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OVERSIGHT COMMITTEE FOR CLINICAL RESEARCH
CHARTER•
North Florida/South Georgia Veterans Health System

VISN 8, Veterans Health Administration

February 7, 2011
Purpose:  The purpose of the Oversight Committee for Clinical Research (OCCR) at the North Florida/South Georgia Veterans Health System is to monitor research practices of local VA investigators and applicable research committees in an effort to ensure compliance of human research projects with applicable laws, regulations and guidance. 
Objectives: The Objectives of the NF/SG VHS Oversight Committee for Clinical Research (OCCR) are: 
(1) To advise and assist the Research and Development Committee and the Research community in evaluating current practices and new requirements and recommendations as they apply to research.  

 (2) To help ensure that local research practices meet regulations and guidance as identified in all relevant handbooks, memos, directives, etc.  
(3) To conduct "quality assurance" to enhance a continuously improving research program.
Authority:  Authority is vested in OCCR through the Research and Development (R&D) Committee.  OCCR will report on a routine basis (at least quarterly) to the R&D Committee, or more often as requested by the Chair of the R&D Committee, to:  
a. Make recommendations regarding research projects as defined in the oversight section of this document.  
b. Report on any Quality Assurance findings regarding HRPP for VA Research.
c. Keep the R&D Committee informed on research areas within the OCCR domain and make recommendations for changes in policy and process.

Membership:  The OCCR membership includes individuals with experience in human subject protections and endeavors to include at least one member from UF IRB-01.  The membership includes staff deemed necessary by the Committee and its Chair to meet Committee responsibilities for HRPP oversight and Quality Assurance.  
a. The Chair or her/his designees, with the approval of a majority vote of the OCCR, will recruit new Committee members.  

b. Members serve three-year terms but may be reappointed by the Chair, with the approval of the membership of OCCR and the R&D Committee, to serve two or more consecutive terms.   
c. The Chair of OCCR is appointed by the R&D Committee.  S/he serves a three-year term but may be reappointed by the R&D Committee to serve two or more consecutive terms.  The Chair designates an OCCR member to serve temporarily as Chair in case of absence.

d. Ad hoc members may be appointed temporarily by the Chair of OCCR as needed to provide required expertise.
Meetings:  Meetings are held at least every other month, at a stated date and time, as needed to coordinate the oversight and QA process of the HRPP
a. Research Office staff, appointed by the ACOS-R or her/his designate, prepares an agenda in collaboration with the OCCR Chair.

b. Quorum.  A quorum consists of fifty percent of the OCCR membership plus one.  The OCCR secretary, appointed by the ACOS-R or her/his designate, will document attendance.  A quorum is required to conduct business.

c. Conflict of interest.  OCCR members must recuse themselves if they have personal or professional interests in the business at hand and may not be present during the deliberations or vote.

d. Guests. Meetings of the Committee are open and interested non-members may attend and contribute to Committee discussions, but may not vote and are required to leave the room during a vote.
e. Minutes of each meeting are prepared by the OCCR secretary; reviewed, edited and signed by the Chair; an initial set of minutes may go to the R&D Committee with the Chair’s signature; at the next OCCR meeting the members will review the minutes, vote on approval and then the final copy is submitted to the R&D Committee for final approval. 
Oversight: 
OCCR will perform Quality Assurance (QA) reviews for human subjects research performed at NF/SGVHS to ensure quality of the HRPP.  The results of the QA reviews will be communicated to the R&D Committee.  As a matter of process, OCCR will make recommendations to the R&D Committee and to the Research Office regarding successful processes or identified deficiencies.  Identified deficiencies will be reported to the appropriate committee(s) as needed.
In order to provide Quality Assurance to the review performed for the purposes of human subject’s research, a representative sample consisting of no fewer than 10% of all VA human study research projects will be reviewed by the members of OCCR.  Any issues or deficiencies identified during this review will be communicated to the Chairperson of the appropriate sub-committee, the R&DC, as well as the ACOS-R.  The report of this committee will be incorporated into the HRPP of the institution.
Oversight by this committee may include items identified by committee members or members of the research community and could include but are not limited to:

1) Failure to comply with research training requirement

2) Occurrence of an unusual number of unanticipated events (AEs) during the course of study

3) Identification of problems or concerns during the Continuing Review (CR)
4) A prolonged period of inactivity (e.g., failure to enroll subjects; failure to close a study)

5) Audit information and trends reported by RCO

6) Any other issues which could affect the protection of human subjects 
Relationship to the Research Office:  OCCR acts as an advisory board to the HRPP Administrator of the Research Office on issues related to the HRPP at NF/SGVHS.
Charter Approval and Revision:  

a. Approval.  This Charter must be approved by a majority of the members of the OCCR and R&D Committee to become active.

b. Revision.  Recommendations for revisions to this Charter may be forwarded to the R&D Committee following approval by a majority of the members of OCCR.  These revisions, as well as revisions initiated in the R&D Committee, must be approved by a majority of the members of the R&D Committee to become active.  

c. This Charter and any SOP’s developed for the purposes of this committee will be reviewed by the OCCR Chair and members annually and revised as needed.
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