
Getting started with Data and Safety Monitoring
involves the Office of Compliance (OC), Investigator, and DSM-Executive Committee (DSM-EC)

Protocol referred to OC
by 1 or more of these:

•HSC
•Conflict of Interest
•AVC-Compliance

•Investigator

Office of Compliance
OC requests DSM Plan from Investigator

DSMP Reviewed by
OC Director
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DSM-EC Members
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Submits plan 
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for review

DSM-EC Meeting
DSMP review and confirmation of initial approval

Letter of agreement is written to investigator
confirming accepted monitoring processes

If changes requestedInitial approval
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