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Responsibilities of the IRB Chairs and Vice-Chairs
Introduction:

The UHCMC research program is guided by the ethical principles regarding research involving human participants as set forth in the Belmont Report.  The UHCMC assures that all of its research involving human participants will comply with the Terms of Assurance for Protection of Human Subjects for Institutions within the United States (http://www.hhs.gov/ohrp/assurances/assurances_index.html). 

IRB Chairs and Vice-Chairs will be appointed to 3-year terms and are eligible for reappointment at 3-year intervals. During the appointment period, an IRB Chair or Vice-Chair may be removed at the discretion of the Vice President, Research and Technology in consultation with the Chief Medical Officer or the UHCMC President (who is the Institutional Official named on the Assurance document referenced above).  In addition to their authorities and responsibilities as IRB Chairs and Vice-Chairs, such individuals serve as members of the IRB and are counted for the quorum. They shall have voting privileges and other authorities and responsibilities of members including the responsibility to review, make motions, participate in discussions and vote on approval/disapproval of studies (see also IRB Policy, Membership).

A) Appointment 

The Vice President, Research and Technology and the Institutional Official, in consultation with the Chief Medical Officer, appoints the Chair of the IRB.  The Vice President, Research and Technology, in consultation with the  IRB Chair and the Chief Medical Officer, appoints the Vice-Chairs of the IRB.  The Vice-Chairs are chosen from Board members that have served for at least one year on a Board.

The following aspects will be considered for during deliberation of  the IRB leadership appointments:

· experience with IRB and human research protection issues; 
· clinical expertise; 
· academic status and record of leadership;
· willingness to commit the time required; 
· administrative abilities; and 
· personal capacity to listen and guide multiple opinions expressed in a meeting format. 
Annual Evaluation:

The IRB Chair is evaluated on an annual basis by the Vice-President, Research and Technology on an annual basis.  The major criteria for the evaluation are knowledge of IRB regulations, attendance at Board meetings and other IRB committees, leadership of the IRB, support of the IRB staff, and availability to deal with IRB related issues from investigators and compliance allegations.

IRB Vice-Chairs are evaluated by the IRB Chair and the Vice-President, Research and Technology on an annual basis.  The major criteria for evaluation are knowledge of IRB regulations, attendance at IRB meetings, and availability to substitute for the IRB Chair in his or her absence.

IRB members are evaluated by the IRB Chair and the Vice-President for Research and Technology on an annual basis.  
Periodic assessment of the performance of the Chair and Co-Chair(s) may also be conducted by the CMO and the Vice-President for Research and Technology of the Center for Clinical Research and Technology.
Human Subject Protection Certification:

IRB Chairs and Vice Chairs must maintain current Human Subjects’ Protection certification through the Case CREC program for the duration of their membership (IRB Policy, Certification in Human Subjects’ Protections
Conflict of Interest Disclosure
The IRB Chairs and Vice Chairs with a conflicting interest in a protocol must disclose the conflict to the IRB Chair and leave the room during the discussion of the protocol and the related vote, except if they are providing information at the request of the IRB.  The IRB Chair will remind the IRB members of the importance of disclosure of conflict of interests and review relevant policies at least annually and more often as necessary.  
B) IRB Administration 
The IRB Chairs and Vice Chairs are responsible for the following IRB Administration duties including but not limited to: 

UHCMC IRB Policy and Procedure Review and Approval

The UHCMC IRB maintains written policies and procedures reflecting the current practices of the IRB in conducting reviews and approvals under its Assurance. As appropriate, policies and procedures are developed and revised by the IRB Administration Office, in conjunction with the Vice President, Research and Technology and the IRB Chairs and Vice Chairs.  As appropriate, the revisions are reviewed and approved by the IRB Executive Committee and by fully convened meeting of each Board.   
Resource Evaluation
On an annual basis, the Vice President, Research and Technology, the IRB Chair, the IRB Manager, in consultation with the Chief Medical Officer when necessary, will evaluate whether the number of IRBs is appropriate to the volume and types of human research being reviewed, so that reviews are accomplished in a thorough and timely manner.

