Protocol Exceptions since last Continuing Review Report

Aurora IRB Protocol #:       
Protocol Title:      
PI:      
	Subject ID
	Date of Execution of Protocol Exception 
	Minor (M) or Significant (S) exception
	If S, was it Major (P) or Emergency (E)?
	Date Approval Received from Sponsor
	Date of IRB approval (Investigator-initiated study* or Significant Major) OR of IRB notification (Emergency or Minor** – see note about IDE studies***)
	Brief Description of Protocol Exception

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	

	
	
	
	
	
	
	


*In the case of Investigator-Initiated research, the investigator serves as the sponsor of the research. ALL requests for Protocol Exceptions should have be submitted to the Aurora IRB PRIOR to implementation, or reported within 5 working days when initiated to protect the life or physical well-being of a subject. 

** Minor exceptions (except in IDE studies) do not need prior IRB approval or notification upon execution – they can be reported at continuing review. 

***FDA regulations require PRIOR approval from the sponsor of all planned exceptions, including administrative and Minor Exceptions.

[See SOP RR 403 for more information or definitions.] 
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