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	New York University Shanghai
RESEARCH COMPLIANCE OFFICE 



APPLICATION SUPPLEMENT								Date:            

IRB Review Certification for NYU Research Involving Non-NYU Affiliated Sites 

	Background: This form is to ensure each site engaged in this human subjects research project has obtained or will obtain IRB review/approval. Use this form if you are collaborating with non-NYU researchers and/or conducting human subjects research at a non-NYU affiliated sites (within the United States and at International Locations).

	Instructions: 
· If there is more than one non-NYU affiliated site then submit one form for each site.
· Section I – complete for the non-NYU affiliated site
· Section II – complete if study is federally funded 


  
	Principal Investigator on NYU IRB Application:
	NYU Protocol # (if known):

	
	

	Study Title (may not exceed 500 characters):

	




SECTION I: Identify Non-NYU Affiliated Site

	A. List site name and PI contact information (name/email/phone) for the non-NYU affiliated site: 

	





	B. Will the non-NYU Affiliated site IRB review and approve the research? 

	   [ ] Yes      [ ] No

	1. If yes, submit a copy of the current IRB approval letter to the NYU IRB when available. Research cannot begin at the non-NYU affiliated site until the NYU investigator has submitted a copy of the current IRB approval letter from the non-NYU affiliated site to the NYU IRB. 

	2. If no, please explain why (Exceptional circumstances only).

	




	3. The NYU IRB approved application must include the scope of work including the human subjects component for that site. The IRB Application will be considered incomplete if this has not been done. 

	4. The collaborators at the non-NYU affiliated site must complete a Human Subjects Training Course (CITI). This should be documented in the IRB Application. 

	5. If the research is Federally Funded complete Section II. 





SECTION II: For Federally Funded Studies
	Each institution must have IRB Approval and an assurance under the Federalwide Assurance program (FWA). The HHS’ Office for Human Research Protections provides guidance and instructions on how to obtain an FWA. See:
http://www.hhs.gov/ohrp/assurances/index.html.

	Name of site and corresponding FWA#: 
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