In addition, the IRB administrative personnel and budget will be reviewed on an annual basis by the Vice President, Research and Technology, the IRB Chair, and the UHCMC Chief Medical Officer. Modifications in space, facilities, and staff will be made as necessary to accommodate the volume and types of research reviewed.

Board Membership:

A Department Chair or Clinical Director, in consultation with Vice President, Research and Technology, appoints a member of his or her Department to serve on the IRB.  Department Chairs or Clinical Directors, in consultation with the Vice President, Research and Technology, may also recommend alternate members of the IRB for appointment.  The Chief Medical Officer or the IRB Chair may appoint non-voting members of the IRB.  
Members of the IRB are appointed for a period of three years, unless the Department Chair requests a shorter period of appointment.  Members of the IRB may be reappointed to an additional or extended term of service at the discretion of the Department Chair in consultation with the IRB Chair.

Members of each Board are evaluated by the IRB Chair and the Vice-President, Research and Technology on an annual basis.  

IRB Performance Review
On an annual basis, the Vice President, Research and Technology will meet with the IRB Chair to discuss any current issues pertaining to human subjects review at the institution and the administration of the IRB and its activities.  A discussion will be held and feedback is freely exchanged about what Board activities need to be addressed, updated, clarified in order to identifies any administrative issues that the IRB Administration office may need to address. 

Institutional Review Board Advisory Committee (IAC)
The IRB Chair, in addition to other representatives from the Center for Clinical Research and Technology, serves as a voting member on the Case IRB Advisory Committee (IAC) and will identify new information that might affect the Case HRPP, including laws, regulations, policies, procedures, and emerging ethical and scientific issues.  Other participating IAC members will disseminate this information to their institutional HRPP administrators, investigators and their research staff, and the IRB members and staff through written communication (i.e., IRB websites) or verbal presentations.  
Referral Process

The IRB Chair and Vice Chairs have the authority to consider whether a protocol requires expert consultation and/or a local context reviewer.  
Research Conducted at Multiple Sites

The IRB Chair and Vice Chairs, in conjunction with the IRB Administration Office and/or the Vice President, Research and Technology, may rely upon an affiliated IRB either within the UHCMC HRPP or outside of the UHCMC HRPP as per an executed IRB Authorization Agreement (or Inter-Institutional Amendment) in effect between the collaborating institutions.  The decision of which IRB to rely on for review of a particular protocol is made jointly by the Chairpersons and/or IRB Administrators of the collaborating institution’s IRB, and is determined primarily by the place of primary appointment of the PI or place of primary interactions for study-related activities.
Institutions external to UHCMC may rely on the UHCMC IRB if there is an executed IRB Authorization Agreement in effect between the institution and the UHCMC IRB. The decision of whether to rely on the UHCMC IRB for review of a particular protocol is made jointly by the Vice-President for Research and the IRB Chair; and the Chairperson/Administrator of the collaborating institution’s IRB
C) IRB Review

The IRB Chairs and Vice Chairs are responsible for the following IRB Review duties including but not limited to: 

1. Maintain a thorough understanding of federal regulations pertaining to human subject protections, the UHCMC IRB Policies and Procedures, and other applicable UHCMC/UH Clinical Policies, state, and local regulations;

2. Assist in the determination as to whether a project is considered “human subject research” in accordance with the regulatory requirements under 45 CFR 46 and 21 CFR 56;

3. Review and approve, when appropriate, expedited submissions in accordance with regulatory requirements under 45 CFR 46.110 and 21 CFR56.111;  

4. Review and approve, when appropriate, research that is considered “exempt” in accordance with regulatory requirements 45 CFR 46.101;

5. Review (or assign the review to other IRB members as appropriate) adverse event reports (AEs) and unanticipated problems/protocol deviations (U/D) to determine if the event affecting the safety of subjects and, the conduct of the trial.  As warranted, the IRB Chair and Vice Chairs may also determine course of immediate action to address the safety of subjects; and if necessary and in consultation with the Vice President, Research and Technology, convene an emergency meeting of the IRB with the assistance of the IRB Administration Office;

