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Protocol Deviation Log

The purpose of this Protocol Deviation Log is to document any deviation from an IRB-approved research protocol. This document can be used to track deviations made by study team members, study participants, or external factors. 

See the following policies of the CU IRB HRPP Policy Manual for more information on reporting requirements: 
· 2.4 IRB Review of Changes in Previous Approved Research 
· 8.1 IRB Review of Adverse Events and Adverse Device Effects
· 8.2 IRB Review of Study Related Complaints
· 8.3 IRB Review of Unanticipated Problems Involving Risk to the Subjects or Others
· 8.4 Review of Noncompliance Involving the PI and Study Personnel
· 8.7 Reporting Incidents to Institutional Officials and Federal Agencies

	Deviation Type

	1 = Consent procedures
	6 = Serious adverse event (SAE)/Unanticipated problem (UAP) reporting

	2 = Inclusion/Exclusion criteria
	

	3 = Medication/Therapy
	7 = Randomization procedures/Study drug dosing

	4 = Laboratory assessments/procedures
	8 = Visit schedule/interval

	5 = Study procedures
	9 = Other










	Protocol Number
	

	Principal Investigator
	



	Subject ID
	Date of Deviation
	Date Identified
	Deviation Description
	Deviation Type (#)
	Resulted in Adverse Event? (Y/N)
	Did Subject Continue in Study? (Y/N)
	Reported to IRB? (Y/N)
	Date Investigator Notified
	Investigator Initials and Date
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