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CHECKLIST: Criteria for UMN Serving as the sIRB
The purpose of this checklist is to provide information on considerations that the institution will evaluate when considering requests for the institution’s IRB to serve as single IRB of record for multi-site or collaborative research. The HRPP staff saves the completed checklist in the DATABASE: sIRB (HRP-866).

Submission Information
	Basic Information
	Submission Details

	Study Title:
	 FORMTEXT Click or tap here to enter text.
	Investigator:
	Click or tap here to enter text.

	Person Completing Checklist (Name):
	Click or tap here to enter text.

	Date Checklist Completed:
	Click or tap here to enter text.



1. Exclusion Criteria
The following are circumstances in which the institution will not serve as the sIRB for a multisite study.
☐ The University of Minnesota is not listed as the prime awardee of federal grant (UMN will not serve as the sIRB for studies where a Fairview or Gillette is listed as the prime awardee of a federal grant). The lead PI/site will be responsible for identifying the sIRB, such as an accredited IRB from a designated pSite or a commercial IRB. 
☐ There is no mandate that requires the use of a sIRB. 
☐ The study is Small Business Innovation Research (SBIR) or Small Business Technology Transfer (STTR).
☐ The institution is not engaged in the research activities.
☐ The study is determined to be Exempt[endnoteRef:2]. [2:  For a HHS funded or supported, non-exempt collaborative research study involving human subjects, any site that is engaged must rely on the sIRB for review.  If the research as a whole is non-exempt and an institution is engaged in the research (even if their portion of the research is exempt), then the institution must rely on the sIRB.  (Correspondence with OHRP, September 27, 2022).] 

☐ The study is determined to not involve Human Research.
☐ The study involves an IND/IDE or is subject to abbreviated IDE requirements.
☐ The study involves an institutional conflict of interest.[endnoteRef:3] [3:  If an institutional conflict of interest exists, sIRB responsibility must be delegated to a commercial IRB (Advarra IRB).] 

☐ External study personnel have a conflict of interest.
☐ The study was disapproved or terminated by the UMN IRB or an external IRB.
☐ The study includes VA site(s).
☐ The study includes internationally-based sites (foreign sites).[endnoteRef:4] [4:  If the study includes domestic and foreign sites, UMN IRB may, if otherwise appropriate, serve as the sIRB for the domestic sites only. ] 

2. INCLUSION CRITERIA. 
The following are circumstances where the University of Minnesota IRB will serve as the sIRB.  
☐ University of Minnesota is listed as the prime awardee for the federal grant.
Comments: Click or tap here to enter text.
☐ The institution’s IRB has sufficient expertise and resources to conduct the IRB review.
Comments: Click or tap here to enter text.
3. Additional Considerations for Serving as sIRB 
The following are additional considerations for evaluating the Institution’s ability to serve as the sIRB for a multisite study.
☐ Complexity of protocol/risk level of study, including the objectives or focus of the protocol (gene transfer, research that requires review by the University’s Institutional Biosafety Committee (IBC), high-profile research otherwise subject to additional institutional policy, research involving natural emergencies, disasters, or pandemics (See HRP-101)). 
Comments: Click or tap here to enter text.
☐ Number, type and location of participating sites.
Comments: Click or tap here to enter text.
☐ Principal Investigator experience.
Comments: Click or tap here to enter text.
☐ Study team is adequately resourced and prepared to facilitate the multi-site study.
Comments: Click or tap here to enter text.
☐ Participating site(s) are adequately resourced and prepared to participate in the multi-site study.
Comments: Click or tap here to enter text.
☐ FDA regulated research activities are included in the study.
Comments: Click or tap here to enter text.
☐ The institution’s HRPP (e.g. Sponsored Projects Administration, Quality Assurance Program, etc.) has sufficient expertise and resources to establish and manage multiple participating sites.
Comments: Click or tap here to enter text.
☐ Ability for the institution to comply with the relevant local context considerations of the participating site(s).
Comments: Click or tap here to enter text.
☐ Preference to outsource sIRB function to an external IRB.
Comments: Click or tap here to enter text.
☐ Other relevant considerations (e.g., vulnerable populations).
Comments: Click or tap here to enter text.
4. Additional Considerations for Serving as sIRB for a DOD institution 
The following are additional considerations for evaluating the Institution’s ability to serve as the sIRB for a DOD institution (DoDI 3216.02 section 3.5).
☐ The institution has a current federal assurance of compliance.
Comments: Click or tap here to enter text.
☐ The institution’s IRB is registered in accordance with Subpart E of 45 CFR 46.
Comments: Click or tap here to enter text.
☐ There is a process for the DOD institution to review the protocol to ensure all applicable local and DOD requirements are addressed in the protocol.
Comments: Click or tap here to enter text.
☐ The institution’s IRB will apply the 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).
Comments: Click or tap here to enter text.
☐ If the research constitutes classified human participant research, the COHRP must approve the reliance agreement.
Comments: Click or tap here to enter text.
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