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MONTANA STATE UNIVERSITY
Institutional Review Board - Reliance Agreement

This document combines (1) the OHRP-required IRB Authorization Agreement, (2) site-specific information for the Reviewing IRB, and (3) the flexible operational terms for the ceded study. All three parts must be completed and signed before research activities begin.

PART 1 — IRB Authorization Agreement
This section constitutes the OHRP-required authorization designating the Reviewing IRB. It must be retained on file by both parties and provided to OHRP upon request.

Name of Institution or Organization Providing IRB Review (Institution/Organization A):

Click or tap here to enter text.

IRB Registration Number: Click or tap here to enter text.
Federalwide Assurance (FWA) Number: Click or tap here to enter text.

Name of Institution Relying on the Designated IRB (Institution B):

Click or tap here to enter text.

Federalwide Assurance (FWA) Number: Click or tap here to enter text.


The Officials signing below agree that Click or tap here to enter text. may rely on the designated IRB for review and continuing oversight of its human subjects research described below: (check one)	

☐ This agreement applies to all human subjects research covered by Institution B’s FWA.

☐ This agreement is limited to the following specific protocol(s):
	Name of Research Project: Click or tap here to enter text.
	Name of Principal Investigator: Click or tap here to enter text.
	Sponsor or Funding Agency: Click or tap here to enter text.
	Award Number, if Any: Click or tap here to enter text.



The review performed by the designated IRB will meet the human subject protection requirements of Institution B’s OHRP-approved FWA. The IRB at Institution/Organization A will follow written procedures for reporting its findings and actions to appropriate officials at Institution B. Relevant minutes of IRB meetings will be made available to Institution B upon request. Institution B remains responsible for ensuring compliance with the IRB’s determinations and with the Terms of its OHRP-approved FWA. This document must be kept on file by both parties and provided to OHRP upon request.

NOTE: The IRB of Institution A must be designated on the OHRP-approved FWA for Institution B. Signatures for all parts of this Agreement are located at the end of this document in the Execution section.



PART 2 — Site Information
This section is to be completed by the Relying Institution and provides the Reviewing IRB with the site-specific information needed to accept and conduct ceded review. 

Study & Personnel Information

	MSU IRB #:
	

	Protocol Title:
	

	MSU PI:
	

	
	Relying Site Information (the following sections to be completed by Relying Institution)

	Relying Site:
	Name of the Relying Institution Here

	Relying Site PI:
	Name the PI at the Relying Institution Here

	Relying Site Study Team Members:
	Name the Study Team Members at the Relying Institution Here








IRB Quality Control at Relying Site
Indicate the IRB quality control mechanism in place at the Relying Site:

	☐	AAHRPP

	☐	OHRP Quality Assessment

	☐	Internal Quality Assurance Program (Please Describe): Click or tap here to enter text.

	☐	None

	☐	Other (Please Describe): Click or tap here to enter text.



Relying Site Monitoring
Are there any investigations, audits, or findings (e.g., OHRP, FDA, or local audits) over the past three years that would be relevant to the conduct of new human subjects research proposed at the site?

	☐	No

	☐	Yes (If “yes”, please explain any investigations, audits, or findings that may be relevant): 
Click or tap here to enter text.



Human Subjects Research Training 
Relying institution confirms that all investigators of the relying institution are in compliance with Montana State University training and qualification requirements (CITI or equivalent human subjects ethics training, completed within the last 5 years).

	☐	Yes. Relying institution confirms all investigators of the relying institution are in compliance with human subjects research training.



Conflict of Interest (check applicable box):

	☐	An institutional or financial conflict of interest has been identified at the relying site, and the Conflict of Interest Management Plan is attached.

	☐	An institutional or financial conflict of interest has been identified at the relying site, and the COI has been eliminated.

	☐	No institutional or financial conflict of interest at the relying site has been identified or reported.

	☐	The relying institution does not have a COI review process.


 

Local institution ancillary review requirements at relying institution (check applicable boxes):

	☐	Radiation Safety Review

	☐	Biosafety Review

	☐	Data Security Review

	☐	HIPAA/PHI Review

	☐	FERPA Review

	☐	Other (Please describe and attach any relevant documentation): Click or tap here to enter text.

	☐	There are no institutionally required ancillary reviews that apply to this protocol.



State or Local Laws and Regulations (check applicable box and report the age of majority):

	☐	Relying institution has identified and interpreted the requirements of its applicable state or local laws and regulations relevant to the study. Please describe the relevant state laws and regulations and provide a link to any key documents, such as institutional policy for applying state law, or link to the statute): Click or tap here to enter text.

