
	This form is be used to report protocol deviations or violations to the VA IRB.  The following protocol deviations or violations must be reported within 5 working days after being made aware of the occurrence:
    Those that are likely to substantially adversely affect any of the following:

•
the rights, safety, or welfare of the research participant;

•
the participant’s willingness to continue participation; or

•
the integrity of the research data, including VA information security requirements.



I.  Project and Reporting Individual General Information: 
	IRB Protocol Number:       

	Study Title:       

	PI Name:      

	PI Email Address:  
	Telephone Number:  


	Name of Individual Submitting Report: 

	Role of Individual Submitting Report: 

	Reporter Email Address:  
	Reporter Telephone Number:  


	PI Telephone Number:      

	Date of Report: 


 II. Description of Protocol Deviation or Protocol Violation

	      1.  What is the date the deviation or violation occurred? 

          
1. 2.  Provide a description of the protocol deviation or violation.
          
3.  Pertinent participant history (include age and gender).    Please check if not applicable.     FORMCHECKBOX 

          
4. Does the protocol deviation or violation increase the risks to participants in the project?
      FORMCHECKBOX 
   Yes           

      FORMCHECKBOX 
   No   

5.  Was the participant withdrawn from the project?

      FORMCHECKBOX 
  Yes, on date      
      FORMCHECKBOX 
  No

      FORMCHECKBOX 
  Not applicable

6.  Indicate why or how the protocol deviation or protocol violation occurred.

          



 III. Actions Taken

	1.  What actions have been taken to correct the violation or deviation to ensure it does not happen  

     again?   
          
2.  Do you recommend changes in the project (e.g., protocol, informed consent form)?

         FORMCHECKBOX 
   Yes.  If yes, please attach “Request to Amend an Approved Project, with the modified           documents.    

         FORMCHECKBOX 
   No

 2.  3.  Has the sponsor been notified of the protocol deviation or violation?
         FORMCHECKBOX 
   Yes. If yes, provide a copy of the sponsor’s response?                

         FORMCHECKBOX 
   No                

         FORMCHECKBOX 
   Not Applicable
4.   If the individual making this report is not the Principal Investigator, has the Principal    

      Investigator received a copy of this report?

         FORMCHECKBOX 
   Yes, on date      
         FORMCHECKBOX 
   No                

         FORMCHECKBOX 
   Not Applicable.  If this box is checked  FORMCHECKBOX 
 PI/SC is making report.
Note:  The PI must receive a copy of this report unless it is not applicable or contraindicated by study design as described in the IRB-approved protocol (e.g., PI/SC is blinded).


V.  Signature of Reporting Individual

	______________________________          _________________
Signature                                                           Date
________________________________

Printed Name                   




Submission Instructions

	Documents should be submitted both electronically and hard copy to the VA Research Office, IRB Coordinator, Room 403b, and email Dawn.Biddulph@va.gov.

For any other questions, please contact the Research Office staff at 859-281-4927.
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