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              Appendix JBVAMC – A: JBVAMC and Affiliate Research Activities and Data Management  Version 1.1

	Date Application Completed:
        
	UIC Protocol #:      

	Application Document Version #:     
	


Research Title:      
For studies involving the JBVAMC - This document is REQUIRED to be submitted with all Initial Reviews, Amendments adding the JBVAMC as a performance site, and Continuing Review submissions. 
1. Will research activities (including recruitment, enrollment, interventions/interactions, data analysis) be conducted solely at the JBVAMC? 

  
YES.  Research activities will be conducted solely at the JBVAMC.
· Indicate data storage location:      
NOTE: A copy of all VA research data must be retained by JBVAMC pending approval of an applicable Records Retention Schedule

Stop here. You do not need to fill out other sections of this form. 
  
NO.  VA research activities will be conducted at the JBVAMC on VA time and Affiliate research activities will be conducted at the Affiliate site on Affiliate time.  
Will data from both sites be combined for analysis?
   NO.

  YES.

· Indicate storage location for data collected at the JBVAMC:      
NOTE: A copy of all VA research data must be retained by JBVAMC pending approval of an applicable Records Retention Schedule
· Indicate storage location for the combined data set:      
  NO.  VA research activities may be conducted at the JBVAMC and/or at the Affiliate site by JBVAMC personnel on VA time under an off-site waiver approved by ORD (if funded by ORD) or by the JBVAMC Medical Director (if not funded  by ORD).  Research activities may also be conducted at the Affiliate site by Affiliate personnel on Affiliate time.  
Will data from both sites be combined for analysis?
   NO.

  YES.

· Indicate storage location for data collected at the JBVAMC:      
· Indicate storage location for data collected at the Affiliate on VA time:      
NOTE: A copy of all VA research data, whether collected at the JBVAMC or at the Affiliate on VA time, must be retained by JBVAMC pending approval of an applicable Records Retention Schedule
· Indicate storage location for the combined data set:      
2. Will research personnel differ between JBVAMC and the Affiliate? 

  NO. 

  YES. Please list:

· All personnel conducting the research at JBVAMC:      
· All personnel conducting research at the Affiliate on VA time (if any):      
Note: All such personnel must hold an applicable VA appointment.

3. Will research activities (including recruitment, enrollment, interventions/interactions, data analysis) differ in any way between JBVAMC and the Affiliate? 
  NO. 

  YES. If yes, please complete the table below describing and justifying the activities that will differ 
between sites. 
(NOTE: The consent and authorization documents should reflect these differences.) 

	Activity
	Will the Activity Take Place at JBVAMC
Y = Yes

N = No 
	Will the Activity Take Place at the Affiliate on VA time

Y = Yes

N = No 
	How will the conduct of the activity differ at JBVAMC compared to NU or UIC?
	Explain the reason for the difference

	     
	     
	     
	     
	     

	     
	     
	     
	     
	   

	     
	     
	     
	     
	    

	     
	     
	     
	     
	     

	     
	     
	     
	     
	    


NOTE: THE JBVAMC RESEARCH AND DEVELOPMENT COMMITTEE MAY ONLY APPROVE RESEARCH CONDUCTED (i) AT JBVAMC, OR (ii) AT THE AFFILIATE SITE BY VA PERSONNEL ON VA TIME UNDER AN APPROVED OFF-SITE WAIVER.
4. Will VA sensitive information, including Protected Health Information (PHI), be collected?
 NO.  Stop here. You do not need to fill out the remaining sections of this form. 

  YES at JBVAMC only
   YES at JBVAMC and Affiliate site under approved off-site waiver
5. 

If answer to 4 is YES, will VA sensitive information be disclosed to Affiliate?

 NO.  Skip to question 7.
  YES.
6.
If answer to 5 is YES, how will VA data be disclosed to Affiliate:

  de-identified

  obtained with a written JBVAMC HIPAA authorization form
  waiver of consent and authorization. (NOTE: Data use agreement [DUA] required with approvals as described on the attached diagram. Consultation with JBVAMC R&D Office, JBVAMC Privacy Officer and local counsel recommended.)

  limited dataset.  (NOTE: Data use agreement [DUA] required with approvals as described on the attached diagram. Consultation with JBVAMC R&D Office, JBVAMC Privacy Officer and local counsel recommended.)

7.
If data will be disclosed to Affiliate, does the investigator intend to transfer ownership of the data to the Affiliate?


Not Applicable, data will not be disclosed to Affiliate


NO, JBVAMC will retain ownership of data  (DUA or contract stipulating this is required)

YES, Affiliate wishes to own data 
8.
Will VA data be combined with data separately collected at the Affiliate?

  NO.

  YES.

9.
If answer to 8 is YES, where will the combined data be housed? (Ensure that your informed consent document and HIPAA authorization indicate where data will be housed.)

  JBVAMC

  Affiliate (NOTE: Data housed at the Affiliate may not be analyzed by VA investigators on VA time unless off-site VA research by R&D Committee in consultation with ORD and local counsel.) 

Will data on the Affiliate information system include data for which the VA intends to retain ownership?
   NO.

  YES.

If YES, under what authority will the data maintained on the Affiliate information system include data for which the VA intends to retain ownership? (If you do not know the answer to this question, please consult the R&D Office.)
   VA Chief Information Officer (CIO) Waiver
  MOU
  Contract
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