	☐	There are no state or local laws or regulations that pertain to this protocol.

	
	Age of majority for the state in which the relying site is located: Click or tap here to enter text.



Institutional Policies (check applicable box):

	☐	Relying institution has identified and interpreted the requirements of its applicable institutional policies relevant to the study. (Please describe the relevant institutional polices and provide a link to any key documents or attach relevant documentation): Click or tap here to enter text.

	☐	There are no institutional policies that pertain to this protocol.



Local, Community, or Cultural Concerns (check applicable box):

	☐	Relying institution has identified local, community, or cultural concerns specific to the targeted population at the relying stie and documentation summarizing this is attached.

	☐	Relying institution confirms that there are no specific, local, community, or cultural concerns specific to the targeted population at the relying site.



PART 3 — Flexible Terms for Ceded Review
This section operationalizes the flexible terms applicable to the specific study under ceded review. It is intended to clarify terms that are adaptable to accommodate the needs of the Reviewing IRB and Relying Institution. These terms apply to the study identified in Part 1.


Reviewing IRB Terms

	1. Notification of Acceptance or Declination of Ceded Review

	☐ Option 1 — Reviewing IRB will notify the Overall PI (or designee), the Site Investigator(s), and involved Participating Institutions whether the study is accepted for Ceded review and, if accepted, the designation of the Reviewing IRB and Relying Institutions.

	
	☐ Option 2 — Another party will provide notification
Specify: Click or tap here to enter text.

	
	☐ Option 3 — Requirements/processes are mandated by an external group with authority for the study.



	2. Standard Operating Procedures (SOPs)

	☐ Option 1 — Using SMART IRB SOPs. The Participating Institutions will follow the SMART IRB SOPs with respect to the identified study.

	
	☐ Option 2 — Using other SOPs as mandated by an external group with authority for the study

	
	☐ Option 3 — Using other SOPs (not otherwise mandated)
Provide link or attachment: _____________________________________








	3. HIPAA Determinations and Actions

	☐ Not applicable. Study does not fall under HIPAA Privacy Rule regulations.

	
	☐ Option 1 — Relying Institution(s) are NOT HIPAA Covered Entities. No HIPAA determinations or actions are required for the Relying Institution(s) to use/disclose PHI.

	
	☐ Option 2 — One or more Relying Institutions are HIPAA Covered Entities and the Reviewing IRB will make HIPAA determinations, including the applicable pathway (authorization/alteration or waiver/Limited Data Set). HIPAA authorization language shall be incorporated into the informed consent document unless the Relying Institution obtains written agreement from the Reviewing IRB to use a separate authorization form. 

	
	☐ Option 3 — One or more Relying Institutions are HIPAA Covered Entities and the Relying Institution(s) will make HIPAA determinations. The Relying Institution shall be responsible for ensuring any separate authorization form complies with applicable HIPAA Privacy Rule Requirements.



	4. Conflicts of Interest

	☐ Option 1 — Relying Institution(s) will perform conflict of interest analyses under their policies. Results, prohibitions, management plans, and updates will be provided to the Reviewing IRB. The Reviewing IRB retains the right to impose additional requirements.

	
	☐ Option 2 — Reviewing IRB will perform conflict of interest analyses under its policies.

	
	☐ Option 3 — Relying Institution(s) and Reviewing IRB have agreed on an alternate plan.
Describe: Click or tap here to enter text.





	5. IRB Notifications 

Per 45 CFR 46.108(a)(4), the Reviewing IRB must have written procedures for reporting findings and actions to appropriate institutional officials, including reporting unanticipated problems, serious or continuing noncompliance, and suspension or termination of IRB approval.

	☐ Option 1 — Reviewing IRB will provide notifications directly to the Relying Institution and its officials.

	
	☐ Option 2 — Reviewing IRB will provide notifications through another party.
Specify: Click or tap here to enter text.



	
	

	6. IRB Oversight Actions

Per 45 CFR 46.108(a)(4), the Reviewing IRB must follow written procedures for reporting unanticipated problems involving risks to participants or others, serious or continuing noncompliance, and suspension or termination of IRB approval to appropriate institutional officials and, as required, to the relevant federal department or agency. Per 45 CFR 46.113 and 21 CFR 56.113 (for FDA-regulated research), the IRB may suspend or terminate approval of research that is not being conducted in accordance with the IRB’s requirements.

	In the event of unanticipated problems, noncompliance, or suspension or termination of IRB approval, the following party will conduct any audits or investigations AND draft and submit required reports to external parties (e.g., regulatory agencies, funding agencies, sponsors):

	
	☐ Option 1 — Reviewing IRB will conduct audits, investigations, and external reporting.

