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NOTICE TO CURRENT PARTICIPATING INSTITUTIONS
:  THIS VERSION 3.0 OF THE SMART IRB AGREEMENT REPLACES 
ALL PRIOR 
VERSION
S (INCLUDING V2.0 AND V1.0-1.2)
 AS OF 
[______ ___, 20__]
 (
THE 
“V3.0 GO-LIVE DATE”)
. BECAUSE VERSION 3.0 CONSTITUTES A SIGNIFICANT AMENDMENT 
OF
 THE AGREEMENT, INSTITUTIONS PARTICIPATING UNDER 
ANY OF 
THE PRIOR VERSION
S
 MUST RE-EXECUTE A 
SMART IRB 
JOINDER 
AGREEMENT
 ON OR AFTER 
THE V3.0 GO-LIVE 
DATE IN ORDER TO CONTINUE PARTICIPATION IN THE AGREEMENT. INSTITUTIONS WILL HAVE [
_______
] 
DAYS 
AFTER 
THE V3.0 GO-LIVE 
DATE, UNTIL [______ ___, 20__]
 (THE “CUT-OFF DATE”)
, TO RE-EXECUTE A JOINDER
 AGREEMENT. 
DURING SUCH [
_______
]
-DAY
 TIME, AND PRIOR TO RE-EXECUTION, THE INSTITUTION’S PARTICIPATION WILL CONTINUE TO BE GOVERNED BY THE TERMS OF 
THE 
VERSION
 IN WHICH THE INSTITUTION CURRENTLY PARTICIPATES
. AN INSTITUTION THAT DOES NOT RE-EXECUTE A JOINDER 
AGREEMENT BY THE CUT-OFF DATE 
WILL BE CONSIDERED TO HAVE TERMINATED ITS PARTICIPATION IN THE AGREEMENT AS OF 
THE CUT-OFF DATE 
PURSUANT TO SECTION 7
.2.1.2 HEREOF
.
)














SMART IRB Reliance Master Common Reciprocal Institutional Review Board Authorization Agreement
Introduction
The purpose of this SMART IRB Reliance Master Common Reciprocal Institutional Review Board Authorization Agreement (“Agreement”) is to support Institutional Review Board (“IRB”) reliance in facilitation of multi-site human subjects research. The Agreement allows a Participating Institutions (defined below) to cede IRB review (“Relying Institution”) to the IRB (“Reviewing IRB”) of another Participating Institution (“Reviewing IRB Institution”), including an Independent IRB Organization (defined below), as well as to obtain determinations of exemption from IRB review from a Reviewing IRB or Reviewing IRB Institution. A Participating Institution may be referred to herein as a “Party” to the Agreement, and Participating Institutions may be referred to collectively as the “Parties.”  
Developed under an award from the National Center for Advancing Translational Sciences (“NCATS”),  at the National Institutes of Health (“NIH”), the Agreement sets forth the respective authorities, roles, and responsibilities of the pParties pursuant to U.S. federal laws and regulations and applicable federal policies governing IRB reliance and reliance agreements when a Ceded Review (defined in Exhibit A)an instance of reliance is determined to be acceptable by Participating Institutions in accordance with the processes set forth herein.
This Agreement is open to participation by any institution legal entity, private or public, including any institution or other research organization or site, and any department, agency, or instrumentality of federal, state, local, or other government (“Institution”) that (i) meets the eligibility requirements outlined set forth in Sections 1.1 through 1.3 hereinhereof and (ii) agrees to accepts the terms and conditions of the Agreement through the execution of a SMART IRB Joinder Agreement, as further set forth in Section 1.4 belowhereof (“Participating Institution”). 
This Agreement is also open to participation on the same conditions by any independent IRB organization that provides IRB review services (“Independent IRB Organization”). The terms “Institution,” “Participating Institution,” and “Reviewing IRB” as used herein, and all rights and obligations of Institutions, Participating Institutions , and Reviewing IRBs hereunder, shall include and apply to Independent IRB Organizations unless otherwise noted herein.

