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Name of Organization Providing IRB Review (Designated IRB): 
Sabai IRB
IRB Registration #: IRB00014968
IORG #: IORG0012659

Name of Institution Relying on the Reviewing IRB (Relying Institution): 
[Insert Name of Relying Institution]
FWA #: Click or tap here to enter text.

Scope of IRB Reliance: 
(☐) This agreement applies to all human subjects research conducted at the Relying Institution.

(☐) This agreement applies to all human subjects research provided by Relying Institution to Sabai IRB (Designated IRB) for IRB services.

(☐) This agreement is limited to the following specific protocol(s):

	Study Protocol #:
	[Insert]

	Study Title:
	[Insert]

	Study Sponsor or Funding Agency and Award Number, if any:
	[Insert]

	Relying Site Principal Investigator:
	[Insert]






Responsibilities of the Designated IRB:
· Maintain IRB Registration with the OHRP and FDA and maintain IRB membership that satisfies the requirements of federal regulations at 45 CFR 46 and 21 CFR 56.
· Approve, require modifications in (to secure approval), or disapprove research activities in accordance with applicable federal regulations including 45 CFR 46; 21 CFR 50 & 56; the Health Insurance Portability and Accounting Act (HIPAA); Department of Defense (DoD) requirements specified in DoDI 3216.02, including but not limited to non-DoD institutional responsibilities defined under DoDI 3216.02 section 3.6.(b); state and local laws; and the International Conference on Harmonisation (ICH) E6 – Good Clinical Practice (GCP) when applicable. Such reviews include, but are not limited to, Initial Review, Continuing Review, Amendments, Unanticipated Problems involving Risks to Subjects and Others and Study Closures.
· Determine that a project submitted by an investigator does not meet the definition of human subject research under 21 CFR 56.102(f), 45 CFR 46.102(e)(1), and 46.102(l).
· Determine whether investigator conflicts of interest and their management, if any, allow research studies to be approved.
· Notify investigators in writing of its decision to approve or disapprove the proposed research activity, or of modifications required to secure IRB approval of the research. 
· Require that information given to participants as part of informed consent is in accordance with applicable laws and regulations. 
· Require documentation of informed consent or waive or alter consent or documentation of consent requirements in accordance with applicable laws and regulations. 
· Maintain documentation of IRB services including study documents, IRB determinations and correspondence and IRB meeting minutes, and make records accessible to the Relying Institution upon request.
· Observe or audit, or have a third party observe or audit, the conduct of approved human subject research, including the informed consent process.
· Review potential non-compliance, including complaints, protocol deviations, and results of audits. Determine whether each allegation of non-compliance has a basis in fact and whether each incident of non-compliance is serious or continuing. 
· Suspend or terminate approval of human subject research activities that are not being conducted in accordance with the IRB’s requirements or have been associated with unexpected serious harm to subjects. 
· Promptly notify Relying Institution of any suspension or termination of approval, unanticipated problems involving risks to subjects or others, and/or serious or continuing noncompliance and any related remedial actions required of the institution or its agents.
· [bookmark: _Hlk36137586]Promptly report to federal regulatory oversight authorities any determinations of unanticipated problems, serious or continuing noncompliance or suspension or termination of IRB approval. The Relying Institution has the right to submit their own report(s) in addition to Sabai IRB’s report. The Relying Institution will be responsible for notifying funding agencies, sponsors and other oversight authorities as applicable.
· Promptly notify Relying Institution of any suspension or restriction of Sabai IRB’s authority to review research.
· Should termination of this Agreement occur, Sabai IRB is responsible for continued oversight of active studies until closure, or as mutually agreed upon, for the reasonable time necessary to transfer oversight to another IRB.

