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PROTOCOL SELECTION
1. PURPOSE

To define the procedures utilized in the selection of protocols 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 protocols for compliance activities, except for monitoring visits which are assigned by the ECS-HSR Director and audits which are performed at the direction of the IRB or ORP leadership.
4. PROCEDURES

4.1. The ECS Coordinator may use the following criteria when selecting protocols:
4.1.1. Clinical trial that underwent expedited or full board review. 
4.1.2. Investigator is new to research or new to the University of Pittsburgh. 
4.1.3. Investigator has not undergone an ECS-HSR compliance activity within the past two years. 
4.1.4. Investigator is a student.
4.1.5. Study involves a vulnerable subject population. 
4.1.6. Focus of research is considered high profile. 
4.1.7. Multicenter study that is greater than minimal risk and a University Faculty member is serving as the lead investigator.
4.1.8. Study has an IRB approved consent process. 
4.1.9. Study is not monitored by an external entity. 
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