Nothing in this Agreement restricts an Institution outside the U.S. that meets the conditions for participation from becoming a Participating Institution for purposes of any obligations it may have to comply with U.S. laws, regulations, or policies; however, no representation is made as to the sufficiency of the Agreement for any Participating Institution’s compliance with any ex-U.S.foreign laws, regulations, or policies with respect to the subject matter hereof.

A glossary of all acronyms and capitalized terms used in this Agreement, whether or not even if they are defined within the body of the Agreement, is provided at Exhibit A, which is attached hereto and incorporated by reference herein.
This Agreement meets is designed to meet U.S. federal requirements for designation of another Participating Institution’s IRB as the Reviewing IRB. This Agreement shall be kept on file at each Participating Institution and shall be provided to the U.S. Department of Health and Human Services (“DHHS”) Office for Human Research Protections (“OHRP”) or other federal departments or agencies with requisite authority upon request.
1. Eligibility and Process To Participate in the Agreement
An Institution is eligible to participate in this Agreement if it meets the following requirements and takes the following steps:
1.1 FWA; Oversight of All ResearchAssurance and Oversight. Unless it is an Independent IRB Organization, the iInstitution must (i) maintain an OHRP-approved Federalwide Assurance (“FWA”),assurance of compliance with the Federal Policy (defined in Exhibit A) with at least one federal department or agency (“Assurance”), regardless of whether it engages in federally funded human subjects research that is subject to the Federal Policy for the Protection of Human Subjects (“Federal Policy”)even if it does not engage in federally funded research; and. In addition, the institution, by policy or otherwise, must (ii) require IRB review and provide institutional oversight of its non-exempt human subjects research regardless of funding source or the scope of its FWA. In the case of human subjects research that would be exempt from IRB review under Federal Policy, the institution must still provide institutional oversight of such research. Such policy need not require, and this Agreement does not require, reporting unanticipated problems, serious or continuing noncompliance, or suspension/termination of such research to OHRP or other agencies when such reporting is not required by the institution’s FWA or policies or otherwise by regulation. However, nothing in the institution’s policies may preclude, and this Agreement shall not preclude, the institution from reporting such events to OHRP or other agencies in such circumstances.  For clarity, this Agreement does not require the Institution to extend its Assurance(s) to research that is not federally funded. The Institution may elect to do so (where permitted by the relevant federal department or agency) or may maintain internal policies or other requirements for IRB review and institutional oversight of such research. The institution must inform all Participating Institutions involved in Research (defined below) of the applicability of its FWA to the Research prior to such institution’s participation in any determination of the acceptability of a Ceded Review for the Research pursuant to Section 3 hereof.
For clarity, it is not a requirement for participation as a Relying Institution in this Agreement for an institution to have an IRB.
1.2 HRPP Quality. If it has an IRB or is an Independent IRB Organization, the iInstitution must have undergone or have initiated an assessment of the quality of its human research protection program (“HRPP”). Such assessment may be one conducted by the Institution itself or by a third party. Such assessment must have occurred or have been initiated within the past five (5) years prior to the iInstitution joining the Agreement (or a prior version thereof, if the Institution’s participation has been continuous since initially joining).  The assessment may be accomplished by accreditation through an external organization, or through OHRP’s Quality Assessment Program, or other equivalent approach.
1.3 Point(s) of Contact (“POCs”). The iInstitution must identify and establish at least one individual who will serve as the contact person or point of contact (“POC”) responsible for communicating on behalf of the iInstitution with respect to matters concerning the initial and ongoing implementation of this Agreement.
