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DO NOT USE THIS FORM to report any protocol deviation or violation that occurred in order to prevent or eliminate immediate hazards to participants.  Use:  Report of Serious Adverse Events and Unanticipated Problems 

This form is be used to report protocol deviations or violations to the IRB.  The following protocol deviations or violations must be reported within 5 working days after being made aware of the occurrence:
   
      Any protocol deviation or violation that is likely to 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: 
	Title of Project:       

	[bookmark: Text1]PI:      

	[bookmark: Text126]VA Facility Name:       
	Telephone Number:       


	VA Facility Address: 

Line 1:      
[bookmark: Text36]Line 2:      
[bookmark: Text37]Line 3:      
[bookmark: Text125]Line 4:      
	
Email:       

	
	
Fax:       




 II.  Description of Protocol Deviation or Protocol Violation
	
      1. What is the date of occurrence? 
[bookmark: Text134]         

1. 2.  Provide a description of the protocol deviation or violation.

          
     
[bookmark: Check348]3.  Pertinent participant history (include age and gender).    Please check if not applicable.    |_|
      
          
       
4. Does the protocol deviation or violation increase the risks to participants in the project?

     |_|   Yes           
     |_|   No   

5.  Was the participant withdrawn from the project?

     |_|  Yes on date      
     |_|  No
     |_|  Not applicable

6.  Explain why the protocol deviation or protocol violation occurred.
   
          




 IV.  Actions Taken
	
1.  Do you recommend changes in the project (e.g. protocol, informed consent form)?

[bookmark: Check343]        |_|   Yes
                
       If yes, please attach a Request to Amend or Modify an Approved   
      Study with the modified documents
    
[bookmark: Check344]        |_|   No

      
 2.  2.  Has the sponsor been notified of the protocol deviation or violation?

[bookmark: Check345]        |_|   Yes           
[bookmark: Check346]        |_|   No                
[bookmark: Check347]        |_|   Not Applicable

3.   If the individual making this report is not the Principal Investigator/Study Chair, has the Principal    
      Investigator/Study Chair received a copy of this report?

        |_|   Yes on date      
        |_|   No                
        |_|   Not Applicable




V.  Signature of Reporting Individual
	


________________________________          Date_________________
Principal Investigator Signature                      





FOR IRB OFFICE USE ONLY. GO TO SUBMISSION INSTRUCTIONS ON PAGE 4.
	Date Received by IRB Office:                      __________________(Month/Day/Year)

Date Sent to VA IRB Chair or Reviewer:           __________________(Month/Day/Year)

Please complete the following determinations:

[bookmark: Check351][bookmark: Check352]|_|  I do not have a conflict of interest  or    |_|   I do have a conflict of interest (Immediately notify the 
                                                                           IRB Administrator)

Indicate whether Review by the Convened IRB is required:
 
|_|  Review by the convened IRB is required.  Immediate action must be taken to prevent immediate 
      hazards to subjects.  Indicate in Actions or Recommendations what immediate actions need to 
      be taken. 

|_|  Review by the convened IRB is required, but immediate action is not required to prevent an 
      immediate hazard to subjects.

|_|  Review by the convened IRB is not required.

Actions or Recommendations:

Based upon my review of this reported event:

|_|    Request additional information     Specify:


|_|    Noncompliance may be involved  (Process under IRB SOP: Serious and 
        Continuing Noncompliance)

[bookmark: Check349]|_|    The report represents an unanticipated problem involving risks to participants or others (Process 
         Under IRB SOP: Adverse Events and Unanticipated or Unexpected Problems in
         Research)

|_|    Suspend IRB approval of the research  This action can only be taken by an IRB
        Chair and must be reported to the Facility Director no later than 5 business days after 
        determination.  
        
        Date reported to VA Facility Director:  _________________by ________________________

|_|    No further action is needed

|_|    Other (e.g. modification of the protocol, observe informed consent process, alter continuing review
         schedule; require additional training of investigators; referral to other organizational entities)
         Specify:








    
        ________________________________________                  Date_______________________
        Signature of IRB Chair or  Reviewer                      
        

        ______________________________________
        Printed Name                   