6. Appoint qualified staff members from the IRB Administration Office or from the UHCMC Center for Clinical Research and Technology as IRB designees with review and signature authority as defined in these Policies and Procedures;

7. Assure that regulations and policies are applied in all IRB matters with a commitment to foster ethically and scientifically sound human subject research;

8. Respect the diverse backgrounds, perspectives and sources of expertise of all IRB members and foster such respect among the IRB members and;
9. Uphold IRB judgments no matter how these are received or perceived by Principal Investigators
D) IRB Meetings
The IRB Chair has the overall responsibility for the oversight of the IRB meeting.

With the assistance of the designated IRB Administrative Office staff member, the IRB Chair or Vice Chair is responsible for monitoring the members present at convened meetings to determine that the meetings are appropriately assembled and remain appropriately convened.  The Chair abstains on each voted action, but counts towards meeting the quorum. However if the vote “for” or “against” an action is tied, the Chair will cast the deciding vote i.e., to vote “for” or “against” an action.
The IRB will set conditions as recommended by OHRP and the FDA, for the approval of research at a convened meeting. In cases where the convened IRB requests substantive clarifications or modifications regarding the protocol or informed consent documents that are directly relevant to the determinations required by the IRB in accordance with regulatory requirements under 45 CFR 46.111 and 21 CFR 56.111, IRB review of the proposed research will be deferred, pending subsequent review by the convened IRB of responsive material. When the convened IRB stipulates specific revisions requiring simple concurrence by the investigator, the IRB Chair, a Vice Chair or another IRB member as designated by the Chair, may subsequently approve the revised research on behalf of the IRB under an expedited review process.
IRB Chair Responsibilities Prior to Each Convened Meeting: 
The IRB Chair, with assistance from the IRB Administration Office, will ensure meeting coverage by the Vice-Chair when not able to serve as Chairperson for the meeting as scheduled.

Prior to each convened meeting the IRB Chair or Vice Chair responsible for the meeting will:

1. Review IRB meeting schedule and agenda;

2. Provide guidance to the IRB Administration Office on the assignment of reviewers to studies requiring convened IRB review if requested;

3. Assist the IRB reviewers and other IRB members with any concerns in preparing for the meeting, as necessary and;

4. Recommend consults and/or external reviews when appropriate to assist in IRB reviews 

IRB Chair Responsibilities during IRB Meetings: 
During each convened meeting the IRB Chair or Vice Chair, with the assistance of designated IRB Administration Office staff and the Vice President, Research and Technology when necessary, will be responsible for the following:

1. preside over IRB meetings and ensure that meetings are conducted in an efficient, orderly and fair manner with respect given to the opinions of all members;

2. ensure a quorum for each study review and ensure that this quorum is properly documented;

3. ensure that all regulatory-required elements of review are addressed during the meeting and that there is meaningful and substantive discussion of relevant matters and/or questions;

4. ensure that assigned reviewers present a clear and concise review of study materials including consent documents and recruitment items and process;

5. ensure that all IRB-required changes to consent and other documents are documented;

6. ensure that the IRB discusses specific findings, as required by regulations, whenever these is the involvement of vulnerable populations, e.g. children, prisoners, pregnant women and fetuses;

7. accept appropriate motions from voting members of the IRB;

8. as necessary, ensure that the specific elements pertaining to the motion are clearly understood by the IRB and accurately recorded in the meeting minutes;

9. ensure that IRB decisions are made in accordance with federal, state and local regulations and with the UHCMC IRB Policies and Procedures and;

10. review the minutes of IRB meetings and votes of the IRB members to ensure it accurately reflects discussions and actions.
IRB Policy, Board Meetings and Administrative Policies
IRB Policy, Membership
IRB Policy, Certification in Human Subjects’ Protections
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