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BON SECOURS RICHMOND HEALTH SYSTEM IRB

PROTOCOL DEVIATION/VIOLATION REPORTING FORM

(Use this form to report a protocol deviation

or violation that occurs at your site)

Note:  Deviations should be reported to the IRB within 30 days of their occurrence or as soon as you become aware of them 

Principal Investigator Name:
        
	


Facility Name (if applicable):        
	


Sponsor:        
	


Protocol Title:        
	


Study Drug/Device:         
	


Subject ID:         
	(Initials/Number)

	


Date of Deviation:        
	


Date of Notification to Sponsor:       
	


Describe the deviation/violation:

     
	

	


Does this deviation/ violation affect subject safety?
 FORMCHECKBOX 
 Yes*

 FORMCHECKBOX 
 No

*If yes, please provide an explanation of why the deviation/violation occurred and what steps have been taken to prevent the occurrence of this problem in the future:

     
	

	


     







        
	Signature of Primary Investigator
	
	Date

	
	
	

	     
	
	     

	Printed or Typed Name of Person Completing This Form
	
	Company/Practice Name

	
	
	

	                                                     
	
	     

	Phone Number                            Fax Number
	
	Date
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