VA Tennessee Valley Healthcare System – Institutional Review Board

PROTOCOL VIOLATION or NONCOMPLIANCE REPORTING FORM

	Study Title:
	

	Principal Investigator:
	
	IRB Protocol ID #:
	

	Person Completing Form:
	
	Date Form Completed:
	

	Participant ID (or number of affected participants if more than one):
	
	Date of First Awareness of Violation or Incident:
	


	Report to the IRB immediately upon awareness of  increased risk to study participants:

	[  ] Change in protocol necessary to immediately protect research participants or others


	Report to the IRB within 5 working days of awareness:

	
 Major Protocol Violation   

 Major Research-Related Incident 

	[  ] Incorrect research treatment or intervention given
[  ] Enrollment of participant ineligible per IRB protocol

[  ] Procedure/lab required by protocol not done †
[  ] Procedure/lab done outside the required window †
        † check Major Violation guidelines to determine if reportable
	[  ] Problem with the informed consent or recruitment process
[  ] Significant concern or complaint received
[  ] Lapse in Study Approval
[  ] Loss of adequate resources
[  ] Breach of Confidentiality [Complete final section of form.]

	[  ] Other type of Major Protocol Violation or Incident. Explain:  


	Late Submissions: If this report is being submitted late [after 5 working-days from first awareness, per the above], please explain 1) why this report is late, and 2) how late submissions will be avoided in the future. ↓

	


	All reports must include responses to the following 7 sections.

	1. Please describe below the details of the event and how it happened. ↓

	 

	2. Please explain below the consequences or potential consequences of the event. ↓

	

	3. Please explain below what you have done in response to the event. ↓

	

	4. Please explain below what measures you have taken to prevent recurrence of the event. ↓

	

	5. Please explain below whether the event has been resolved. ↓

	

	6. Is a modification needed to the study consent form(s) and/or IRB application?  

	[  ] yes
→
	If yes, please attach a modification application. [see IRB Request for Amendment form.]

If a modification cannot be submitted now, please explain why, and explain when the modification will be submitted.

	
	

	[  ] no
→
	If no, please explain below. ↓ 

	
	

	7. Actions Taken. Check all that apply.

	[  ] Participant has been withdrawn from further study participation.
[  ] Study treatment for all subjects has been stopped. →   [  ] temporarily or [  ] permanently
[  ] Approved study data analysis plan modified.
[  ] Sponsor or cooperative group Study Chair has been notified. 
[  ] Other. Please explain below. ↓

	


	Additional Comments (optional) ↓

	


	For a Breach of Confidentiality incident only, please complete sections A and B below:

	A. Check all that apply.

This Breach of Confidentiality involves: 
[  ] Social Security number(s)
[  ] Electronic PHI
[  ] Non-Electronic PHI
      
	B. Describe below whether you plan to inform participants of the breach, and if so how. (please consult with the VATVHS Privacy Officer at 615-873-6953 and Information Security Officer at 615-225-3610) 

	
	


	Principal Investigator’s Signature:
	
	Date:
	


	IRB Chairperson Use only

	IRB Chairperson/Designee Determination (Initial Review):

    1)      FORMCHECKBOX 
  Yes               FORMCHECKBOX 
  No
The information in this involves substantive harm or risk of harm to safety, rights or welfare of subjects, research staff or others?  If Yes, refer to full IRB Committee for review.  

    2)      FORMCHECKBOX 
  Yes               FORMCHECKBOX 
  No     The information in this report substantively compromises the integrity or effectiveness or oversight of the facility’s Human Research Protections Program? If Yes, refer to full IRB Committee for review. 

    3)      FORMCHECKBOX 
  Yes               FORMCHECKBOX 
  No
The information in this report reflects a pervasive or persistent failure to adhere to the laws, regulations or policies governing VA research, e.g., serious or continued pattern of noncompliance with research requirements by a research investigator. If Yes, refer to full IRB Committee for review. 
   4)      FORMCHECKBOX 
  Yes

 FORMCHECKBOX 
  No
   The information in this report is considered:  

                                                        FORMCHECKBOX 
 serious or  FORMCHECKBOX 
 continued noncompliance  

   5)      FORMCHECKBOX 
  Yes                FORMCHECKBOX 
  No     The IRB determined that immediate corrective action by the PI is required and Protocol Violation or Noncompliance Report must be submitted to the IRB within 5 working days upon receipt of the IRB noncompliance notification letter. 

   6)       FORMCHECKBOX 
  Yes                FORMCHECKBOX 
  No     The IRB must provide Special Reporting to the Facility Director, ACOS/R, R&D Committee within 5 business days after IRB determination if event is considered to be serious or continued noncompliance.  Facility Director must report to ORO/RO within 5 business days after determination in compliance with VHA Handbook, 1058.01.   

 FORMCHECKBOX 
  No immediate action is required.  Refer to full IRB Committee for review.  

 FORMCHECKBOX 
  Immediate action is required to prevent an immediate hazard to participants.  Refer to full IRB 

      Committee for review.  

 FORMCHECKBOX 
  If Yes to Items 1-4, refer to the IRB Chairperson for reporting to the Facility Director as soon as 

      possible but not later than 5 working days after determination.

 FORMCHECKBOX 
  No further action is required under the IRB Policy 3.6 or 3.16 for reporting procedures involving Adverse Event/Unanticipated Problem Reports Involving Risks to Participants and Others or Protocol Violation Reports. 

	Comments:



	IRB Chair/Vice Chair Signature:                                                                                            Date:
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