1.4 Execution of a Joinder Agreement.
1.4.1 Joinder Agreement. The iInstitution must execute a SMART IRB Joinder Agreement available at www.smartirb.org, which will be in substantially the same form as attached hereto at Exhibit B (“Joinder Agreement”). With respect to all Institutions except Independent IRB Organizations, Tthe Joinder Agreement documents: (i) the joining iInstitution’s representation and warranty that it meets all eligibility requirements specified in Sections 1.1 through 1.3 for participation in the Agreement; (ii) the joining iInstitution’s agreement that it may accept and rely on the review of any of the IRBs of the Participating Institutions and that any Participating Institution may rely on the review of itsthe Institution’s IRB(s) (if applicable) for Research when so elected by such Participating Institutions under the Agreement; and (iii) the joining iInstitution’s agreement that it will be bound by and subject to the terms and conditions of the Agreement. With respect to Independent IRB Organizations, the Joinder Agreement documents (i) the Independent IRB Organization’s representation and warranty that it meets the eligibility requirements specified in Sections 1.2 and 1.3 for participation in the Agreement; (ii) the Independent IRB Organization’s agreement that any Participating Institution may rely on the review of itsthe Independent IRB Organization’s IRB(s) for Research when so elected by such Independent IRB Organization and Participating Institution under the Agreement; and (iii) the Independent IRB Organization’s agreement that it will be bound by and subject to the terms and conditions of thisthe Agreement. 
1.4.2 Effective Date. The Effective Date of the Agreement with respect to any Participating Institution is the Effective Date of its Joinder Agreement, as identified in the Joinder Agreement; however, the Participating Institution’s actual participation in any Covered aActivities (defined  below) under the Agreement may be subject to activation or other processes.  
1.4.23 Acceptance. Each Participating Institution acknowledges and agrees that, if an iInstitution meets the applicable eligibility requirements as specified above and executes a Joinder Agreement, it will be a pParty to this Agreement.
1.4.34 Scope of Joinder Agreement. For clarity, this a Joinder Agreement is made by and among only thecovers only a single specific Participating Institutions and does not include any other separate FWA-holding entitiesentity holding a separate Assurance or separate legal corporations any separate legal entity (even if under the same Assurance) with which a Participating Institution or its IRB(s) may be affiliated or have an IRB reliance relationship. Each affiliate or other entity that has its own separate FWAAssurance or is a separate legal corporation entity (even if under the same Assurance) from the Participating Institution will need to execute its own Joinder Agreement in order to participate in the Agreement.
1.5 Standard Operating Procedures; Other Policies and Pro
cedures. Participating Institutions are strongly encouraged to use and follow the SMART IRB Standard Operating Procedures (SOPs) with respect to Research covered under this Agreement.  However, Participating Institutions may opt to use their own policies and procedures for the reliance relationship if doing so would not render the Participating Institutions in violation of any term of the Agreement. In such cases, Participating Institutions agree that if a provision of their own policies or procedures conflicts with a term of the Agreement, the Agreement will govern as to that term. Participating Institutions may, with respect to certain Research, be subject to specific external policies and procedures governing the IRB reliance relationship (e.g., when they participate in a clinical trial network or when there is an IRB consortium or program that must be used to oversee the Research), and in such cases, notwithstanding anything else in this Section 1.5, such policies and procedures will apply and will override any requirements of this Agreement with which they conflict. In all cases, all Participating Institutions involved in Research under the Agreement must communicate with one another regarding whether the SMART IRB SOPs or another set of policies and procedures will apply to such Research, and must require their Research Personnel (defined in Exhibit A) to review and follow the applicable policies and procedures. The SMART IRB SOPs will be publicly posted and made available to all Participating Institutions. The SMART IRB SOPs will be reviewed periodically and may change from time to time. Material changes will be open for written comments on the appropriate scope of the change(s) and/or on specific topics.