Responsibilities of the Relying Institution:
· Ensure that research personnel, including Principal Investigators, have the requisite education, training, and qualifications to perform the research and safeguard the rights and welfare of research participants.
· Ensure the institution has the requisite resources (personnel, space, equipment) and expertise to conduct the research and protect the rights and welfare of research participants, including privacy rights in accordance with HIPAA, as applicable.
· Require that research personnel comply with the requirements of Sabai IRB, applicable federal regulations, state and local laws, and the terms of its FWA and/or other institutional requirements relating to the research.
· Oversee the conduct of the research, and as needed, monitor the research to ensure its quality and compliance with all requirements.
· As applicable, maintain an FWA, including for DoD studies, and fulfill its requirements, including policy and procedure, recordkeeping, and reporting requirements. 
· Ensure that informed consent forms are in alignment with terms of agreement (e.g., participant compensation, subject injury) in place between the study sponsor and institution. 
· If the Relying Institution is a HIPAA Covered Entity per 45 CFR 160.103, it shall maintain responsibility for its own HIPAA compliance and obligations in connection with the research. Relying Institution may rely on Sabai IRB to make determinations in compliance with the HIPAA Privacy Rule for the use and disclosure of PHI through submission of a written authorization which may be incorporated into the informed consent form or submitted as a standalone form, or via submission of a waiver or alteration of authorization request in the Sabai IRB submission application.
· Promptly notify Sabai IRB of any substantive changes to the Principal Investigator; Institution and its human research protection program; local research context, or any suspected or known noncompliance that impacts research in which Sabai IRB serves as the Designated IRB.
· Together with Sabai IRB, identify a process for communicating to Sabai IRB:
· When the Institution authorizes Sabai IRB to conduct review of research.
· Site-specific informed consent language and other site-specific business rules.
· Conduct, or have a third-party conduct, required ancillary reviews including conflicts of interest, biosafety, and radiation safety. Communicate related information, including management plans put into place to manage conflicts, to Sabai IRB.
· Maintain policies and procedures to manage or eliminate investigator and organizational conflicts of interest (COI). Such policies and procedures shall address the primary components of COI disclosure, evaluation and management, monitoring and enforcement, record retention, and reporting and education that meet the laws, regulations, codes, or other requirements to which the research and institution is bound. Ensure management plans are provided to Sabai IRB in a timely manner, prior to the IRB making review determinations.
· When research is subject to the NIH Genomic Data Sharing Policy, provide required certification to NIH (note: as part of review determinations, Sabai IRB will verify the protocol and consent form abide by certain NIH requirements, as outlined in the Sabai IRB Investigator Guide). 
· When research is subject to DoD regulations, the DoD institution reviews the protocol to ensure all applicable local and DoD requirements are addressed in the protocol and if the research constitutes classified human participant research, the Component Office of Human Research Protections (COHRP) must approve the agreement to rely on Sabai IRB.
· Ensure that written agreements with study sponsors will (i) indicate who will provide care in cases of research-related injury, and who is responsible to pay for it, (ii) obligate study sponsors to promptly (no longer than within 30 days) report to the site or investigator any findings (including those from study monitors) that could affect the safety of participants, influence the conduct of the study, or alter the IRB’s approval to continue the study, and the site or investigator will then promptly (no longer than within 30 days, and within reporting timeframes specified in the Sabai IRB Investigator Guide) forward this information to Sabai IRB, (iii) obligate study sponsors to promptly (specify timeframe in the agreement) provide routine and urgent data and safety monitoring reports to the site or investigator, and the site or investigator will then promptly (no longer than within 30 days, and within reporting timeframes specified in the Sabai IRB Investigator Guide) forward this information to Sabai IRB, (iv) obligate study sponsors to follow the site’s policies and procedures regarding the publication of findings from sponsored research, when applicable, and (v) obligate study sponsors to notify the site or investigator of findings from a closed study that directly affect participant safety, and specify a time frame for reporting (e.g., two years), that is appropriate for each individual study. The site or investigator will then promptly forward this information to Sabai IRB.













Point of Contact, Sabai IRB:			Point of Contact, Relying Institution:
Melissa Fink, MA, CIP				Name
Senior Director, IRB Operations		Title
(888) 442-2472				Phone
irbteam@sabaiglobal.com 			Email


This document must be kept on file by both parties and provided to Regulatory Agencies upon request.


Signature of Institutional Official or Designee, Sabai IRB:

Signature: __________________________		Date: __________________

Name: Melissa Fink, MA, CIP		Title: Senior Director, IRB Operations

Signature of Institutional Official or Designee, Relying Institution: 

Signature: ___________________________ 		Date: __________________

Name:  				Title:
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