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 CONDUCT OF IRB MEETINGS
PURPOSE:

This document describes the procedures for the conduct of meetings of the fully convened Mayo Clinic Institutional Review Boards (IRBs).
SCOPE

This procedure applies to Mayo Clinic Office for Human Research Protection - IRB staff, IRB chairpersons, IRB members, and other meeting attendees (including consultants, visitors, and observers) of convened IRB meetings. The procedure applies to all Mayo Clinic IRBs.
PROCEDURE
Responsibility

1. IRB chairpersons are responsible to lead and oversee the conduct of convened IRB meetings.  

2. IRB staff are responsible to provide support for the conduct of IRB meetings.
3. IRB members are responsible for active participation in the conduct of IRB meetings.
Meeting Schedules, Agenda Distribution, and Access to Application Materials
1. IRB staff  establish and maintain the convened IRB meeting schedule.  Meeting dates are posted on the IRB’s Mayo Clinic intranet website. 

2. Meeting agendas are created by IRB staff in consultation with the specific IRB chairpersons as warranted.  IRB meeting agendas are created electronically in the secured IRBe system. A meeting-specific link is distributed to the appropriate committee’s members via electronic mail at least 1 week prior to the scheduled meeting date.  Refer to the related procedure IRB 10153 “Agenda Setting for Full Committee Meeting” for additional information.

3. The IRB meeting agenda provides all members access to all the application materials as well as the entire application history, via the IRBe system and the IRB electronic document archive.  

4. The agenda lists which members are assigned as the primary reviewer, and when applicable, any additional assigned reviewers for each item to be reviewed.

5. The agenda includes:
· A report to IRB members of expedited review activities and actions (e.g. approvals, exempt and not research determinations, etc.)., and 
· Minutes of the previous meeting(s) of the specific IRB for review by the members.
6. The meeting agenda may allocate time for educational activities or informational items at the discretion of the IRB staff and IRB chairpersons.  Such matters do not result in a determination by the convened IRB and may occur without a quorum.  At the discretion of the specific IRB, these activities may be recorded in the meeting documentation.
7. An agenda may be revised subsequent to the initial distribution with input from the specific IRB chairperson and notification to the IRB’s members. 

Quorum Requirements

1. The IRB chairperson and IRB meeting staff ensure that quorum is maintained throughout the meeting.

2. To conduct activities of the convened IRB, the following must be present:
a. A majority (50% plus one member) of the IRB’s members. 
b. At least one member whose primary concerns are in scientific areas.

c. At least one member whose primary concerns are in nonscientific areas.

3. IRB staff endeavor always to include among the convened IRB attendees at least one member who is not otherwise affiliated with Mayo Clinic.
4. An alternate member(s) (as designated on the IRB roster) may attend in substitution for an absent regular member(s) in order to fulfill the quorum requirements.

5. When the IRB reviews FDA-regulated research, at least one member who is a licensed physician must be present. 

6. When reviewing research involving prisoners, at least one IRB member knowledgeable about and experienced in working with such subjects is present/participates in the convened IRB review.  A majority of the IRB members will have no association with the prison(s) involved.
7. When reviewing research involving other subject populations for whom additional protections are provided (i.e. children, neonates, fetuses, and pregnant women), the convened IRB utilizes one or more of the following:

a. An IRB member with appropriate scientific expertise serves as the primary reviewer for the item,

b. The IRB receives independent review by a relevant department/division or institutional ancillary committee (e.g. Pediatric and Adolescent Research Committee, Obstetrics and Gynecological Research Committee, etc.), or

c. The IRB secures the expertise of a consultant(s) knowledgeable about or experienced in working with such subjects.

8. Ad hoc consultants, investigators, and other study personnel may attend or participate via conferencing technologies at the request of the IRB chairperson or another member (with the prior approval of the IRB chairperson).  Visiting consultants, investigators, and other study personnel will not be used to establish quorum and may not vote with the IRB. 
9. Other visitors or observers, and non-voting IRB staff do not count toward fulfillment of quorum.

