From: OC GCP Questions

To:
Subject: RE: IRB Records and Part 11 Compliance
Date: Thursday, February 04, 2016 12:42:00 PM

Hil-

Thanks again for your question and your patience in waiting for my response. As | mentioned to you, | needed to consult with some
colleagues over in CDER’s Office of Scientific Investigations (OSl) before responding. Generally speaking, unless a sponsor is using
an IRB record as a report required under 21 CFR 312.57, IRB records that the sponsor has would not fall under the sponsor’s
recordkeeping requirements as outlined in 21 CFR 312.57.

| hope this information is useful. If you need further information and/or have additional questions, please feel free to contact us at
the official GCP mailbox, gcp.questions@fda.hhs.gov. You may also find it useful to access the set of redacted GCP e-mails found at
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since we find that many questions and concerns are repeated over time.

Best Regards,
Janet

Janet Donnelly, RAC, CIP
Policy Analyst, Office of Good Clinical Practice
Office of Special Medical Programs, Food and Drug Administration

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.

From:

Sent: Monday, January 25, 2016 4:08 PM

To: OC GCP Questions

Subject: IRB Records and Part 11 Compliance

Dear FDA,

In reading the Part 11 guidance as well as the regulations, it remains unclear to me whether or not IRB documentation that the
sponsor receives would be considered records required under predicate rules. Can you tell me whether or not your current
interpretation includes IRB records?

Sincerely,
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