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PROTOCOL SELECTION FOR COMPLIANCE ACTIVITY
1. PURPOSE

To define the procedures utilized to select protocols for the purpose of Research Investigator Start up Education (RISE) interviews, Quality Assistance reviews, and for-cause audits.
2. SCOPE

This procedure applies to RISE interviews, Quality Assistance reviews, and for-cause audits performed by the Education and Compliance Support for Human Subject Research (ECS-HSR) Division.
3. RESPONSIBILITIES
RISE interviews and Quality Assistance reviews will be performed by request from members of the research community or by ORP Leadership.

“For cause” audits will be performed by request from the IRB Executive Committee, IRB Chair, ORP Leadership, or other University Leadership.

4. PROCEDURES

4.1. RISE interviews, the ECS-HSR Coordinator will review the list of recently approved protocols and may use the following criteria for protocol selection:
4.1.1. Investigator has not undergone a RISE interview, Quality Assistance review, or ECS-HSR monitoring visit within the past three years 
4.1.2. Study presents greater than minimal risk
4.1.3. Study involves a vulnerable subject population 
4.1.4. PI is a student
4.1.5. Focus of research is considered high profile 
4.1.6. Study involves gene transfer intervention
4.1.7. Study is greater than minimal risk and is being conducted in a transnational setting
4.2. For Quality Assistance reviews, the ECS-HSR Coordinator will review a list of approved protocols using the following criteria for protocol selection:
4.2.1. Investigator has not been assigned or undergone a RISE interview, Quality Assistance review, or ECS-HSR monitoring visit within the past three years 
4.2.2. Study underwent expedited or full board review within the past two years 
4.2.3. Study has an IRB approved consent document
4.2.4. Study is not monitored by an external entity 
4.2.5. Continuing review demonstrates enrollment in the past year but if there has been no enrollment, then the study may be transitioned to a RISE interview
4.3. For “for cause” audits, protocol selection occurs as a result of known or suspected problems in the conduct of human subject research.
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