



R&D Continuing Review/Status Update Form 


This form can be used for both IRB annual status check in as well as for projects overseen solely by the R&D Committee


 I.  Project Identification
	1. Title of Project

	[bookmark: Text2]     


	2. Study Number 

	[bookmark: Text3]     


	3. Project Status:

*update findings
	Active |_|        Ended/Final Report |_| (provide impact/significance)


	4. Principal /Co-Principal Investigator (PI)

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:                                         


	5.  Person Providing Information

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



   II.  Verification of Investigators/Study Coordinators
	Attach a list of all study personnel 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
	Project Role
	Date Departed

	
	
	

	
	
	

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

	Name
	Project Role
	Date Added
	Obtaining IFC
	VA E-mail

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	



III.  Continued Review Questions: 
	The person completing the report needs to acknowledge and check each of the following

	|_| yes

|_| no


	1. Have any possible Conflict of Interest issues, concerning this project, been identified? 
Financial Conflict of Interest is most easily identified, but Conflict of Interest goes beyond finances - any fiduciary and/or psychological interest which may bias the judgment of an individual (e.g., an HSS or R&D member, or an Investigator), or give the appearance of bias, should be considered as a possible Conflict of Interest. Any Conflict of Interest issue that withstands the 'reasonable man or woman test' (i.e., that a reasonable man or woman would consider as potentially significant) should be disclosed to the appropriate Subcommittees and the R&D Committee in writing.

	|_| yes

|_| no

	2. This Project has changed since the last report with respect to the source (or the sufficiency) of funding, the need for space, the need for equipment and supplies, and/or the personnel involved. 

If Yes, please summarize the changes:



	|_| yes


|_| no

	3. Has the use, storage, and security of VA data and VA sensitive information, including
VA protected information, changed since your initial submission or previous continuing
[bookmark: _GoBack]review?

If Yes, please complete Appendix NN - Checklist for Reviewing Privacy, Confidentiality and Information Security in Research. Obtain the approval of the Privacy Officer and Information Security Officer and submit with this continuing review form.




     IV.   Current Project Status (Exempt from further Subcommittee review)
	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:       



V.  Reminders
	The person completing the report needs to acknowledge and check each of the following

	|_|
	All amendments have been reviewed and approved by the IRB/R&DC before implementation (or none submitted)

	|_|
	All reportable events have been reported, reviewed and acknowledged by the IRB/R&DC

	|_|
	All PI, LSI, and Investigator additions have been submitted to the IRB/R&DC and received IRB/R&DC approval


[image: ]
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Signature: Date:

(ONLY THE PRINCIPAL INVESTIGATOR IS AUTHORIZED TO SIGN)

APPROVED / DISAPPROVED Meeting Date:
Signature: Date

Chairperson, Research & Developmen{ Committee




