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OBJECTIVE

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

RESPONSIBILITY 
The  Research Compliance Monitors will be responsible for the execution of the SOP.

Audits may be requested by a study team member, any staff of the IRB-HSR and the Cancer Center Data Safety Monitoring Committee
PROCEDURES

1. Identify protocols for post-approval monitoring (PAM) through random selection utilizing the IRB database.   Protocols must meet the following criteria:

· have an active approval status;

· have had a full committee or expedited review
2. Additionally, post-approval monitoring may be requested utilizing the following criteria:

· research where compliance concerns have been raised based upon information provided in continuing review reports, adverse events or other sources; 
· research approval expires due to failure by the investigator to submit continuation status report and PI is requesting the study to be re-opened;

· research where paperwork submitted to the IRB-HSR was felt to be inadequate;
· studies monitored by the Cancer Center DSMC under their institutional Data Safety Plan;
· protocols with junior investigators or inexperienced team members who may benefit from post-approval monitoring assessment and education;

· for any change in PI after initial study approval and study remains open to enrollment
3. Conduct random post-approval monitoring no more frequently than once every two years for investigators receiving a category 1 rating, unless an audit is required for unforeseen circumstances (such as a complaint from a subject, request by study team member etc). 
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