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Dear 
 
Your questions were referred to FDA’s Office of Good Clinical Practice.  The “IRB Waiver or
Alteration of Informed Consent for Clinical Investigations Involving No More Than Minimal
Risk to Human Subjects” guidance would apply to clinical investigations that are FDA-
regulated, minimal risk, and that meet the criteria described in Section IV of the guidance.  In
response to your questions below, the guidance could apply in either scenario.  FDA-regulated
clinical investigations include clinical investigations of drugs and biologics that are conducted
under an IND and clinical investigations of drugs and biologics that are lawfully marketed in
the United States that are exempt from the IND regulations and are not conducted under an
IND (e.g., some post-marketing, phase 4 trials). 
 
If you have additional questions about a specific clinical investigation and the guidance
referenced in your questions, you should contact the appropriate Center, as listed on pages 4-5
of the guidance.  Other questions about drug clinical investigations should be directed to
druginfo@fda.hhs.gov or (855) 543-3784. 
 
Best regards,
Janet Norden
Office of Good Clinical Practice, FDA
301-796-1127
janet.norden@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.
 
 
 
From:   
Sent: Thursday, November 30, 2017 3:59 AM
To: 
Subject: IRB Waiver or Alteration of Informed Consent for Clinical Investigations Involving No More
Than Minimal Risk to Human Subjects
 
Dear 
 
Regarding the referenced document I would appreciate if you could tell me:
a) Is this document applicable only to trials conducted with investigational drugs and
biologics? In other words, trials conducted under IND and before product launch?
b) are phase 4 trials (i.e., drugs under evaluation are prescribed according to their approved
labels) subject to the provisions of this Document? My understanding is that phase 4 trials do
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not need to be approved by the FDA, so the document is not applicable to phase 4. Am I
correct?
 
Thanks for your time and interest