Technology-Facilitated Participation
1. The IRB may conduct convened meetings using conferencing technologies (e.g. telephone, video, web, etc.) as long as: a) the IRB member(s) have confirmed adequate access to the agenda and application materials under review; b) the quorum requirements defined above are fulfilled; c) discussion occurs in real time; and 4) all members have equal opportunity to participate in discussions.
2. IRB members attending via conferencing technologies count toward fulfillment of quorum requirements and may vote.
a. "Member polling" (in which IRB staff contact IRB members individually by telephone or technologic means) does not qualify as a convened meeting. 
b. To allow for appropriate discussion, all members must be connected simultaneously for conference participation to be considered valid attendance.

c. IRB members not present at the convened meeting, nor participating via conferencing technology may not vote on any issue discussed during a convened meeting (no voting by proxy).
3. Ad hoc consultants, investigators, and other study personnel may also participate via conferencing technologies. As previously noted, these individuals will not be used to establish quorum and may not vote with the IRB.

Presentations and Discussion

1. An IRB chairperson (or alternate as designated on the IRB roster) chairs each convened meeting. In the event that the IRB chairperson is out of the room or otherwise called away, the chairperson designates an authorized alternate and the meeting may continue provided a quorum remains.
2. The agenda serves as a guide for the conduct of the meeting.  At the discretion of the IRB chairperson and to support meeting efficiency, the order of review may differ from that displayed on the agenda.  The actual order of review is reflected in the meeting minutes.
3. The IRB chairperson opens the meeting and calls each application or item of business before the IRB. The IRB chairperson directs the proceedings and discussion of the convened IRB meetings, keeping dialogue focused on human subject protections issues and ensuring that the meeting process is both efficient and effective.
4. For each item under review, the assigned primary reviewer provides a summary of the item to be reviewed and all important issues that the IRB should consider, not only those which may be of concern.  The presentation includes a summary of any issues primary reviewer thinks are unresolved or warrant revision or discussion.  The presentation concludes with the primary reviewer’s recommendation to the IRB regarding a determination.
5. When applicable, any additional assigned reviewer presentations follow in sequence after that of the primary reviewer.  Presentations by additional reviewer(s) are not intended to repeat information provided by the previous reviewer(s), but intend to highlight issues on which there is agreement or disagreement (and related rationale).  The additional reviewer presentations conclude with the reviewer recommendation(s) to the IRB regarding a determination.
6. Following reviewer presentations the chairperson opens the discussion inviting comments from the remainder of members.  The IRB chairperson manages the discussion, and, when appropriate, terminates the discussion and directs attention to a proposed motion.  

Voting

1. Members of the IRB vote upon the recommendations or motions of the Primary Reviewer or the IRB chairperson.

2. A majority of IRB members in attendance must vote in favor of a motion for that category of action to be accepted by the IRB.  

3. Only regular and alternate IRB members acting in place of absent regular IRB members may vote.  

4. IRB members do not participate in the review of or vote on any component of a project in which he/she has a conflict of interest, except to provide information requested by the IRB. Refer to the related procedure IRB 10357 “Management of IRB Member and Consultant Conflicts of Interest” for additional information. 

5. The vote on each action is recorded in the minutes. Variance in the total vote counts is explained in the minutes.  An IRB member absent from a vote(s) due to conflict of interest is identified and transient absences for reasons other than conflict of interest is quantified, but not detailed, in the minutes.
6. If quorum is lost during a meeting, the IRB does not vote until quorum is restored.  In some cases, the vote must be tabled until the next meeting for that IRB or the item redirected to another IRB.
Confidentiality

1. The proceedings of IRB meetings, the related research study information, and all application materials are confidential. 

2. The IRB chairperson informs ad hoc consultants, and other visitors or observers at IRB meetings, who are not current IRB members or IRB staff, of the confidentiality requirements prior to commencing IRB activities. 
3. Visitors and observers at IRB meetings do not receive a copy of application materials. 
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