2. Agreement Scope and Application of the Agreement
2.1 ScopeCovered Activities. 
2.1.1 Ceded Review. This Agreement applies to:provides for and serves as documentation of the transfer of authority to, and reliance on, a Reviewing IRB for IRB review and oversight of Research (“Ceded Review”). For purposes of this Agreement, “Research” means (i) any human subjects research within the meaning of the Federal Policy or within the meaning of any other federal human subjects research protection regulations or policies; (ii) any investigation/clinical investigation within the meaning of the U.S. Food and Drug Administration (“FDA”) IRBClinical Investigation  rRegulations (defined in Exhibit A); and (iii) any other human subjects research for which any Participating Institution(s) seeks or areis required to rely upon a Reviewing IRB (“Research”). As used in this Agreement, Research may reference a specific study or protocol in which there will be a Reviewing IRB and Relying Institution operating pursuant to the terms of this Agreement,(an instance of Research) or collectively any or all of the studies or protocols reviewedeligible under the Agreement. 
2.1.2 Exemption Determinations. The Participating Institutions may also rely on one another under this Agreement for determinations and documentation of exemption from IRB review pursuant to the Federal Policy; Although not within the scope of the Federal Policy or other federal laws, regulations or policies governing IRB reliance, for Participating Institutions that so wish, this Agreement also permits and serves as documentation of reliance on a Reviewing IRB or on a Reviewing IRB Institution for a determination whether Research is exempt from some or all of the requirements of the Federal Policy (“Exemption Determination”). in such cases, In the case of Exemption Determinations, including those for which Limited IRB Review (defined in Exhibit A) is required, and with respect to Research that is subject to an Exemption Determination, all of the following specific terms of this Agreement shall apply: except for Sections 2.1-2.32.5, 3, 4, 5.1-5.3, 5.4.1, 5.5,5.7, 5.9, 5.10, 5.11, 5.12, 5.14, 5.13, 5.14, 5.15, 6.1, 6.3,6.4, 6.6, 6.8, 6.9, 6.12, 6.13, 6.14, 6.16, and 6.17 6.13, 6.14 (last sentence), 7, 8, Exhibit A, and Exhibit B.. 

Ceded Review of Research and Exemption Determinations shall each constitute a “Covered Activity” for purposes of this Agreement, and one or both may collectively be referred to herein as “Covered Activities.”
2.2 Elective Use. Each Participating Institution shall have the right to elect, on a case-by-case basis, whether to cede or provide IRB review of any Researchparticipate in any Covered Activity under this Agreement. Further, no Participating Institution shall be obligated to participate as a Reviewing IRB/Reviewing IRB Institution or a Relying Institution with regard to any particular instance of Research. 
2.3 Non-Exclusivity. This Agreement does not preclude any Participating Institution from participating in any other IRB authorization or reliance agreement(s) that it may have or enter into with other entities, including other Participating Institutions, or . 
2.4 Separate Arrangements for Financial Terms. This Agreement does not obligate any Participating Institution to expend funds or otherwise constitute any financial commitment on the part of a Participating Institution. However, this Agreement does not preclude Participating Institutions who wish and are able to do so from making separate financial agreements to support review of Research, whether such Research is ceded under this Agreement or not.arrangements or agreements with one another to provide for financial support of, or allocation of financial responsibility in connection with, Covered Activities, subject to Section 8.7 hereof. Such financial arrangements or agreements may include, without limitation, (i) agreements for coverage of costs/charges for Reviewing IRB review or Reviewing IRB Institution  costs responsibilities; and (ii) indemnification arrangementsagreements for indemnification in connection with participation in the Agreement (as further provided in Section 4.1110 hereof). 
2.45 Duration and Nature of Ceded Review; Withdrawal of Research from Ceded Review or Withdrawal of Reviewing IRB; Effect of Withdrawal. 
2.5.1 Duration and Nature of Ceded Review. When review of Research is cededCeded Review of Research occurs under this Agreement, the Research will be and remain under the oversight authority of the Reviewing IRB determined/selected pursuant to Section 3 hereof, as “IRB of record,” for as long as IRB review/oversight is required for the particular Research (presuming that participation of the Reviewing IRB/Reviewing IRB Institution and Relying Institution in the Agreement has not terminated pursuant to Section 7 hereof), except in the circumstances whereset forth in Section 2.5.2.
