
SOP 201: MANAGEMENT AND COMPOSITION OF THE IRB


PURPOSE
The Queen’s Medical Center Research Institutional Review Committee (RIRC) is composed of members in accordance with federal regulations. This SOP outlines the composition of the RIRC and the procedure to appoint members. Additionally, this SOP outlines the evaluation of RIRC members and RIRC resources.
SCOPE
This SOP applies to the Queen’s Medical Center RIRC.

DEFINITIONS

A. Alternates are committee members appointed on any of the other Queen’s Medical Center RIRC panels. These members may substitute for another member on a different panel if his/her role (non- scientist or scientist) are comparable as determined by the RIRC Administrator.
B. Nonscientific members may include individuals whose main concerns are unambiguously in nonscientific areas. Nonscientific members are individuals whose education, training, work, experience, or other interests are not solely in medical, biological, or other scientific areas.

C. Scientific members may include physicians and Ph.D. level physical, biological, or behavioral scientists, nurses, pharmacists, and other biomedical health professionals. Such members satisfy the requirement for at least one scientist.

D. Unaffiliated members have no affiliation with the Queen’s Medical Center or its Human Research Protection Program, either self or immediate family member. Unaffiliated members, who can be either scientific or nonscientific reviewers, should be knowledgeable about the local community and be willing to discuss issues and research from that perspective. Consideration should be given to recruiting individuals who speak for the communities from which the Queen’s Medical Center will draw its research subjects. The unaffiliated members should not be vulnerable to intimidation by the professionals on the RIRC, and their services should be fully utilized by the RIRC.
BACKGROUND
The Queen’s Medical Center RIRC evaluates the acceptability of proposed research in terms of institutional commitments and regulations, applicable law, and standards of professional conduct and practice. The Queen’s Medical Center RIRC strives to foster respect for its advice and counsel in safeguarding the rights and welfare of human subjects.
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Queen’s Medical Center RIRC must consist of at least five members. The institution will make every effort to have a diverse membership appointed to the Queen’s Medical Center RIRC, within the scope of available expertise needed to conduct its functions. Composition of the Queen’s Medical Center RIRC is to be adequate in light of the anticipated scope and complexity of the Queen’s Medical Center research activities, the types of subject populations likely to be involved, and the size and available resources of the institution.
Queen’s Medical Center RIRC includes at least one scientific member and at least one nonscientific member whose primary concerns are in nonscientific areas. A single member can be unaffiliated with the institution and have a primary concern in a non-scientific area. This individual would satisfy two of the regulatory membership requirements.

The Queen’s Medical Center RIRC includes members who are knowledgeable about the concerns of participants who may be vulnerable (e.g., children, prisoners, and individuals with impaired decision-making capacity, etc.). Examples of such members might be nurses, social workers, chaplains, teachers, or previous prisoners. In general, a member representing a vulnerable group of participants should provide at least one of the following:
· A direct affiliation to the special group(s)
· Work or life experience with the special group(s)
· Research experience with special group(s)
· Hold certification or licensures that permits the treatment, counseling, or other direct relationship of the special group(s)
The management of the membership of the RIRC and oversight of member appointments, RIRC related activities, communications, and other administrative details are the responsibility of the RIRC Director or designee.

Participation by The Queen’s Medical Center physicians, staff, or trainees is considered a component of their job responsibilities as established by their supervisors. Regular members who are not affiliated with The Queen’s Medical Center shall receive reimbursement for parking and other miscellaneous expenses upon request.
The RIRC Chair will be a highly respected individual, from The Queen’s Medical Center or its affiliated institutions, fully capable of managing the RIRC and the matters brought before it with fairness and impartiality.

PROCEDURES

1. Appointing RIRC Members
1.1. The RIRC Administrator ensures the composition of the RIRC meets regulatory and organizational requirements.
1.2. Based upon the regular evaluation or any interim need to adjust the composition of the RIRC, the RIRC Administrator requests appointment of new RIRC members.  The RIRC Chair or co-chair selects and appoints the individual RIRC members.
1.3. Appointed members, including the RIRC Chair and alternates, will serve on the RIRC for a term of three years. Reappointment for additional terms may occur, by mutual agreement of the member and RIRC Chair.

2. Maintaining Roster and Committee Member Information
2.1. To ensure that committee members meet the needs of the RIRC in its review of research, committee member information forms and current CV’s/résumés are on file. A 
Statement of Confidentiality Agreement and résumés/CV from each committee member at the beginning of their term of service is also collected.

3. Maintaining Sufficient RIRC Resources
3.1. The Queen’s Medical Center provides meeting space and sufficient staff to support the RIRC’s review and recordkeeping duties. The Queen’s Medical Center will provide the RIRC staff with resources sufficient to conduct RIRC duties.
3.2. The adequacy of the existing RIRC(s) is evaluated routinely by the Institutional Official and Director of Academic Affairs and Research to meet the anticipated scope of research activities and the types of participant populations likely to be involved and the appropriateness of the proposed and initial and continuing review procedures in light of probable risks, and the size and complexity of The Queen’s Medical Center.


