VA New York Healthcare System Institutional Review Board

HSQ Appendix N - Protocol Application Form for Separating VA Research from Non-VA Research

VA Principal Investigator:      
VA Status:  FORMDROPDOWN 

Project Title:      
MIRB ID No.:     
Date Form Completed:     
Name of non-VA Institution:      
Name(s) of Collaborator(s):     
This form must be completed for protocols in which the investigator has a dual appointment at the VA and non-VA facility AND the protocol is being done at both facilities AND the PI is involved in this protocol at the VA during VA time and at the non-VA facility on non-VA time. Protocols for “collaborative” research studies must clearly separate VA research activities and VA data from non-VA research activities and non-VA data. Investigators with dual appointments at a VA facility and a non-VA (affiliate) institution must separate and document their activities as VA employees on VA time versus their activities as affiliate/collaborator employees on affiliate/collaborator time. The documentation must clarify (i) VA duties, (ii) VA duty locations, (iii) VA tours of duty or time allocations, (iv) issues related to data ownership, and (v) research information protection and data security requirements. 

Protocol Title:

1. Data Collection Activities:

a. Describe all data collection activities for the VA research
 to be included in the “collaborative” study (including location of collection and storage, access and use, statistical analyses, and security measures)
     
b. If VA data will be combined with non-VA data, describe when and how this will occur and where the combined data will be stored

     
c. Identify any VA research activities occurring at non-VA sites (i.e., at non-VA properties).

     
d. For existing protocols in which VA data have already been combined with non-VA data at the time of continuing review, describe where the combined data are located.
     
e. Provide a copy of any memorandum of understanding (MOU) or Data Use Agreement (DUA) with the non-VA entity describing data ownership or data security arrangements for the “collaborative” study.

NOTE: Items “a” thru “e” must be reviewed and approved by the VA IRB.

f. If the protocol involves data collected in non-VA research (i.e., not collected by VA investigators serving on compensated, WOC, or IPA appointments while on VA time, utilizing VA resources, or on VA property including space leased to, or used by VA), explain how non-VA activities and data are separated from VA activities and data.

     
NOTE: The non-VA activities above must not be approved by the VA IRB or R&D Committee.
2. Describe how the informed consent document and the HIPAA authorization inform the subject that:

a. This is a “collaborative” study that will combine VA research activities and VA data with non‑VA research activities and non-VA data. 

     
b. The data are to be disclosed to the Coordinating Center site located at (either the VA site or the non-VA site) where the data will be combined and analyzed for the “collaborative” study.
     
3. Summary of Activities for “Collaborative” Research 

	RESEARCH

ACTIVITIES
	ACTIVITIES FOR VA RESEARCH 

These activities MUST be approved by the VA R&D Committee
	ACTIVITIES FOR 

NON-VA 
RESEARCH 

These activities MUST NOT be approved by the VA R&D Committee
	Explain how VA and NON-VA 

activities of

Dual-Appointment personnel are distinguished

	
	VA Site
	Non-VA Site
	
	

	Advertising
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Recruitment 
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Research-related medical procedures to be performed 

(LIST)
	     
	     
	     
	     

	Other 

interventions or interactions with living individuals to be performed (LIST)
	     
	     
	     
	     

	Clinics, labs, other units to be used (LIST)
	     
	     
	     
	     

	PHI Use
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	PHI Disclosure
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Data Coordinating Center
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Members of Research Team (LIST)
	     
	     
	     
	     


� VA research is research conducted by VA investigators (serving on compensated, without compensation (WOC), or Intergovernmental Personnel Agreement (IPA) appointments) while on VA time, utilizing VA resources (e.g. equipment), or on VA property including space leased to, or used by VA. The research may be funded by VA, by other sponsors, or be unfunded. (VHA Handbook 1200.01 §3.b)





� If the combined data are located at the non-VA site, investigators with dual appointments should not use the combined data while on VA time unless approved as an “off-site” VA research activity in consultation with ORD and Regional Counsel.
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