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CLOSE-OUT VISIT
1. PURPOSE

To define the procedures utilized to conduct a close-out visit for clinical investigations that involve faculty sponsored IND or IDE applications, in which the sponsor of the IND/IDE is utilizing the services of the ECS-HSR Division to assist them in fulfilling their responsibility to monitor the progress of the clinical investigation.
2. SCOPE

This procedure applies to clinical investigations that involve an IND or IDE in which the faculty sponsor is utilizing the monitoring services of the ECS-HSR Division.
3. RESPONSIBILITIES
The ECS Coordinator is responsible for assisting sponsors in the conduct of a close-out visit.
4. PROCEDURES

4.1. The ECS Coordinator schedules a close-out visit once all participants have completed the final study visit, the remaining participants are in long-term follow-up/open label, or the study is terminated.
4.2. The ECS Coordinator identifies the method to conduct the close-out visit such as onsite, offsite, or a combination of both methods.
4.3. The ECS Coordinator provides a close-out visit agenda.
4.4. The ECS Coordinator conducts the close-out visit by reviewing relevant records such as:
4.4.1. Participant and consent form documentation. 
4.4.2. Investigational product accountability.
4.4.3. Essential documents.
4.4.4. Resolution of data queries.
4.4.5. AE and SAE outcomes.
4.5. The ECS Coordinator confirms the investigator understands his/her post-study obligations.
4.6. The ECS Coordinator summarizes the visit activities and sends a close-out visit report.
5. REFERENCES/DOCUMENTATION
Study Close-Out Checklist
Close-Out Visit Checklist

Close-Out Visit Report Template
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