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RESEARCH PARTICIPANT RECORD REVIEW
1. PURPOSE

To define the procedures utilized to review 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 conducting reviews of research participant records for a compliance activity.

4. PROCEDURES

4.1. The ECS Coordinator will review the research participant records to:
4.1.1. Evaluate the investigator’s methods of documenting research data.
4.1.2. Verify that the source documentation substantiates the existence of subjects and the adherence to IRB approved eligibility criteria and study procedures.
4.1.3. Confirm the proper evaluation, documentation, follow-up, and reporting of an AE and RNI.
4.1.4. Identify any instance of non-compliance or UAP.
5. REFERENCES/DOCUMENTATION
University of Pittsburgh Guidelines: Study Documentation for FDA Regulated Research and Clinical Trials
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