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Revised SMART IRB Reliance Agreement Version 3.0
Summary of Key Changes Made in Response to Public Comments
(as compared to previous draft of Version 3.0)

Note: This document highlights key differences between the revised Version 3.0 and the previous draft of Version 3.0, which was available for comment between November 15, 2023 and February 15, 2024. 
Transition from Versions 1.0/2.0 to Version 3.0
· Whether a current Participating Institution will need to join Version 3.0 or be able to remain on Versions 1.0/2.0 will depend on the circumstances. Rather than require all current Participating Institutions to join Version 3.0 in order to continue participating in the Agreement, the transition plan will now be as follows: 
All current Participating Institutions that are added to an ongoing instance of reliance or that participate in a new reliance request after the final Version 3.0 is issued (“goes live”) must join Version 3.0. In such cases, the Reviewing IRB Institution must also join Version 3.0.  
Additionally, for ongoing instances of reliance or new reliance requests that will involve a federal agency that is new to SMART IRB (i.e., a federal agency other than NIH), all of the Participating Institutions involved in that reliance must join Version 3.0. 
In all other cases, current Participating Institutions are strongly encouraged to join Version 3.0, but will not be required to do so. 
· An institution that is new to the Agreement will still need to join Version 3.0. Once the final Version 3.0 is issued (“goes live”), Version 3.0 will b the only version of the Agreement available for new institutions to join.
Exemption Determinations and Exempt Research
· Sections of the Agreement on Local Considerations and Other Considerations Will Apply to Exemption Determinations. When an Exemption Determination is requested, the revised Version 3.0 will require a Relying Institution to identify and communicate, and a Reviewing IRB/Reviewing IRB Institution to consider, any Local Considerations and Other Considerations (see below) to the extent such Local Considerations or Other Considerations are relevant to the Federal Policy’s criteria for exemption. Although the Federal Policy imposes only limited requirements for Exemption Determinations, including those determinations that are subject to Limited IRB Review, commenters noted that in some cases Local or Other Considerations may be necessary to rendering an Exemption Determination. For example, where an exemption is limited to research involving adults, the Reviewing IRB/Reviewing IRB Institution needs to know who is considered a child under the Relying Institution’s state law. 
· Sections of the Agreement on Review, Notification, and Reporting of Noncompliance Will Apply to Exempt Research. With respect to Research that has been determined exempt, the revised Version 3.0 will require Reviewing IRBs/Reviewing IRB Institutions to review potential noncompliance with the Federal Policy or with the terms of the Exemption Determination that could disqualify the Research from the relevant exemption. The Reviewing IRB/Reviewing IRB Institution must notify the Relying Institution of the Reviewing IRB’s/Reviewing IRB Institution’s decisions, findings, and actions regarding the same, including a determination that a Report of serious and/or continuing noncompliance to federal human subjects officials is required. For its part, a Relying Institution must notify the Reviewing IRB/Reviewing IRB Institution of such potential noncompliance or if it determines that such a Report is required in connection with the exempt Research. Although proposed guidance from OHRP suggests that reporting requirements do not generally apply to exempt Research, commenters noted that it may be an open question under the Federal Policy whether noncompliance that disqualifies the Research from the relevant exemption is subject to such requirements. 
Local Considerations and Other Considerations
· Local Considerations Will Be Limited to Truly Local Factors and Will Be Distinguished from Other Considerations. The revised Version 3.0 will define “Local Considerations” as applicable requirements of state or local laws and regulations, institutional policies, local standards, and other local factors. Commenters noted that this definition will better align with the SMART IRB Harmonization Steering Committee’s Local Considerations Working Group’s understanding of the term. The revised Version 3.0 will introduce a new term, “Other Considerations,” to refer to the applicable requirements of federal laws and regulations and of federal departments or agencies that may not be apparent from a Research protocol or that are specific to a Relying Institution. For example, Other Considerations could include a federal records confidentiality requirement that applies only to a Relying Institution contributing protected records to the Research, where the protocol does not indicate that protected records are contemplated. 
· Relying Institutions Will Be Responsible for Identifying and Communicating Both Local Considerations and Other Considerations. The revised Version 3.0 will scale back what Relying Institutions are responsible for identifying and communicating to the Reviewing IRB: only Local Considerations and Other Considerations (see definitions above). The Reviewing IRB is expected to be able to identify applicable requirements of federal laws and regulations and of federal departments or agencies that are apparent from a Research protocol, such as federal requirements for confidentiality of educational records in a public-school-based protocol contemplating review of student health and disciplinary files. Commenters noted that this expectation for Reviewing IRBs best supports the streamlining and efficiency goals of single IRB review and avoids unnecessary burden on, and duplicative effort on the part of, Relying Institutions. The previous draft of Version 3.0 placed responsibility for identifying, interpreting, and communicating applicable requirements of federal laws and regulations and of federal departments or agencies (other than human subjects protection requirements) solely with Relying Institutions.
Customization of Consent Forms/Consent Scripts
· Reviewing IRBs Must Consider Certain Requests To Customize Consent Forms. The revised Version 3.0 will require Reviewing IRBs to consider Relying Institutions’ requests for institution-specific modifications to consent forms/consent scripts that are necessary to address legal or regulatory issues, federal agency-specific requirements, or institutional requirements. Commenters noted that Relying Institutions may be subject to internal institutional requirements from which they have no flexibility to deviate. The previous draft of Version 3.0 only provided for requests for modifications necessary to address legal or regulatory issues or federal agency-specific requirements.
