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	Complete this form when a local IRB has jurisdiction over this research site.

	You must submit a typed version of this form (except for the signature block) to prevent errors and delays due to legibility problems.

	Blank & incomplete answers will result in delayed reviews

	If you have questions about the use of this form, please contact WCG IRB at 855-818-2289 or email clientcare@wcgclinical.com

	Relying organization:

	Name:
	     

	FWA #: 
	      (if organization has an FWA)

	Contact Information for relying organization:

	Name:
	     

	Title:
	     

	Address 1:
	     

	Address 2:
	     

	City:
	     
	State/Province:
	     

	Zip/Postal Code:
	     
	Country:
	     

	Phone:
	     
	Email:
	     

	 This agreement covers all human subjects research conducted by this site (otherwise complete the “Research Protocol” and “Principal Investigator” sections below)

	Research Protocol:

	Protocol #:
	     

	Protocol Title:
	     

	Sponsor Name: 
	     

	IRB Tracking #: 
	      (if known)

	Principal Investigator:

	Name:
	     


The relying organization agrees to waive jurisdiction for the IRB review and continuing oversight of the research protocol to WCG  IRB (IRB registration number IRB00000533) (“designated IRB”) as allowed under federal regulations. The principal investigator is authorized to conduct the research protocol at the relying organization.
· The review performed by the designated IRB will meet the human subject protection program requirements of applicable regulatory agencies and AAHRPP. 
· The designated IRB will follow its written procedures for the review and oversight of the research protocol, including the following: 
· Conducting an initial review of each Study (including appropriate scientific review).

· Providing guidance about working with WCG IRB and the conduct of research in its Guide for Researchers and via other materials available on the website.

· Reviewing potential non-compliance, including complaints, protocol deviations, and results of audits and make determinations whether allegations of serious and/or continuing non-compliance have a basis in fact and whether incidents constitute serious or continuing non-compliance. 
· Reporting findings and actions, subject complaints, unanticipated problems involving risks to subjects or others, serious or continuing noncompliance, and suspension or termination to appropriate institutional officials at the relying organization.
· Where appropriate, directing management plans for disclosed research team significant financial conflicts of interest.

· Managing WCG organizational conflict of interest related to the research (if any).

· Determining which organization is responsible for obtaining any additional approvals from DHHS when the research involves pregnant women, fetuses, and neonates; or children; or prisoners.

· Reviewing all subject information and consent documents.

· Reviewing site-specific materials, including a completed site-specific submission form.

· Providing continuous oversight of each Study it approves.  

· Conducting continuing review of each approved study at intervals appropriate to the degree of risk in such study, but not less than once per year, unless otherwise authorized by applicable law.  
· Ensuring that, should termination of a reliance agreement occur, one of the parties clearly is responsible for continued oversight of active studies until closure or a mutually agreed upon transfer of the studies.
· Relevant minutes of IRB meetings will be made available to the relying organization upon request. Relying organization remains responsible for ensuring compliance with the designated IRB’s determinations and with the terms of any agreements between the relying organization and applicable regulatory agencies. 
· This document must be kept on file by both parties and provided to applicable regulatory agencies upon request.

	For designated IRB
	
	For relying organization

	
	
	

	Signature
	
	Signature

	     
	
	     

	Printed Name
	
	Printed Name

	     
	
	     

	Title
	
	Title

	     
	
	     

	Date
	
	Date
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