Protocol Violations Since Last Continuing Review Report

Aurora IRB Protocol #:      
Protocol Title:      
PI:      
	Summary of previously unreported Minor Protocol Violations since the last Continuing Review report and any Significant Protocol Violations previously reported at the time of discovery.


	Subject ID
	Date Notified/Aware of Violation
	Minor or Major Violation
	Date Reported to Sponsor
	Date Reported to IRB
	Brief Description of Protocol Violation
	Comments



	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


Protocol Violations are classified as Minor or Significant. Minor Violations are defined as non-compliance with the approved protocol or any Aurora IRB policy or federal regulation that usually does not: Have any substantive effect on the safety or well-being of research subjects; Change the risk/benefit ratio; Affect the value of the data collected (meaning the violation does not confound the scientific analysis of the results); Result from willful or knowing misconduct on the part of the investigator(s) or study coordinator; or Violate any basic ethical principles. Minor Violations must be recorded and reported to the sponsor. Minor violations do not need to be immediately reported to the IRB, however, information regarding these minor violations will be requested by the IRB at the time of Continuing Review. Significant Violations previously reported should also be summarized here.

** The Date Reported to the IRB will be the Continuing Review (CR) application date for Minor Violations that meet the criteria noted above. 
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