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Hello 
 
Here are responses to your two questions:

1.       Yes.  The “IRB Waiver or Alteration of Informed Consent for Clinical Investigations Involving
No More than Minimal Risk to Human Subjects” guidance could apply for parental
permission for FDA-regulated minimal risk clinical investigations that involve children, if the
circumstances described in Section IV of the guidance apply.

2.     The new guidance “IRBs Waiver or Alteration of Informed Consent for Clinical Investigations
Involving No More Than Minimal Risk to Human Subjects,” doesn’t impact the
recommendations in the “Guidance on Informed Consent for In Vitro Diagnostic Device
Studies Using Leftover Human Specimens that are Not Individually Identifiable” (April 25,
2006).  IRBs can still cite the 2006 guidance when waiving consent for investigations that use
de-identified leftover specimens, as described in the guidance. 

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

From:  
Sent: Wednesday, August 02, 2017 2:47 PM
To: OC GCP Questions
Subject: FDA Waiver of Informed Consent Guidance Questions
 
Hello,
We have reviewed FDA’s guidance “IRB Waiver or Alteration of Informed Consent for Clinical
Investigations Involving No More than Minimal Risk to Human Subjects, Guidance for Sponsors,
Investigators, and IRBs” that was just released and had a few questions about application of this
guidance:

1.       This guidance does not specifically address Subpart D.  Can the 4 informed consent
waiver/alteration criteria outlined in Section IV of the guidance also be applied for parental
permission for FDA-regulated minimal risk clinical investigations that involve children (since
21 CFR 50.55 cross-references part 50 consent requirements related to the determination of
parental permission)?

2.       Does this guidance have any impact on the “Guidance on Informed Consent for In Vitro
Diagnostic Device Studies Using Leftover Human Specimens that are Not Individually
Identifiable – April 25, 2006?” Can IRBs still cite this 2006 guidance when waiving consent for
investigations that use specimens that are not individually identifiable and meet the criteria
for exemption from the Investigational Device Exemptions (IDE) regulation at 21 CFR
812.2(c)(3)?

mailto:/O=FDA/OU=FIRST ADMINISTRATIVE GROUP/CN=RECIPIENTS/CN=GCPQUESTIONS



