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Form N

Include in IRB Application for Conducting 
Off-Site Research
Research activities conducted at performance sites that are not owned or operated by the University of Kentucky, at sites that are geographically separate from UK, or at sites that do not fall under the UK IRB’s authority are subject to special procedures for coordination of research review.  Additional information is required.  Please complete each section that is applicable to your project.
Investigators conducting research at Shriners Hospital for Children are not required to provide this information.

I.  Cooperative Research:
Research conducted in cooperation with and at a performance site of an institution or facility that is not affiliated with UK or that does not fall under the UK IRB’s authority. An off-site institution or facility may be domestic or international and may or may not have its own IRB.
Please provide the following information/materials for each off-site facility at which you propose to conduct the research.  Attach additional sheets if necessary.

	1.  Off-site facility Name/ID:
	

	2.  Name of Contact Person & Contact Information: 
(e.g., phone or e-mail)
	

	3.  Name of study personnel responsible for communicating with contact person:
	

	Check applicable box(es) below and attach the requested materials accordingly.

	4.  The site has given permission for the research to be conducted at its site:
	Yes  
	No  

	
	A letter of support from an authorized official of the non-UK institution on the facility's letterhead stationery that addresses the following items is attached:   Yes  

· Agreement of the institution’s administration for the study to be conducted at that site;

· Review of the project by someone at the facility with respect to the issues of appropriateness for its human subject population, and adequacy of the facility to perform the procedures as approved by the IRB;

· Written confirmation that the facility personnel (if engaged in the research) have the appropriate expertise to carry out the research procedures as review and approved by the IRB;

· Assurance the personnel from the facility (if engaged) have appropriate training in human subjects protection.
If “no”, describe plans to obtain permission and attach or describe any preliminary communication with the site.  Information Attached  

	5.  The project is federally funded.
	Yes   
	No  

	     Sponsoring Agency: _______________________________

	6.  The site is engaged in the research.

     (Review the OHRP Engagement memo for guidance or contact ORI staff.)
	Yes   
	No  

	7.  The site has its own IRB:
	Yes   
	No  

	
	If “yes”, answer questions “a”, “b”, and “c” below:

	
	a.  Will the off-site facility’s IRB review the research?
	Yes  
	No  

	
	If “yes”, submit a letter of approval from the IRB or a letter stating that the research will be subject to the IRB’s approval.  Letter Attached  

	
	b.  Is the off-site facility requesting the University of Kentucky IRB to be the relied upon IRB?
	Yes  
	No  

	
	c.  Is the off-site facility requesting the University of Kentucky IRB to defer responsibility for IRB review to its IRB?
	Yes  
	No  

	
	If “yes” to “b” or “c”, approval must be granted by the Vice President for Research.  Contact the Office of Research Integrity at (859) 257-9425 for assistance.

	8.  The site has an approved Federalwide Assurance (FWA).
	Yes   
	No  

	     If “yes”, provide the site’s FWA number: ____________________________

	9.  The site is accredited by the Association for the Accreditation of Human Research Protection Programs (AAHRPP).
	Yes   
	No  


II.  Projects Involving Multiple Sites and UK is the Lead Site/Lead Investigator:

Please provide a list of all participating off-site facilities at which you propose to conduct the research.  Attach additional sheets if necessary.

	1.  Is the University of Kentucky the lead site in a multi-site study, or is the UK investigator the lead investigator in a multi-site study?
	Yes   
	No  

	
	If “yes”, describe the plan for the management of information that is relevant to the protection of human subjects, such as reporting of unexpected problems, protocol modifications, and interim results.

	


III.  Geographically Separate Off-Site Location with No Cooperating Institution
Additional information on this type of research should be provided in item #19 of “Form B” (Research Description).
Please provide the following information/materials for each off-site location at which you propose to conduct the research.  Attach additional sheets if necessary.
	1.  Off-site location:
	

	2.  Languages Understood by the Human Subjects:
	

	3.  Name of ad hoc or cultural consultant with knowledge of the local research context:
	


IV.  Geographically Separate UK-Owned Site with Non-UK employees
Please provide the following information/materials for each off-site location at which you propose to conduct the research.  Attach additional sheets if necessary.
	1.  Off-site location:
	

	2.  The non-UK employees are engaged in the research.

     (Review the OHRP Engagement memo for guidance or contact ORI staff.)
	Yes   
	No  

	
	If “yes”, the non-UK employees must be listed as Study Personnel on your GIS and must complete the human subjects protection training required by the University of Kentucky.

	3.  Name of ad hoc or cultural consultant with knowledge of the local research context:
	


Guidance and policy resources for off-site research:

· IRB Application instructions “Form N”–Off-Site Research [http://www.research.uky.edu/ori/FormsHELP/S4N.htm]

· ORI’s SOP website – http://www.research.uky.edu/ori/human/SOPs_&_Policies.htm#1
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