2.5.2 Withdrawal of Research from Ceded Review or Withdrawal of Reviewing IRB.
2.5.2.1  aA Relying Institution maydetermines in its sole discretion that it must withdraw the Research from Ceded Review (in which case it may do so immediately) at any time.
2.5.2.2 A Reviewing IRB may determine based on significant cause that it must withdraw from providing review and oversight of the Research for a Relying Institution, in which case it may do so upon sixty (60) business days’ prior written notice to the Relying Institution explaining the significant cause for the Reviewing IRB’s withdrawal. Significant cause may include, among other things, ongoing noncompliance by the Relying Institution with its obligations under this Agreement of which the Relying Institution is on notice and that the Relying Institution has failed to correct after a reasonable time. For clarity, any such withdrawal is distinct from and will not be considered a suspension or termination of IRB approval for the Research within the meaning of the Federal Policy, other federal human subjects protection regulations or policies, or the FDA Clinical Investigation Regulations.
2.5.2.3	Additionally, Research may be withdrawn from Ceded Review in the circumstances described in Sections 5.7/6.8 and 8.11 hereof.
[bookmark: _Hlk139536453]2.5.3 Effect of Withdrawal. In any of the circumstances described in Section 2.5.2, Tthe Relying Institution understands, acknowledges, and agrees that itsthe withdrawal of Research from Ceded Review may be subject to other requirements orand that such withdrawal may affect itsthe Relying Institution’s continued involvement in the Research pursuant to or as a result of the Federal Policy or other federal laws, regulations, funding or policies governing IRB reliance, or agreements, or other external sources apart from this Agreement, and that in no event shall a Reviewing IRB or Reviewing IRB Institution be responsible for such requirements or consequences. In all cases where the Relying Institution is eligible to and will continue with the Research after the withdrawal of the Research from Ceded Review, the Reviewing IRB and Relying Institution will work together to facilitate the transfer of IRB oversight to another IRB with the goals of ensuring the continued protection of human subjectsResearch participants and of limiting the potential disruption to the Research.
3. Collaborative Processes for Consideration of Ceded Review Reliance Requests, and Determination of Reviewing IRB/Reviewing IRB Institution, and Determination of Applicable Policies and Procedures
3.1 Research Subject to Single IRB Mandates. Participating Institutions acknowledge and agree that with respect to Research that is subject to federal regulations or funding policies mandating reliance on a single IRB, specific federal department or agency processes for initiating reliance and for determination of the Reviewing IRB/Reviewing IRB Institution (“Agency Processes”) will apply. When Participating Institutions elect to use this Agreement to provide for Ceded Review of such Research, they agree that any such Agency Processes shall govern instead of the processes referenced in Section 3.2. Participating Institutions must communicate and document among themselves when an Agency Process other than as referenced in Section 3.2 applies. 
3.12 Request ProcessAll Other Research. For Research that is not subject to federal regulations or funding policies mandating reliance on a single IRB, the processes for initiating reliance and for determination of the Reviewing IRB/Reviewing IRB Institution are as follows: 

3.2.1 Reliance Requests and Required Information. The Overall PI (defined in Exhibit A) (or designee) may, within the Participating Institution where the Overall PI is primarily employed or affiliated, make thea request for Ceded Review (or for an Exemption Determination, as applicable) ofwith respect to particular an instance or multiple instances of Research to the IRB of the Participating Institution where the Overall PI is primarily employed or affiliated (“Reliance Request”). Such Participating Institution will make an initial determination about the appropriateness of Ceded Review for the Research that is the subject of the Reliance rRequest. This determination and any subsequent outreach to other Participating Institutions for review and decision on the Reliance Request shall be entirely in the discretion of such Participating Institution and shall not (unless directed by the Participating Institution) be carried out by the Overall PI. The Participating Institution of the Overall PI may also on its own initiative determine that particular Research may be appropriate for Ceded Review. If the Overall PI and the Overall PI’s Participating Institution are not seeking but do not object to Ceded Review, other Participating Institutions may still participate in a Ceded Review; in that case, a Site Investigator (defined in Exhibit A) may make a request for Ceded Review of the Research to the IRB of the Participating Institution where the Site Investigator is primarily employed or affiliated.