HIPAA Waivers/Alterations of Authorization
· The Agreement Will Acknowledge That a Reviewing IRB/Reviewing IRB Institution Is Not Required To Ensure Compliance of a HIPAA Waiver/Alteration of Authorization Obtained by a Relying Institution. The revised Version 3.0 will explicitly acknowledge that a Reviewing IRB/Reviewing IRB Institution has no obligation to ensure that a HIPAA waiver/alteration of authorization obtained by a Relying Institution complies with HIPAA’s requirements for such a waiver/alteration or for documentation of the same. Commenters noted that Version 3.0 makes a similar acknowledgement regarding HIPAA authorizations supplied by a Relying Institution: a Reviewing IRB/Reviewing IRB Institution has no obligation to ensure that a HIPAA authorization supplied by a Relying Institution complies with HIPAA’s requirements for an authorization.
Collaborative Processes for Initiating Reliance and Selecting the Reviewing IRB
· Participating Institutions Will Generally Not Need To Document When Federally Mandated Processes Apply. The revised Version 3.0 will not require Participating Institutions to document among themselves when federally Mandated Processes (formerly referred to as Agency Processes) govern initiation of a reliance request or selection of the Reviewing IRB, as long as such documentation exists elsewhere (for example, in the grant documents). Commenters noted that such documentation would be an unnecessary burden in such circumstances. The previous draft of Version 3.0 required Participating Institutions to document the applicability of Mandated Processes in all circumstances.
· In the Absence of Federally Mandated Processes, the Agreement Will Recommend But Not Require a Particular Process. The revised Version 3.0 will not require Participating Institutions to follow a particular process for initiation of a reliance request or selection of the Reviewing IRB. Rather, the detailed process from the current Agreement will continue to be included but will only be a recommendation. Commenters preferred flexibility for Participating Institutions in this regard.  
Documentation of Education/Training/Qualifications
· Participating Institutions Will Not Need To Provide Documentation of Individual Personnel or IRB Member Education/Training/Qualifications. The revised Version 3.0 will remove the requirement in the current Agreement for Participating Institutions to provide documentation to other Participating Institutions of individual Personnel or IRB Member education, training or qualifications. Participating Institutions will still be required to provide descriptive information about such education, training or qualifications if requested by another Participating Institution, but the information can be provided in a general/summary fashion (such as what training all IRB Members are required to take). Commenters noted that removing the requirement for documentation avoids concerns regarding individual privacy without compromising the purpose of the provision. 
Automatic Termination of Participation
· The Grace Period for Termination of Participation for Loss of Assurance or IRB Registration Will Be Longer. The Revised Version 3.0 will give a Participating Institution whose Assurance is suspended, restricted, terminated, or expires, or if serving as a Reviewing IRB/Reviewing IRB Institution, whose IRB registration is lost or lapses, 60 business days (or up to 90 business days if agreed by other affected institutions) to fully reinstate its Assurance/IRB registration before its participation in the Agreement is terminated. Commenters requested a longer time period to accomplish the reinstatement. The previous draft of Version 3.0 gave a Participating Institution 30 business days (or up to 60 business days if agreed by other affected institutions). 
Governing Law and Venue
· The Agreement Will Be Silent on Governing Law and Venue; Governing Law and Venue Will Be Addressed Only in the Optional Indemnification Addendum. The revised Version 3.0 will not have a provision addressing governing law or venue. The provision that was proposed in the previous draft of Version 3.0 will be included only in the optional Indemnification Addendum and therefore will apply only to disputes pertaining to the Indemnification Addendum. Commenters noted that the indemnification context is where Participating Institutions most care about having such a provision and thought that the provision could introduce challenges outside that context. Like the revised Version 3.0, Versions 1.0 and 2.0 are silent on governing law and venue.
Indemnification Addendum
· The Optional Indemnification Addendum Will Continue To Require Prompt Notice of Losses, But Will Not Penalize Institutions for All Delays in Notice. The optional Indemnification Addendum in the revised Version 3.0 will require an Indemnifying Party/Responsible Party to cover 
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Losses (including attorney’s fees and expenses of litigation, but not including financial settlements) that are incurred by the Indemnified Party/Other Party prior to the latter’s notification to the Indemnifying Party/Responsible Party of the Losses, except to the extent that a delay in notification 
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materially jeopardizes the Indemnifying Party’s defense or otherwise materially adverse affects the Indemnifying Party/Responsible Party. Commenters noted that Indemnified Parties/Other Parties may have legitimate reasons to delay notification of Losses and thought that such delays should not always let Indemnifying Parties/Responsible Parties off the hook.
· The Optional Indemnification Addendum Will Not Have an Insurance Requirement. The optional Indemnification Addendum in the revised Version 3.0 will not require Indemnification Participating Institutions to have insurance coverage for their indemnification and indemnification-related obligations. Commenters noted that such a requirement may be a barrier to participation in the Indemnification Addendum for some institutions. Information about an Indemnification Participating Institution’s relevant insurance coverages, including whether those coverages address indemnification obligations, can be obtained under the insurance provision in the Agreement. 
· The Optional Indemnification Addendum Will Not Supersede Existing Separate Indemnification Agreements. Separate indemnification agreements entered by Participating Institutions prior to joining the optional Indemnification Addendum will continue to apply to Covered Activities initiated under those separate agreements. Commenters noted that they did not wish to revisit previously negotiated indemnification terms for Covered Activities already underway. The optional Indemnification Addendum in the revised Version 3.0 also clarifies that Indemnification Participating Institutions that agree among themselves to limit the scope of the Indemnification Addendum to certain studies remain free to enter separate indemnification agreements among themselves for other studies outside that scope.
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