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MONITORING ACTIVITY NOTIFICATION
1. PURPOSE

To define the procedures utilized for notification of monitoring activities 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 providing written notification for an upcoming monitoring activity.

4. PROCEDURES

4.1. The ECS Coordinator notifies a research team of an upcoming monitoring activity via email and requests a read receipt. 
4.2. The ECS Coordinator saves the notification email and read receipt, if received, in the monitoring study folder. 
5. REFERENCES/DOCUMENTATION
WI-M-1: Study Folder – Monitoring
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