and continuing review of all sites.  In that case, if you were "late" I can see some rationale for asking you to reapply as a new site, if the experience of the study at your site could not be considered with the others.   

I hope this information is helpful to you.

Bonnie

Bonnie M. Lee
Associate Director for Human Subject Protection Policy
Good Clinical Practice Program, FDA
Note new email address: Bonnie.Lee@FDA.HHS.GOV
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.

-----Original Message-----
From: Chhabra, Renu 
Sent: Friday, April 07, 2006 10:43 AM
To: OC GCP Questions
Subject: study recertification

Do you all have any information on this?

Renu Chhabra, Pharm.D.
LCDR, USPHS
Division of Drug Information/CDER/FDA, HFD-240
301-827-0505
renu.chhabra@fda.hhs.gov

-----Original Message-----
From: [purged]
Sent: Wednesday, April 05, 2006 3:06 PM
To: CDER DRUG INFO
Subject: DrugInfo Comment Form FDA/CDER Site

  Name: [purged]

  E-Mail: [purged]

  Comments: I have a queston concerning recertification for an on- going study that will probably run until 2010.

I was recently told that because my paper work was late to the IRB, our site had to reapply as a new site, because of a new FDA ruling. Is this true?  Thanks for your help. [purged]
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