[image: ]                          Reviewing IRB Institutional Information Form
This form is to be completed by the Reviewing IRB and returned to Montana State University. MSU uses this information to evaluate the appropriateness of relying on your institution’s IRB for oversight of the study identified below. This form is required when the Reviewing IRB does not provide equivalent institutional documentation.

Study & Contact Information
	Reviewing Institution:
	Click or tap here to enter text.

	Protocol Title:
	Click or tap here to enter text.

	Reviewing IRB protocol #:
	Click or tap here to enter text.

	Reviewing IRB Name:
	Click or tap here to enter text.

	IRB Contact Name:
	Click or tap here to enter text.

	IRB Contact Email: 
	Click or tap here to enter text.

	IRB Contact Phone:
	Click or tap here to enter text.

	MSU PI:
	Click or tap here to enter text.



IRB Accreditation & Quality Assurance
Please indicate the quality assurance or accreditation mechanism(s) in place at your institution:
☐ AAHRPP Accredited
☐ 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.

Recent Audits or Investigations
Have there been any investigations, audits, or findings (e.g., OHRP, FDA, or internal audits) at your institution over the past three years that would be relevant to the conduct of human subjects research?
☐ No
☐ Yes (Please describe any relevant investigations, audits, or findings): Click or tap here to enter text.

Federal-Wide Assurance (FWA)
Please provide your institution’s current FWA information:
FWA Number:  Click or tap here to enter text.
FWA Expiration Date:  Click or tap here to enter text.
Human Subjects Research Training Requirements
Please describe your institution’s human subjects research training requirements for investigators:
☐ CITI Program (Human Subjects Research or equivalent)
☐ Other training program (Please describe): Click or tap here to enter text.
Required renewal period:  Click or tap here to enter text.
Please confirm: All investigators at your institution listed on this protocol are current with your training requirements.
☐ Confirmed

Conflict of Interest
Please indicate your institution’s conflict of interest status for this protocol:
☐ An institutional or financial conflict of interest has been identified, and the COI Plan is attached.
☐ An institutional or financial conflict of interest has been identified, and the COI has been eliminated.
☐ No institutional or financial conflict of interest has been identified or reported.
☐ Our institution does not have a formal COI review process.

IRB Review Capabilities
Please confirm your institution’s IRB is qualified and equipped to review the following elements relevant to this protocol (check all that apply):
☐ FDA-regulated research
☐ Research involving minors
☐ Research involving vulnerable populations
☐ Research involving Indigenous or Tribal communities
☐ Research involving student records (FERPA)
☐ Research involving health information (HIPAA/PHI)
☐ Research involving biological specimens or biospecimens
☐ Research involving radiation or radioactive materials
☐ Multi-site research
☐ Other relevant expertise (Please describe): Click or tap here to enter text.


Applicable State or Local Laws and Regulations
Please identify any state or local laws and regulations at your site that are applicable to this research:
☐ Applicable state or local laws have been identified (Please describe and provide links or attach documentation): Click or tap here to enter text.
☐ No state or local laws or regulations apply to this protocol.
Age of majority in your state:  Click or tap here to enter text.
Institutional Policies
Please identify any institutional policies at your site applicable to this research:
☐ Applicable institutional policies have been identified (Please describe and provide links or attach documentation): Click or tap here to enter text.
☐ No institutional policies apply to this protocol.

Local, Community, or Cultural Considerations
Please indicate whether there are local, community, or cultural concerns at your site relevant to the study population:
☐ Local, community, or cultural concerns have been identified and documentation is attached.
☐ No specific local, community, or cultural concerns are applicable to this protocol at our site.

Additional Information
Please provide any additional information that may be relevant to MSU’s decision to rely on your IRB for this study:
Click or tap here to enter text.






Authorized Institutional Signature
By signing below, the Reviewing IRB confirms that the information provided is accurate and that the institution agrees to notify MSU of any changes that may affect the conduct of this research or MSU’s decision to rely on this IRB.
	Signature:
 
	Date:
 

	Printed Name:
 
	Title:
 

	Institution:      
 



Return completed form to: Brenna Szott, IRB Administrator | brenna.szott@montana.edu | Montana State University Research Integrity & Compliance, Lewis Hall 101-C
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