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	Minor Protocol Deviation Log

	INSTRUCTIONS: Use this form to record minor protocol deviations, which are defined as any temporary alteration/modification to the IRB-approved protocol that do not affect subject safety, rights, welfare, or data integrity. This may include administrative and minor departures from the IRB approved protocol that do not affect the scientific soundness of the research plan. 
Submit this form by attaching it to the Application for Continuing Approval xForm in IRBManager. Append supporting documentation as needed.
Sites should track deviations, evaluate any trends and implement corrective and preventive actions (CAPAs) as appropriate. A single CAPA can be used to address multiple deviations. Append appropriate CAPAs as needed.
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	BRANY IRB File #
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	Date of Deviation
	Patient ID

(No PHI please)
	Associated Visit (e.g., Baseline, V1, W1)
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	If Applicable, Sponsor Notification Date (required for IND/IDE studies)

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     

	     
	     
	     
	
	     
	     
	     


Please complete and attach to your Application for Continuing Review or Notification of Study Closure xForm in IRBManager. 
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