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Objective:

To briefly describe the various staffing positions at the Carilion Clinic Institutional Review Board (IRB) Office, and to summarize the main functions of each position. 

General Description:

The primary positions at the Carilion IRB are the IRB Chair, the IRB Vice-Chair, the Human Protections Administrator, the Regulatory Affairs Administrator, and the IRB Administrator. 

Procedure:

IRB Chair

The IRB Chair is appointed by the institutional official and will meet specific qualifications as mandated in IRB Standard Operating Procedures (SOPs). Responsibilities of the Chair include:

· To remain current and be familiar with state and federal regulations pertaining to IRBs and human subjects research and Carilion Clinic IRB SOPs and SOGs 
· To ensure that projects submitted for review are in compliance with 45 CFR 46, 21 CFR 50 and 21 CFR 56 and the terms of Carilion Clinic’s Assurance with OHRP

· To conduct expedited reviews and designate reviewers who can conduct expedited reviews
· To evaluate continuing review applications, protocol and consent form changes, adverse event reports and study closing notifications and make recommendations to the full board or approve under expedited review

· To convene and oversee the conduct of IRB meetings

· To review and approve minutes of IRB meetings

· To issue formal decisions on review applications

· To assess conflicts of interest reported by IRB members

· To address serious and continuing non-compliance problems

· To be a resource for investigators and IRB members regarding human subjects research

· To attend training and education sessions as required

· To be a voting member of the IRB

· To delegate or appoint designees to conduct any of the above duties as necessary

IRB Vice-Chair

The IRB Vice-chair, in the absence of the IRB Chair, in the case of a Chair’s potential conflict of interest, or at the discretion of the Chair, shall fulfill any or all of the Chair’s duties. Responsibilities of the IRB Vice-chair include:

· To remain current and be familiar with state and federal regulations pertaining to IRBs and Carilion Clinic IRB SOPs and SOGs 

· To ensure that projects submitted for review are in compliance with 45 CFR 46, 21 CFR 50 and 21 CFR 56 and the terms of Carilion Clinic’s Assurance with OHRP

· To be a resource for investigators and IRB members regarding human subjects research

· To attend training and education sessions as required

· To be a voting member of the IRB

Human Protections Administrator
The Human Protections Administrator (HPA) will serve as the primary institutional contact person and has administrative responsibility for the Human Protections Program. The HPA is responsible for:
· Ensuring constructive communication among the IRBs, investigators, clinical care staff, human subjects and the institutional official
· Monitoring and updating Carilion Clinic’s Assurance as well as institutional policies and procedures and reviewing pertinent federal regulations, policies and guidelines related to the involvement of human subjects in research. 
· Ensuring that projects submitted for review are in compliance with 45 CFR 46, 21 CFR 50 and 21 CFR 56 and the terms of Carilion Clinic’s Assurance with OHRP

· Educating the members of its research community in order to establish and maintain a culture of compliance with federal regulations and institutional policies relevant to the protection of human subjects
· Ensuring that IRB records are being maintained appropriately and that the records are accessible, upon request, to authorized federal officials
· Ensuring prompt reporting to the IRB of proposed changes in a research activity, and for ensuring that changes are not initiated without IRB approval, except when necessary to eliminate apparent, immediate hazards to a subject
· Prompt reporting to the IRB, appropriate institutional official, OHRP and/or any sponsoring federal department or agency head:

· Any unanticipated injuries or problems involving risks to subjects or others

· Any serious or continuing noncompliance with the regulations or requirements of the IRB

· Any suspension or termination of IRB approval for research 

· Making determinations of non-human subjects research

· Approving expedited reviews and exempt status reviews

· Ensuring implementation of appropriate oversight mechanisms to ensure compliance with the determinations of the IRB 
· Ensuring all cooperating performance sites in federally supported research have appropriate OHRP-approved assurances
· Ensuring cooperative IRB review arrangements are documented in writing in accordance with OHRP guidance
· Ensuring that all independent investigators, who rely on Carilion Clinic’s IRB, have documented, in accordance with OHRP guidance, their commitment to the institution’s human subjects protection requirements and to the IRB’s determinations
· Working in conjunction with the Institutional official for the investigation of research misconduct in accordance with Carilion Clinic policy
· Working in conjunction with the Institutional official to review research conflict of interest questionnaires in accordance with Carilion Clinic policy

The Human Protections Administrator, in the absence of the IRB Chair and Vice-chair, shall fulfill any or all of the Chair’s duties.

IRB Regulatory Affairs Administrator
The IRB Regulatory Affairs Administrator (RAA) is responsible for the regulatory compliance of all research that has been reviewed by the Carilion IRB. This includes:

· Auditing research studies 
· Performing Research Education Sessions for new  investigators and coordinators
· Administering patient surveys

· Maintaining and updating the Standard Operating Procedures and Guidelines for the Carilion IRB

· Managing a comprehensive research-related library

· Maintaining and updating the Carilion IRB roster and member files

· Reviewing submitted research applications that are not subject to review by the convened IRB.
· Determining QA/QI projects

· Determining exempt and expedited protocols

· Oversight of CITI Program for board members

· Creating and editing forms and internal documents
· Serving on the IRBs as an alternate member

IRB Administrator

The IRB Administrator is the primary liaison between the IRB and the principal investigators. The IRB Administrator is responsible for:

· Reviewing the Research Submission Application, protocol and consent form(s) to check for completeness, accuracy and suitability for presentation to the IRB

· Reviewing continuing review applications and protocol amendments before consideration by the IRB

· Review submissions of protocol violations and unanticipated problems before consideration by the IRB

· Processing expedited approval, when applicable, of amendments and continuing reviews

· Managing the National Cancer Institute (NCI) submission and approval process

· Fielding questions regarding submission requirements, including guidelines and timelines, status of protocols, IRB business, and functions of the IRB

· Assuring that board members and researchers meet appropriate educational requirements

· Preparing the meeting agenda, assigning reviewers to studies, and documenting the meeting minutes
· Creating and editing forms and internal documents

· Maintaining the internal database to reflect up-to-date information
· Oversight of CITI Program for investigators
· Reviewing and processing Western IRB applications

· Serving on IRBs as an alternate member    
Current contact information for the above positions can be found at www.carilionclinic.org  or by contacting the Carilion Clinic IRB at 540-853-0728.
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