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RESEARCH PARTICIPANT RECORD SELECTION
1. PURPOSE

To define the procedures utilized in the selection of research participant records for a compliance activity.
2. SCOPE

This procedure applies to compliance activities performed by the ECS-HSR Division.
3. RESPONSIBILITIES
The ECS Coordinator is responsible for selecting research participant records for a compliance activity.
4. PROCEDURES

4.1. The ECS Coordinator obtains research participant enrollment information such as:
4.1.1. Study identification number.
4.1.2. Consent date.
4.1.3. Visit completion date(s).
4.1.4. Study arm.
4.1.5. Study status (e.g., active, complete, withdrawn, screen fail).
4.2. The ECS Coordinator selects the number of research participant records to review based on the type of compliance activity.
4.2.1. Monitoring Visit: Refer to the Monitoring Plan.
4.2.2. QAR: Up to three participants unless there are significant findings.
4.2.3. RISE: No participants unless the research team requests a review.
4.2.4. Audit: Refer to directives from Leadership (e.g., ORP, IRB).
4.3. The ECS Coordinator works with the research team to obtain access to selected research participant records such as:
4.3.1. Paper research chart.
4.3.2. Electronic research chart.
4.3.3. EDC system.
4.3.4. EMR.
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