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COMPLIANCE ACTIVITY REVIEW SUBCOMMITTEE
1. PURPOSE

The purpose of the Compliance Activity Review Subcommittee (CARS) is to review, deliberate, and provide recommendations for compliance activity reports. 
2. MEMBERSHIP
2.1. IRB Chair or their designee.
2.2. IRB Regulatory Specialist. 
2.3. ECS-HSR Director and Staff.
2.4. ORP Assistant Vice Chancellor for Research Protections. 
3. RESPONSIBILITIES
3.1. CARS Chair
3.1.1. The ECS-HSR Director or their designee serves as the CARS Chair and is responsible for:
3.1.1.1. Preparing the CARS agenda.
3.1.1.2. Reviewing and evaluating compliance activity reports for adherence to applicable federal and state regulations and the University of Pittsburgh IRB Policies and Procedures Manual.
3.1.1.3. Presiding over the CARS meeting.
3.1.1.4. Ensuring relevant CARS decisions are communicated to the investigator and IRB Chair.
3.1.1.5. Ensuring the completion of action items after the CARS meeting.
3.2. CARS Members
3.2.1. The CARS Members are responsible for:
3.2.1.1. Identifying and summarizing key compliance concerns and other relevant matters related to compliance reports and activities.
3.2.1.2. Attending convened CARS meetings, except in exigent circumstances.
3.2.1.3. Participating in CARS discussions and recommendations. 
3.2.1.4. Reviewing correspondence for investigators and the IRB EC regarding CARS decisions.
3.2.1.5. Recommending improvements to the CARS SOP. 
4. MEETING PROCEDURES
4.1. CARS Meeting Agenda
4.1.1. The CARS meeting agenda is compiled using ECS-HSR compliance activity data downloaded from the REDCap Project called Compliance Activities (REDCap). Reports that IIS receives from University faculty acting as the sponsor for a multicenter study involving an IND or IDE (external reports) are also included in the CARS meeting agenda as an “Additional Item to Review.” 
4.1.2. Prior to the CARS meeting, the REDCap agenda items are circulated to CARS members for confirmation of accuracy and completeness. This review includes compliance activities rated as Major Findings, Minor Findings, Action Required by Study Team, and No Action Required. Revisions to the REDCap agenda items are made, as necessary.
4.1.3. The finalized CARS meeting agenda is distributed before the meeting and is available in the respective CARS Agenda folder.
4.2. Attendance Requirements
4.2.1. CARS conducts its business at meetings, either in person or remotely, in which the following members are present:
4.2.1.1. IRB Chair or his/her designee.
4.2.1.2. IRB Regulatory Specialist or their designee.
4.2.1.3. ECS-HSR Director or their designee.
4.2.1.4. Lead ECS-HSR Staff for a compliance activity on the CARS meeting agenda or their designee. 
4.3. COI Disclosure
4.3.1. CARS members are required to disclose a COI in accordance with University COI policies. 
4.3.2. Potential COIs include but are not limited to:
4.3.2.1. Being a listed investigator or an immediate family member being listed as an investigator,
4.3.2.2. Having a significant financial interest or an immediate family member having such interest in the sponsor of the research or the technology being evaluated, or 
4.3.2.3. Having any other conflict that might be perceived to inhibit a fair and unbiased review of the research. 
4.3.3. COIs are evaluated and documented as outlined below:
4.3.3.1. CARS members shall be polled at the beginning of each meeting to determine whether any member present has a COI to disclose based upon the proposed agenda. Each disclosure shall be evaluated by CARS, and such evaluation and resolution shall be documented in the CARS meeting minutes. 
4.3.3.2. CARS members shall abstain from participating in any deliberations or approval decisions relating to a research study in which they have a COI. At the request of CARS, such members may be asked to provide relevant information regarding the research and may be present for that portion of the research discussion. 
4.3.3.3. Any actions taken during the meeting to evaluate and/or address a potential COI shall be documented in the CARS meeting minutes. 
4.4. Discussions and Decisions
4.4.1. ECS-HSR Compliance Activity
4.4.1.1. The lead ECS-HSR Staff or their designee provides a summary of a completed compliance activity. CARS members then conduct an open discussion which, if applicable, includes a review of associated RNIs. 
4.4.1.2. If CARS determines that a compliance finding may represent an unanticipated problem involving risks to human subjects or others, serious noncompliance, or continuing noncompliance as defined in Chapter 17 of the IRB Policies and Procedures, or if the report was associated with an audit requested by the IRB, the associated items are referred for review by a convened IRB committee.  
4.4.2. Additional Items to Review
4.4.2.1. External reports may be assigned to a primary and secondary reviewer. The assigned reviewer(s) summarizes the issues and presents them to CARS members for discussion. 
4.4.2.2. The CARS Chair asks CARS members if the report is acceptable or if any additional actions are warranted. If additional actions are required, these are outlined in a memo sent to the sponsor/investigator from the IRB Chair and the ECS-HSR Director. 
5. CARS MEETING MINUTES and ACTIONS TAKEN
5.1. Minutes
5.1.1. CARS meeting minutes are compiled by a designated ECS-HSR staff member. 
5.1.2. CARS meeting minutes include, at a minimum, the following items: 
5.1.2.1. Records of attendance. 
5.1.2.2. Records of the absence or presence of any potential COI.
5.1.2.3. Records of discussions and decisions.
5.1.2.3.1. For ECS-HSR compliance activities, REDCap is used to formulate meeting minutes. A CARS discussion summary, if necessary, is recorded in REDCap and a CARS decision for each finding is recorded in REDCap, which may be as follows:
5.1.2.3.1.1. Accepted and no further action required.
5.1.2.3.1.2. Issues can be handled by compliance team.
5.1.2.3.1.3. RNI(s) submitted to IRB require review by EC.
5.1.2.3.1.4. CARS correspondence requesting RNI submission.
5.1.2.3.1.5. CARS correspondence requesting clarification or outlining concerns.
5.1.2.3.1.6. Further review by CARS required.
5.1.2.3.2. For external reports, CARS meeting minutes may list the sponsor’s name, study title, and external site name. The minutes designate whether the external report was accepted, or additional actions were necessary. 
5.1.3. CARS meeting minutes are distributed electronically for review and edit by CARS members.
5.1.4. Finalized CARS meeting minutes are available in the respective CARS Minutes folder.
6. CARS SOP REVIEW and AMENDMENT
6.1. CARS members are responsible for reviewing on a routine basis the CARS SOP. An amendment to the SOP may be initiated by a proposal from any CARS member. All CARS SOP amendments must be reviewed and approved by the CARS members. 
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