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PROTOCOL VIOLATION or EXCEPTION FORM 

(Single Event Report)

Protocol Violations are any variation that affects the rights, safety or welfare of the subject, the scientific quality / data integrity of the study, or the safety of the study personnel.  Violations may also be significant deviations to the protocol.  This form may also be utilized for submitting protocol exceptions to the IRB of record (i.e., BRI IRB, WIRB, CIRB, etc) for acknowledgement prior to implementation.  Protocol Exceptions (exemptions, variances or waivers) are any variation from the IRB approved protocol that’ has been approved by the sponsor (IRB acknowledgement pending).
	Principal Investigator:
	
	Phone:
	
	MS / Dept:
	

	Study Coordinator:
	
	Phone:
	
	MS / Dept:
	


	IRB #:

Other #:
	Today’s Date:


	Date of Occurrence (Violation):


	Date Aware of Occurrence (Violation):



	Study Title:



	1.  Is this a protocol violation or exception?                                               FORMCHECKBOX 
   Violation                     FORMCHECKBOX 
   Protocol Exception     

2.  Report type    FORMCHECKBOX 
 Initial Report     FORMCHECKBOX 
  Follow-up Report                        
3.  Subject ID: ____________   FORMCHECKBOX 
 N/A

4.  Does this affect the rights, safety or welfare of the subject, the           FORMCHECKBOX 
Yes      FORMCHECKBOX 
 No     If yes, submit completed form to the 
     scientific quality / data integrity of the study, or the safety of the                                                 IRB of Record
     study personnel?                                                                                      
5.  Has the Sponsor been notified?                                                               FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A

      If yes, date notified: ________________________          
6.  Did you already receive Sponsor approval for Protocol Exception?   FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 Pending 

     If yes, date notified: ________________________      Who provided the approval? (Name/Phone#):_______________________          
7.  Is the Subject still enrolled in the study?

  
  FORMCHECKBOX 
 Yes      FORMCHECKBOX 
 No      FORMCHECKBOX 
 N/A  

Attach any relevant correspondence to this form.


	Describe the protocol violation or exception:




	Describe what corrective action you have taken to prevent recurrence of the protocol violation.  

 FORMCHECKBOX 
 N/A (Protocol Exception)



Signature of Person Completing this Form


Date

Principal Investigator Signature




Date

IRB OF RECORD ACKNOWLEDGEMENT (WIRB, BRI IRB, CIRB, Other:                                      )
Comments:
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