CCTS Data Safety Monitoring Board 
	Protocol:  
	Name of Investigator:  



Protocol Violation (Deviation/Exception) Log
Definitions:
· Protocol Violation is any exception or deviation involving a single participant that is not approved by the IRB prior to its initiation or implementation
· Protocol Exception:  enrollment of a participant in a protocol that fails to meet protocol inclusion criteria or who should not have been enrolled based on protocol exclusion criteria
· Protocol Deviation:  A departure from the protocol for a participant once that participant has been satisfactorily enrolled
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