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. 1.  Project Identification
	1. Title of Project



	[bookmark: Text2]     


	2. VA Central IRB Study Number 

	[bookmark: Text3]     


	3. Principal /Co-Principal Investigator/Study Chair (PI/SC)

If more than two Co-PIs, add additional rows.
	[bookmark: Text13][bookmark: Text401]PI Name:                                        Phone:       
[bookmark: Text15]VA E-mail:        
                             
Co-PI Name:                                 Phone:       
VA E-mail:                                         


	4. PI/SC VA Medical Facility Location  

	Name:
Location (City):

	5.  Person Providing Information

	Name:
Study Role:
Location:
Phone:
VA E-mail



   2.  Verification of Investigators/Study Coordinators
	Reference the attached list of PI/Co-PIs, LSIs/Co-LSIs, National Study Coordinators, Local Site Coordinators, and CSP Program Managers if applicable and check one of the boxes below indicating accuracy of the list, along with any changes.


	|_|
	The list is accurate and there are no changes.


	[bookmark: Check23]|_|
	There have been changes and these are annotated below


	List all personnel who have left the project

	Name
	Site
	Project Role
	Date Departed

	
	
	
	

	
	
	
	

	
	
	
	

	
List all personnel who have joined the project since the last update or amendment adding them.

	Name
	Site
	Role
	Date Added
	Obtaining IFC (Y/N)
	VA E-mail

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	

	
	
	
	
	
	






    3.   Current Project Status
	The person completing the report  must check one of the following to indicate the overall status of the study:

	|_|
	1. Data collection and analysis study only

	[bookmark: Check30]|_|
	2. Study not yet open to enrollment 

	[bookmark: Check21]|_|
	3. Open to enrollment; no participants enrolled.

	|_|
	4. Active and open to enrollment; participants are undergoing interventions per approved project.

	[bookmark: Check24]|_|
	5. Closed to enrollment at all sites; participants continue to undergo interventions per protocol.
       Date Closed to Enrollment:      

	[bookmark: Check25]|_|
	6. Closed to enrollment at all sites; participants are in follow-up only  (e.g. survival) 
Date Participant Intervention Ended:     

	[bookmark: Check26]|_|
	7. No further patient interventions or follow-up at any sites; data analysis of private identifiable information only ongoing.
Date Follow-up Ended:       



[bookmark: _Hlk8634553]4.  Acknowledgements
	The person completing the report needs to acknowledge and check each of the following:

	|_|
	All amendments have been reviewed and approved by the VA Central IRB before implementation (or none were made to the protocol)

	|_|
	All reportable events have been reported, reviewed and acknowledged by the VA Central IRB, to include unanticipated problems involving risks to subjects or others and reportable noncompliance reports.

	|_|
	All PISC, LSI, and Investigator additions have been submitted via VA CIRB Form 134 or 116 and received VA CIRB approval or there were no changes in individuals in these roles.

	|_|
	VA Central IRB Form 117b will be submitted when for each local site when it closed and VA Central IRB Form 117a will be submitted when the entire study closes at the PI site.




5.  Submission of Routine RCO and Other Audit Reports
	The person completing the report needs to check all applicable boxes below:

	|_|
	Routine RCO informed consent audits were completed and are being submitted with this report.  (See below)

	|_|
	Routine RCO regulatory audits were completed and are being submitted with this report  (See below)

	|_|
	There have been other routine audit reports by other agencies that are being submitted to the IRB for routine review with this report (See below)

	|_|
	There are no audit reports to be submitted that have not been previously reviewed by the IRB.

	For those boxes checked in which reports are being submitted, list each report and applicable site below:

	                            Site
	                Type of Report

	
	

	
	

	
	

	
	

	
	


Additional Rows can be added as needed.
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