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OBJECTIVE

To define the procedures utilized to select protocols for the purpose of post-approval monitoring review.

RESPONSIBILITY 
The Research Compliance Monitors will be responsible for the implementation of Post Approval Monitoring review.

PROCEDURES
The following categories will define and prioritize the protocols for review:

1. Protocols identified for review by the Cancer Center. These studies are monitored by the Cancer Center DSMC under their institutional Data Safety & Monitoring Plan as approved by the NCI.
2. Directed review.

· When requested by study team members on an IRB-HSR approved protocol, IRB-HSR staff, research subject or other sources where compliance concerns have been raised;
· When research approval expires due to failure by the investigator to submit continuation status report and PI requests the study to be re-opened; When requested by study team or others as an educational tool or as preparation for a sponsor or FDA audit;
· As identified by PAM Working Group, PAM Advisory Committee or the IRB as special or emerging areas of concern (e.g., waiver of consent).
3.  For any change in PI after initial study approval and study remains open to enrollment. The determination if a PAM review will be conducted will be made based on a variety of factors (as applicable): experience level of study team and CRCs, previous ratings for PAM reviews of PI’s other studies; number of studies with PI change within a department; level of risk for study; number of subjects enrolled; study status, etc.
4. Random selection.  Protocols will be randomly chosen from all those active which have not previously been reviewed and: 1) are “open for enrollment” or “closed to enrollment/subjects being treated;” and, 2) full committee review, expedited, exempt or exempt with limited IRB review.
The randomization schedule will be adjusted in the following risk-based manner: 75% full committee; 20% expedited; 5% exempt and exempt with limited IRB review.

Review will be waived if the PI has received no reviews with scores other than “1” for the previous two years.
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