VA New York Harbor Healthcare System Institutional Review Board

HSQ Appendix Q - International Research Request

Principal Investigator:       
Project Title:       
Date Form Completed:      
MIRB ID Number:      
VA international research is defined as any VA-approved research conducted at international sites (i.e., not within the United States (US), its territories, or Commonwealths), any VA-approved research using either human biological specimens or human data originating from international sites, or any VA-approved research that entails sending such specimens or data out of the US. All international sites must hold an international Federal Wide Assurance (FWA). Supporting documents including a protocol and Human Studies Questionnaire should be submitted with this request.
	1. International Sites – List all international sites that are participating in the research

	Institution
	Location
	FWA number
	Date of IRB or Research Ethics Board Approval

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	Please include copy(ies) of all approvals required by the foreign country(ies) and institution(s). 


2. Rationale for conducting the research at an international site(s), including why it cannot be conducted at a VA facility or within the United States. If the research involves a partnership between the VA and an international site, the rationale for this partnership and its benefits to the VA and the U.S. veteran population should be discussed. Either cite specific pages in protocol or discuss here:      
	3. Financial Arrangements – For each domestic and international site, any financial arrangements including funding source, any type of payment to subjects, and financial arrangements involving the research site and local investigators at the research site.

	Institution
	Location
	Describe funding source, any type of payment to subjects, and financial arrangements involving the research site and local investigators at the research site

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     

	     
	     
	     


	4. Facilities – Discussion of each site in the foreign country(ies) including the foreign investigator(s), the location(s), and a description of the facility(ies) where the research will be conducted.

	Institution
	Location
	Investigator(s)
	Description of facility(ies)

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     

	     
	     
	     
	     


5. Any research assurances that are in place at the international site(s), including an International (Non-U.S.) Assurance issued by Office of Human Research Protections (OHRP).      
6. Information on how the U.S. VA IRB of record and the foreign IRB decisions will be communicated and reconciled if necessary. Either cite specific pages in protocol or discuss here:      
7. Information on VA’s liability in relationship to the conduct of the research including a discussion on care for research-related injuries and any compensation available for subjects or others at the site because of research-related injuries. Either cite specific pages in protocol or discuss here:      
8. A plan for conducting oversight of the research to ensure ethical conduct, compliance with all applicable regulations, and validity of the data. The plan should include oversight by any foreign country or entity. Either cite specific pages in protocol or discuss here:      
9. Frequency and content of monitoring reports, including information on who will review the reports and make any determinations regarding safety of subjects and compliance with applicable regulations. Either cite specific pages in protocol or discuss here:      
10. Sources of materials if other than the research subject used in the protocol (check all that apply):

 FORMCHECKBOX 
 Material obtained from individually identifiable living human subjects in the form of specimens, records, or data, including information on research material that is obtained about deceased individuals or that is de-identified. Identify source of material:      
 FORMCHECKBOX 
 Material or data obtained specifically for research purposes. Describe how they will be collected, which ethics review body(ies) reviewed the collection and use of the materials, and by what standards. Either cite specific pages in protocol or discuss here:      
 FORMCHECKBOX 
 Material or data that was not obtained specifically for research purposes. Describe the circumstance or reason for the collection:      
 FORMCHECKBOX 
 N/A. Material was only obtained from research subjects in the protocol.
IRB Use Only
	IRB Review Checklist
	Yes
	No
	N/A

	All criteria for IRB approval have been satisfied in accordance with VHA Handbook 1200.05.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Consent documents have been approved in accordance with VHA Handbook 1200.05.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	A waiver of consent or documentation of consent has been approved.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Appropriate research assurances are in place at the international site(s), including an International (Non-U.S.) Assurance issued by Office of Human Research Protections (OHRP), and that all approvals are obtained prior to initiating the research at those sites and any stipulations of the board(s) that were required to be addressed prior to the initiation of the research in that country.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	If appropriate, the IRB has ensured that mechanisms are implemented to ensure appropriate management, reduction, or elimination of potential, actual, or perceived conflicts of interest related to all aspects of the research, including financial interests, clinical roles (for example, investigator-patient relationships), and other professional, institutional, or personal roles.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	Level of risk (check one):  FORMCHECKBOX 
 Minimal risk    FORMCHECKBOX 
 Greater than  minimal risk


	IRB RECOMMENDED ACTION  ( FORMCHECKBOX 
 Not Applicable)
	Comments

	 FORMCHECKBOX 

	Approve without modifications
	     

	 FORMCHECKBOX 

	Approve with Minor Modifications (Contingent approval)
	

	 FORMCHECKBOX 

	Defer (Defer pending receipt of additional information) 
	

	
	Table (Requires substantive changes)
	

	 FORMCHECKBOX 

	Disapprove
	

	     
	     

	IRB Member
	Date


R&DC Use only

	R&DC Review Checklist
	Yes
	No
	N/A

	The proposed research is relevant to the VA’s mission and the care of Veterans.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	There is scientific merit to the research proposed.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	There are adequate protections for participating human subjects (including privacy and confidentiality), and adequate safety measures for research subjects and personnel engaged in the research.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The required resources are available and the locations are appropriate where the research will be conducted.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	The research investigator and research team are qualified to conduct the study.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 


	All appropriate subcommittee approvals have been obtained.
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	 FORMCHECKBOX 



	R&DC RECOMMENDED ACTION  ( FORMCHECKBOX 
 Not Applicable)
	Comments

	
	Approve without modifications
	     

	 FORMCHECKBOX 

	Defer (Defer pending receipt of additional information)
	

	 FORMCHECKBOX 

	Table (Requires substantive change)
	

	 FORMCHECKBOX 

	Disapprove
	

	     
	     

	R&DC Member
	Date


	FACILITY DIRECTOR’S APPROVAL
	Comments

	 FORMCHECKBOX 

	I am aware of and approve the request for the VA NYHHS to participate in the proposed international research, and I concur that the part of the research proposed for the international site including the collection of human biological specimen and data derived from human subjects could not be done within the VA or within the United States.
	     

	     
	     

	Facility Director
	Date


1

