


statement, including the names and qualifications (e.g., occupation, training, and experience) of all IEC members,
and must make these records available for Agency review upon request.  If that is not possible because of governing
law relating to privacy concerns, FDA recommends that sponsors and applicants clearly document the attempts
made to obtain IEC member names along with an explanation as to why the IEC member names cannot be obtained
or disclosed.  Such information can then be submitted to FDA in a waiver request, as described below in Section III.C.

 
However, if a given study is required to be conducted in accordance with FDA regulations, the FDA IRB regulations at 21 CFR
56.115(a)(5) apply, and these regulations are specific as to what must be included in the list of IRB members required as a part of
the IRB records.  This includes:
 

Sec. 56.115 IRB records. 
 
(a) An institution, or where appropriate an IRB, shall prepare and maintain adequate documentation of IRB
activities, including the following:
---
(5) A list of IRB members identified by name; earned degrees; representative capacity; indications of experience
such as board certifications, licenses, etc., sufficient to describe each member's chief anticipated contributions
to IRB deliberations; and any employment or other relationship between each member and the institution
[emphasis added]; for example: full-time employee, part-time employee, a member of governing panel or board,
stockholder, paid or unpaid consultant.

 
While there is no specific FDA regulatory requirement for investigators or sponsors to keep a copy of the IRB list of members in their
respective files for FDA-regulated studies, some institutions or sponsors may have their own expectations or SOPs for this
documentation to be included in the files, so it may be a good idea to check with them.
 
I 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
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/RepliestoInquiriestoFDAonGoodClinicalPractice/default.htm
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: Less, Joanne (FDA/OC) 
Sent: Thursday, January 22, 2015 11:04 AM
To: Bartlett, Edward E (HHS/OASH); 
Cc: ; Kezer, Doreen M (FDA/OC)
Subject: RE: IRB membership list question
 
Hi, Ed and
 
Thank you for sharing this inquiry with us.  I apologize for the delay in getting back to you.  Doreen kindly offered to respond and, in
fact, you may  have already gotten back to you.  If not, you will be hearing from her shortly.
 
Joanne
 

From: Bartlett, Edward E (HHS/OASH) [mailto:Edward.Bartlett@hhs.gov] 
Sent: Thursday, January 15, 2015 12:02 PM
To: 
Cc: ; Less, Joanne
Subject: RE: IRB membership list question
 
Hello,  –
 
Good to hear from you. As you know, the ICH-GCP-E6 has been adopted as guidance by the FDA, but not by OHRP.
 
So I’m forwarding your question to Joanne Less, who likely has had more experience in interpreting the ICH document. Joanne,
what is your take?
 
Thanks
Ed
 
Edward E. Bartlett, PhD
International Human Research Liaison
Office for Human Research Protections
1101 Wootton Parkway, Suite 200
Rockville, MD 20852
Telephone: +1-240-453-8249
Fax: +1-240-453-6909



edward.bartlett@hhs.gov
 
 

From  
Sent: Thursday, January 15, 2015 10:55 AM
To: Bartlett, Edward E (HHS/OASH)
Cc: 
Subject: IRB membership list question
 
Dear Dr. Bartlett,
My name is  and I’m a human subjects reviewer for .  I’ve had the pleasure
of interacting with you briefly over some meetings  that you facilitated,  meeting regarding the research use
of biospecimens.  I am hoping that as a HHS/OHRP person you could advise me on the following guidance for investigators about the
GCP essential document requirements for IRB-related materials:

 
Section 8.2.8 of GCP has the title of the document called “Institutional Review Board/Independent Ethics Committee Composition”. 
The purpose of it is “to document that the IRB/IEC is constituted in agreement with GCP.”
The requirement of maintaining a list of IRB/IEC members and their qualifications is also mentioned in section 3.2.1, but this may be
referring to what documentation the IRB must keep.
 
The question we are getting from investigators is whether the investigator-maintained document must have specific names and
credentials or whether, for the investigator, titles (ie. 2 HIV specialists, 1 prison rep, etc…) will suffice.
 
Any thoughts you have would be very appreciated as my colleague and I navigate these waters!
 
Thank you,

 
 

 