	
	☐ Option 2 — Relying Institution(s) will conduct audits, investigations, and external reporting.

	
	☐ Option 3 — Reviewing IRB and Relying Institution(s) will jointly conduct audits, investigations, and external reporting.

	
	☐ Option 4 — Plan will be determined on a case-by-case basis at the time the matter arises.





Reviewing Institution Terms

	1. Financial Agreements 

	☐ Option 1 — Reviewing IRB/Institution will NOT charge Relying Institution(s) for costs of review. The Relying Institution will not be responsible for the financial support or the costs of the review. The Reviewing IRB may charge the sponsor or other third parties.

	
	☐ Option 2 — Reviewing IRB/Institution WILL charge the Relying Institution(s) for costs of review.
Describe arrangement: Click or tap here to enter text.



	2. Quality Assurance / Quality Improvement (QA/QI)

	☐ Option 1 — QA/QI program access required. Each Participating Institution engaged in or conducting the identified study must have or have access to a human subjects research QA/QI program or service that can conduct and report for-cause and not-for-cause audits.

	
	☐ Option 2 — QI/QA program access not required.



	3. Insurance

	☐ Option 1 — Insurance required. Each Participating Institution must maintain insurance coverage for its activities with respect to the identified study.

	
	☐ Option 2 — Insurance not required. Each Participating Institution is not required to maintain insurance coverage for its activities with respect to the identified study.



	4. Indemnification

	☐ Option 1 — Indemnification agreements not required. Indemnification agreements or other contractual arrangements for allocation of liability are not required for this study.

	
	☐ Option 2 — One or more Participating Institutions require an indemnification agreement.
Describe: Click or tap here to enter text.




STANDARD PROVISIONS

Termination or Withdrawal of Agreement

Either party may withdraw from this Agreement at any time by notifying the MSU IRB in writing at irb@montana.edu. Once notice is received, no new participants may be enrolled under this Agreement. Any research already in progress will be handled on a case-by-case basis to ensure participant welfare is protected, including transfer of IRB oversight responsibility, if applicable.. Both parties agree to cooperate in good faith during any transition. 

Data Sharing

Any research data shared between institutions under this Agreement must be used only for the purposes described in the approved protocol or Data Transfer Use Agreement (DTUA), if applicable. Data should be stored securely, and access should be limited to personnel listed on the protocol. If either party becomes aware of a data security issue involving shared research data, they agree to notify the other party promptly. Questions about data sharing arrangements for a specific study should be directed to the MSU IRB at irb@montana.edu. 

Record Retention

Per 45 CFR 46.115(b), all records related to this Agreement – including IRB correspondence, approved protocols, consent forms, and study data – shall be retained for at least 3 years after completion of the research. For FDA-regulated research, 21 CFR 56.115(b) applies the same requirement. Records must be accessible for inspection and copying by authorized representatives of the relevant department or agency at reasonable times. Montana State University, as the Reviewing IRB, will maintain the authoritative IRB record. Each party is responsible for retaining its own site-level records.

Governing Law

This Agreement shall be implemented in accordance with applicable federal regulations, including 45 CFR Part 46 (the Common Rule) and, where applicable, 21 CFR Parts 50 and 56. Per 45 CFR 46.101, these regulations apply to all research involving human subjects conducted, supported, or otherwise subject to regulation by a federal department or agency. Where state or local law imposes additional protections beyond federal requirements, those protections also apply per 45 CFR 46.101(f). No provision of this Agreement shall be interpreted to reduce protections below the federal minimum.
Amendments

This Agreement may be amended only by mutual written consent of the authorized officials of both institutions. Proposed amendments should be submitted in writing to the MSU IRB at irb@montana.edu. No amendment shall take effect until it has been agreed upon in writing by both parties.

Disputes

Any disputes arising from the interpretation or implementation of this Agreement will be addressed in consultation with OHRP guidance and the policies of both institutions. Questions should be directed to the MSU IRB at irb@montana.edu. Nothing in this section prevents either party from taking immediate action to protect the welfare of research participants.

Execution
By signing below, the authorized representatives of both institutions confirm that they have read, understood, and agree to all terms set forth in this Agreement, including Parts 1, 2, and 3 and all Standard Provisions.

Reviewing IRB – Montana State University

Signatory Official Name: 

Institutional Title:

Signature:

Date:

Relying Institution

Signatory Official Name: 

Institutional Title: 

Signature: 

Date: 
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