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COMPLIANCE ACTIVITY REPORT
1. PURPOSE

To define the procedures utilized to prepare and disseminate a compliance activity report.

2. SCOPE

This procedure applies to compliance activities performed by the ECS-HSR Division.
3. RESPONSIBILITIES
The ECS Coordinator is responsible for preparing and disseminating a report for each compliance activity completed.
4. PROCEDURES

4.1. The ECS Coordinator is to prepare a report using the report template associated with the type of compliance activity completed, e.g., RISE, QAR, Interim Monitoring Visit, Regulatory Monitoring Visit, Close-Out Visit.  Audit reports are tailored based on the information requested by the IRB.  
4.2. The ECS Coordinator is to circulate the report to be evaluated and rated as outlined in SOP #I-A-13: Evaluating and Rating Compliance Activity Reports.
4.3. The ECS Coordinator sends the compliance activity report to the following:
4.3.1.  PI.
4.3.2.  PI’s mentor if the PI is a student researcher.
4.3.3.  PI’s immediate supervisor if the review is an audit.
4.3.4.  Study coordinator and/or other relevant study team personnel.
4.3.5.  Sponsor, as applicable.
4.4. The ECS Coordinator copies the compliance activity report to the following:
4.4.1.  ECS-HSR Director.
4.4.2.  IIS, if the study involves a faculty sponsored IND or IDE.
4.4.3.  Others, e.g., Director of Research, PI’s Department Chairman, Dean of the School or IRB Committee Chair, if deemed necessary.  
4.5. If applicable, the PI is given approximately two weeks to respond to a compliance activity report. If there are extenuating circumstances, the PI may request an extension of the response due date. 
5. REFERENCES/DOCUMENTATION
RISE Report Template

QAR Report Template

Interim Monitoring Visit Report Template

Regulatory Visit Report Template

Close-Out Visit Report Template
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