From: OC GCP Questions

To:
Subject: RE: Waiver/Alteration Guidance
Date: Wednesday, August 09, 2017 2:34:00 PM

Attachments: ]
Dear I\/Is.-,

Your question was forwarded to FDA’s Office of Good Clinical Practice. In response to your question,
the “IRB Waiver or Alteration of Informed Consent for Clinical Investigations Involving No More than
Minimal Risk to Human Subjects” guidance could apply to assent and parental permission for FDA-
regulated minimal risk clinical investigations that involve children, if the circumstances described in
Section IV of the guidance apply.

Best regards,

Janet Norden

Office of Good Clinical Practice, FDA
301-796-1127
janet.norden@fda.hhs.gov

From:

Sent: Friday, August 04, 2017 4:43 PM
To: ﬂ

Subject: Waiver/Alteration Guidance

oeor I

The_ has a question regarding the new FDA guidance issued July 2017 entitled,
IRB Waiver or Alteration of Informed Consent for Clinical Investigations Involving No More Than

Minimal Risk to Human Subjects. Does this guidance apply to research involving children (i.e., assent
and parental permission)? We are in the process of revising policies and our electronic IRB
application system and this question arose.

Thank you for your assistance.

Sincerely,
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