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FACILITATING INITIAL MONITORING ACTIVITIES
1. PURPOSE

To define the procedures utilized to facilitate initial 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-HSR Director designates an ECS Coordinator to facilitate the initial monitoring activities.
4. PROCEDURES

4.1. The ECS-HSR Director assigns an ECS Coordinator to a protocol.
4.2. The ECS Coordinator facilitates the initial monitoring activities for an assigned protocol such as:
4.2.1. Obtaining a monitoring number.
4.2.2. Creating a monitoring study folder.
4.2.3. Reviewing pertinent IND/IDE communications in the IIS folder.
4.2.4. Reviewing the IRB application and attachments.
4.2.5. Reviewing the trial record registered on clinicaltrials.gov. 
4.2.6. Developing protocol specific monitoring forms.
4.2.7. Scheduling an initial monitoring visit.
5. REFERENCES/DOCUMENTATION
WI-M-1: Study Folder – Monitoring
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