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	The purpose of this worksheet is to provide the review criteria for Northwestern University IRB staff when assessing a request to engage in a reliance agreement with an external institution/organization.

	

	1 Considerations for Reliance (Check if “Yes”)

	☐
	The Northwestern University Principal Investigator (PI) meets the requirements as set forth in the Investigator Manual (HRP-103). (The proposed Northwestern PI must meet the requirements. If the PI criteria are unmet, do not proceed with reliance review. More information regarding PI eligibility can be found here: https://www.research.northwestern.edu/pi-eligibility-for-irb-protocols-iacuc-protocols-and-sponsored-research-proposalsawards/).

	☐

	Northwestern is engaged in non-Exempt research AND at least one of the following justifications for reliance are met:

	
	☐


	Northwestern is one of multiple recipients of federal funds for the project, and the request is mandated per the Single IRB or Cooperative Research requirements. (Please refer to: Final NIH Policy on the Use of a Single Institutional Review Board for Multi-Site Research Requirements (NOT-OD-16-094) and the Cooperative Research provision at 45 CFR 46.114.)

	
	☐

	The request is mandated by the study sponsor or funding agency in order for the Northwestern University site to participate in the research.

	
	☐

	Northwestern University is a sub-contracted site and non-Exempt IRB approval for the overall study has already been provided by the external institution/organization.

	
	Alternatively, Northwestern is the prime recipient of federal funds, and a sub-awardee site conducts non-Exempt research. Therefore, Northwestern is considered engaged as the prime, and reliance is permitted even if Northwestern’s involvement is limited to Exempt research activities.

	☐
	Engagement for both sites (Northwestern University and the external institution/organization) has been confirmed. (see HRP-311 Worksheet Engagement Determination for guidance)

	☐
	An authorization agreement template has been provided for signature. (Authorization agreement templates other than the Northwestern template may require additional review by the Northwestern University IRB Executive Director and consultants from other offices. Agreement terms and contents will be reviewed for the requirements listed under Section 3, below).

	☐
	The Northwestern IRB Office reserves the right to not engage in reliance if it is not otherwise mandated (e.g. federal regulations, sponsor requirements, etc.). (see HRP-801 SOP Establishing Authorization Agreements for guidance)

	2 External Institution/Organization (Check if “Yes”)

	☐
	The external institution/organization has an active Federalwide Assurance (FWA) and/or IRB/IORG registration (as applicable) with the Office for Human Research Protections (OHRP). (If the external institution/organization has an FWA and is relying on the Northwestern University IRB to serve as the IRB of Record, it should be confirmed if the external institution/organization applies its FWA to all or only a portion of its research portfolio [i.e., does the institution “check the box?”])

	☐
	The external institution/organization has confirmed willingness to either serve as the IRB of Record or cede review to the Northwestern University IRB.

	☐
	The external institution/organization has provided appropriate IRB or HRPP contact information.

	☐
	The external institution/organization is located within the U.S. or U.S. Territories and Freely Associated States.

	☐
	The external institution/organization has a mechanism for COI review and will provide any applicable management plans relevant to the research to the Reviewing IRB.

	☐
	The external institution/organization has the appropriate structure and composition to conduct the review of the research and complies with applicable laws. This includes ensuring the IRB is properly constituted, members are appropriately qualified, and, that members do not participate in the review of the studies in which they have a conflict of interest.

	☐
	[Optional, but preferred] The external institution/organization has AAHRPP accreditation.

	

	3 Authorization Agreement (Check if “Yes”)

	☐
	The authorization agreement includes information to address the following: 
(Note: If the Northwestern Template Authorization Agreement is being used, the components below are included).

	
	☐
	Review of research will be conducted in accordance with relevant regulations, including but not limited to 45 CRF 46 and FDA 21 CFR 56.

	
	☐
	Reporting of non-compliance, participant complaints, protocol deviations, or other reportable events.

	
	☐
	Relevant IRB records, including but not limited to, IRB Meeting Minutes, approved protocols, consent
documents and other records that document the Reviewing IRB’s determinations, will be made available to the Relying Institution
upon request.

	
	☐
	Information indicating that research activities at the Relying Institution will be conducted in compliance with the Reviewing IRB’s determinations and with the terms of its OHRP-approved Assurance.

	
	☐
	COI policies and procedures, including management plans specific to the research.

	
	☐
	Verification processes to confirm that principal investigators and other research staff have the necessary qualifications and expertise to conduct the research.

	
	☐
	Post-approval monitoring or for-cause audits process upon request by the Reviewing IRB.

	
	☐
	Terms for terminating the reliance agreement.

	
	☐
	If the research is funded by the National Institutes of Health (NIH) and involves Genomic Data, information indicating which institution is responsible for meeting the additional requirements of the NIH Genomic Data Sharing Policy.

	
	☐
	If the research requires additional regulatory requirements, for example, those of the Department of Defense (DoD) or Department of Justice (DOJ), information for which organization is responsible for ensuring those requirements are met during the review of the research.
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