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PRE-COMPLIANCE ACTIVITY INTERVIEW
1. PURPOSE

To define the procedures utilized to conduct a pre-compliance activity interview.
2. SCOPE

This procedure applies to RISE interviews, randomly selected audits, departmental QA and “for-cause” audits performed by the Education and Compliance Office for Human Subject Research (ECS-HSR) Division.

3. RESPONSIBILITIES
The ECS-HSR Coordinators are responsible for preparing for and conducting an interview prior to the compliance activity.
4. PROCEDURES

4.1. The interview will be held prior to the conduct of a compliance activity, if feasible, with a member or members of the respective research staff. This interview is performed to evaluate the plans to implement the conduct of the study and identify the individual(s) responsible for various protocol related activities, such as:
4.1.1. Preparing IRB protocol submissions
4.1.2. Training study staff
4.1.3. Recruiting study participants
4.1.4. Implementing and documenting the informed consent process
4.1.5. Maintaining study documentation
4.1.6. Monitoring data
4.1.7. Reporting and logging of adverse events/Unanticipated Problems (UAPS)/Reportable New Information (RNI) and protocol deviations
4.1.8. Collecting, preparing, and storing biological samples
4.1.9. Analyzing study data
4.2. During the interview, information may also be obtained regarding: 
4.2.1. Number of subjects screened and enrolled into the study
4.2.2. Number of sites involved if the study is multi-center
4.2.3. Review of reported adverse events/UAP/RNI – status and resolution
4.2.4. Occurrence of site monitoring visit(s)
4.2.5. Adherence to data and safety monitoring plans 
4.2.6. Difficulties in subject recruitment or in study conduct
4.2.7. Maintenance and security of research data
4.3. The pre-compliance activity interview is to be utilized as an opportunity to address questions surrounding protocol implementation and study conduct.  
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