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Dear -

Thank you for your question. The letter you attached is from the Department of Health and Human Services (HHS), Office for
Protection from Research Risks (OPRR), now known as the Office for Human Research Protections (OHRP). The guidelines spelled
out in this letter apply to federally-conducted or ïsupported research and references the regulations at 45 CFR 46, not the FDA
regulations at 21 CFR 56. If you have specific questions about the regulations at 45 CFR 46, you should contact OHRP directly (see
http://www.hhs.gov/ohrp/contact/index.html for OHRP contact information).

However, the OPRR letter references FDAôs longstanding policy on this topic. I refer you to the statement in the preamble to FDAôs
1981 regulations (i.e., FDAôs final rule for the Protection of Human Subjects; Standards for Institutional Review Boards for Clinical
Investigations - see http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/ucm118296.htm). Comment #67 under
the section for General Comments states:

67.  Several comments stated that FDA should allow meetings to take place by conference calls.  These comments
argued that effective dialogue can occur between IRB members on conference calls without forcing the members to be
physically present in one room.

Although FDA, like HHS, encourages meetings to take place with members physically present in the room, FDA also
recognizes that in some cases time and commuting expense would favor conference calls.  As long as each IRB member
can actively participate in any discussion of a protocol and has all pertinent material before the call, FDA has no
objection to allowing meetings to occur in such a fashion and will consider meetings that take place by conference call
to be "convened" meetings.  These meetings must follow the same requirements (minutes, etc.) as meetings with
members physically present.

FDA also has Information Sheet Guidance for IRBs, Clinical Investigators, and Sponsors found at
http://www.fda.gov/ScienceResearch/SpecialTopics/RunningClinicalTrials/GuidancesInformationSheetsandNotices/ucm113709.htm.
Question #14 under section II (IRB Membership) of the Frequently Asked Questions (see
http://www.fda.gov/RegulatoryInformation/Guidances/ucm126420.htm) says:

14.  When IRB members cannot attend a convened meeting, may they send someone from their department to vote for
them?

No.  Alternates who are formally appointed and listed in the membership roster may substitute, but ad hoc substitutes
are not permissible as members of an IRB.  However, a member who is unable to be present at the convened meeting
may participate by video-conference or conference telephone call, when the member has received a copy of the
documents that are to be reviewed at the meeting.  Such members may vote and be counted as part of the quorum.
[emphasis added]  If allowed by IRB procedures, ad hoc substitutes may attend as consultants and gather information
for the absent member, but they may not be counted toward the quorum or participate in either deliberation or voting
with the board.  The IRB may, of course, ask questions of this representative just as they could of any non-member
consultant.  Opinions of the absent members that are transmitted by mail, telephone, telefax or e-mail may be
considered by the attending IRB members but may not be counted as votes or the quorum for convened meetings.

FDA permits IRB member participation in a convened meeting via telephone or videoconferencing as long as each IRB member can
actively participate in any discussion of a protocol and has all pertinent material before the meeting. You should consider including
information in the IRB written procedures about how the IRB convenes the members of the IRB for a meeting and what is permitted
regarding attendance at a convened meeting (e.g., in person, via teleconferencing, videoconferencing, or other mechanism). Also, the
minutes of the IRB meeting should make clear which members, if any, participated in the convened meeting via an alternative
mechanism, such as telephone or videoconferencing.

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:  
Sent: Monday, January 26, 2015 3:29 PM
To: OC GCP Questions
Subject: IRB Convened meetings

 

I am wanting more information regarding IRB meetings convened via telephone or video conference call. Most of our members are physically present at
the meetings but there may be circumstances in which a member(s) is not able to be physically present. Of note, all members receive the same
information to be reviewed electronically prior to each meeting. I found a letter from DHHS dated March 28, 2000 that references this however I am
unable to locate any documentation that is more recent. Can you please advise?
 
Thanks,

 
 
 
 
 




