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To:
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Date: Thursday, July 27, 2017 2:31:00 PM

Hello ,
 
Your question was forwarded to me from the Center for Drug Evaluation and Research.  In response
to your question, the guidance, “IRB Waiver or Alteration of Informed Consent for Clinical
Investigations Involving No More Than Minimal Risk to Human Subjects,” could apply to certain
clinical investigations involving children (i.e., under 21 CFR 50.51), if the circumstances described in
Section IV of the guidance apply.  For questions about a specific clinical investigation, please contact
the appropriate Center.  Contact information is listed on pages 4-5 of the guidance. 
 
Best regards,
Janet Norden,
Office of Good Clinical Practice, FDA
301-796-1127
janet.norden@fda.hhs.gov
 

From:  
Sent: Tuesday, July 25, 2017 9:45 AM
To: 
Subject: Waiver Guidance for Minimal Risk Research
 
Re: IRB Waiver or Alteration of Informed Consent for Clinical Investigations Involving No More
Than Minimal Risk to Human Subjects
 
 
Thank you for the guidance that will allow the IRB to apply the existing HHS consent
waiver/alteration criteria for minimal risk research, such as cluster randomized trials or
retrospective record reviews.    The guidance doesn’t specify adult and children are not
specifically addressed.   Would this allowance apply to applicable Category 1 (21CFR50.51)
Minimal Risk research in children which requires adequate provisions to obtain parental
permission?  
Applicable studies being retrospective record reviews, etc., where no other statutory rules
apply (e.g., such as the Newborn Screening Act requiring permission for use of blood spots).
 
Best regards,
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