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This form is to be used to report local protocol deviations, violations, or noncompliance reports to the VA Central IRB.  These protocol deviations, violations, or noncompliance must be submitted to the VA Central IRB within 5 business days of the reporting individual becoming aware of the occurrence.  
Reportable events are 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.

DO NOT USE THIS FORM to report any protocol deviation or violation that occurred in order to prevent or eliminate immediate hazards to participants.  Instead, use VA Central IRB Form 119,  Report of Unanticipated Serious Adverse Event (SAE) and/or Unanticipated Problem Involving Risks to Participants or Others.                                                                                                                        

	
	

	Check one:
For VA Central IRB Use Only                           

New Report     FORMCHECKBOX 
   
       or    
VA Central IRB Report Number:
Follow-up        FORMCHECKBOX 
                  
     
   If follow-up, cite previous 
Date Received:                         
     
   VA Central IRB Report #:       

	


I. Project and Reporting Individual General Information: 
	VA Central IRB Project #:       
	

	Title of Project:       
	

	Name of Individual Submitting Report:
     
	Name of LSI or PI if not individual submitting the report:        


	Role of Individual Submitting Report:  (Please check one)

 FORMCHECKBOX 
  Principal Investigator/Study Chair       FORMCHECKBOX 
  Local Site Investigator      FORMCHECKBOX 
  Other (specify):         
 FORMCHECKBOX 
  National Program Manager or Study Coordinator      FORMCHECKBOX 
  Local Study Coordinator 

	Reporting Individual E-mail:   
     @va.gov
	Telephone Number:        

	VA Facility Name:      
VA Facility City:         

	Does this deviation involve multiple sites?
 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No

If yes, are other sites also submitting reports?

 FORMCHECKBOX 
  Yes    FORMCHECKBOX 
  No


 II. Description of Protocol Deviation, Violation, or Noncompliance
	1. Indicate which of the following criteria for reportable protocol deviation, violation or 
    noncompliance does this event meet:  (check all that apply)
 FORMCHECKBOX 
 the rights, safety, or welfare of the research participant,
 FORMCHECKBOX 
 the participant’s willingness to continue participation, 

 FORMCHECKBOX 
 the integrity of the research data, including VA information security requirements, 
                    and/or

 FORMCHECKBOX 
 compliance with regulatory requirements (VHA Handbooks, Federal regulations, etc.)
2.  Is this being reported as Apparent Serious or Continuing Noncompliance? 
    (Note:  Refer to VHA Handbook 1058.01)

      FORMCHECKBOX 
   Yes         FORMCHECKBOX 
   No   

3.  What is the date the deviation, violation or noncompliance occurred?        

4.  What is the date the reporting individual was made aware of the reported event?        
a. Is this date more than 5 business days after the event occurred?      FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
         If yes, provide the reason for the delay in becoming aware of the event:        
b. Is the reporting date for this event more than 5 business days after discovery of the event?  

 FORMCHECKBOX 
   Yes        FORMCHECKBOX 
   No
         If yes, provide the reason for the delay in reporting:        
5.  Indicate what the event involves (check all that apply):
      FORMCHECKBOX 
  ICF/HIPAA                            FORMCHECKBOX 
  Inclusion/exclusion criteria        FORMCHECKBOX 
   Protocol procedure 

      FORMCHECKBOX 
  Late reporting to the IRB      FORMCHECKBOX 
  Missed visit(s)/labs                    FORMCHECKBOX 
  Study team member 
      FORMCHECKBOX 
  Other, describe (40 characters maximum) :       
6.  Provide a detailed description of the event:

a. Include pertinent dates, who was involved, what happened, and why.  
     
b. Describe how the event substantially adversely affected the items checked in Question 1 of this section:  
                
c. Provide the following information for the involved participants.            FORMCHECKBOX 
    N/A               
           Age:                        Gender:                
           Participant history:                     
7. If the protocol deviation involved the failure to obtain documented informed consent and/or an appropriate signature and/or date on the informed consent or HIPAA authorization, indicate if these have now been obtained and/or what efforts are being made to obtain them:       FORMCHECKBOX 
   N/A   
                                         
8.  Was the participant withdrawn from the project?         FORMCHECKBOX 
  N/A
 FORMCHECKBOX 
  Yes, on date:           
        FORMCHECKBOX 
  No.  If no, why?                              

	


III.   Actions Taken

	1.  What actions have been taken to correct the deviation, violation, or noncompliance to ensure it does not happen again?   
              
2.  Are changes being recommended to the project (e.g., protocol, informed consent form)?

         FORMCHECKBOX 
   Yes       (If yes, please submit VA Central IRB Form 116, “Request to Amend or Modify an   

                             Approved Project”, with the modified documents.)
         FORMCHECKBOX 
   No

3.  Has the sponsor and/or Principal Investigator/Study Chair been notified of the protocol deviation, violation, or noncompliance?  
         FORMCHECKBOX 
   Yes, on date:       
         FORMCHECKBOX 
   No     --    If no, why?       
         FORMCHECKBOX 
   N/A    --   If this box is checked, indicate:     FORMCHECKBOX 
 PI/SC is making the report, or 
                                                                                    FORMCHECKBOX 
 PI/SC is blinded  
4.  If this deviation, violation, or noncompliance involves a breach of information security and/or the HIPAA Privacy Rule, indicate if the following individuals have been notified and when:  
         FORMCHECKBOX 
  N/A
         FORMCHECKBOX 
  Local ISO                      Date Notified:        
         FORMCHECKBOX 
  Local Privacy Officer     Date Notified:        
a. Were the above notifications made within one hour of discovery of the deviation, violation, or      noncompliance?

             FORMCHECKBOX 
   Yes          FORMCHECKBOX 
   No   If no, why:          
b.  Indicate below what, if any, other notifications have been made and when they were made:    FORMCHECKBOX 
  N/A

                                                                                                         

      


IV. Signature of Reporting Individual

	____________________________​​​​​​​​​​​​​​​​​​_________________           ________________________________
Signature                                                                                      Date
_____________________________________________

Printed Name                   




               Submission Instructions

	The VA Central IRB currently uses a secure SharePoint site for submission of reportable events.  
This is a separate SharePoint site from the site used to load study documents and it is monitored throughout the day.  DO NOT load these reports to the regular study submission folder on SharePoint as this folder may not be monitored on a daily basis.  

Since this is also a limited access site, if access is not already authorized and a report needs to be submitted, please contact the PRIDE SharePoint Manager at 202-443-5653 or the VA Central IRB Administrator at 202-443-5649 to obtain access and further instructions.  The PRIDE toll free number at 1-877-254-3130 may also be contacted.
For any other questions, please contact the VA Central IRB staff by e-mail at va.central.irb@va.gov
or at the above toll-free number.
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