3.2 Review of Requests. If the Participating Institution of the Overall PI (or of the requesting Site Investigator as provided above) determines that the Research may be appropriate for Ceded Reviewa Reliance Request is appropriate, that Participating Institution shall consult, as needed, with other relevant Participating Institutions (or designee(s)) involved in the particular Research to determine whether each agrees that the requested Research is appropriate for Ceded ReviewReliance Request is appropriate. As part of the consultation, each involved Participating Institution that extends its Assurance to Research that is not federally funded must inform all the other involved Participating Institutions of the applicability of its Assurance to the Research. 

If any Participating Institution disagrees that the Research is appropriate for Ceded Review and declines to participate in the Ceded Review, the Research shall remain eligible for Ceded Review with respect to the other  Participating Institutions that have agreed, if any. No Participating Institution shall be obligated to participate as a Reviewing IRB Institution or a Relying Institution with regard to any particular Research. Should a Participating Institution decide to participate as a Reviewing IRB Institution or a Relying Institution with regard to any particular Research, no additional individual authorization or reliance agreements need to be completed to effectuate the Ceded Review.
3.33.2.2 Determination of Appropriate Reviewing IRB(s)/Reviewing IRB Institution. Following a determination to apply Ceded Review of agreement to a Reliance Requestpursuant to Section 3.2, the Participating Institution of the Overall PI will have the opportunity to decide whether it will serve as the Reviewing IRB/Reviewing IRB Institution for the Research (if the Participating Institution has an IRB), unless another Reviewing IRB is required or designated pursuant to applicable regulation, funding policy, or other external requirements. If no such requirements apply and iIf the Participating Institution of the Overall PI does not wish to serve as Reviewing IRB/Reviewing IRB Institution, then the determination of the appropriate Reviewing IRB(s)/Reviewing IRB Institution will be made by and among the Participating Institutions involved in the Ceded Review (or Exemption Determination, as applicable). 

If any Participating Institution disagrees with the selection of the Reviewing IRB(s) and declines to cede review to that Reviewing IRB(s), such decision does not affect the selection for those Participating Institutions that have agreed, if any. For clarity, there may be Research for which more than one Reviewing IRB may be selected.
3.43.2.3 Notification of Acceptance or Declination of Ceded Reviewa Reliance Request and of the Reviewing IRB/Reviewing IRB Institution. Unless otherwise agreed, the Reviewing IRB(s)/Reviewing IRB Institution (or designee(s)) shall generally be the one(s) to notify the Overall PI and the Site Investigator(s) and the applicable Participating Institutions (i) whether the Reliance rRequest for Ceded Review with respect toof the  an instance of Research has been accepted or declined under this Agreement; and (ii) if accepted, which IRB(s)Party shall be the Reviewing IRB(s)/Reviewing IRB Institution. 
[bookmark: _Hlk139458875]3.2.4 Reliance Requests and Determinations Covering Multiple Instances of Research. When a Reliance Request and a determination of agreement to the Reliance Request cover multiple instances of Research, such as a category of studies or a group of related studies, the processes set forth in this Section 3.2 need only occur once for the category or group.
3.5 Exceptions. Participating Institutions acknowledge and agree that with respect to certain Research (for example Research conducted by certain clinical trial networks that have designated central IRBs, or industry-sponsored Research where the sponsor is utilizing the services of an independent IRB, or Research subject to certain federal requirements), specific mandates or alternative requirements for ceding IRB review and processes for determination of the Reviewing IRB may apply. When Participating Institutions elect to use this Agreement to provide for Ceded Review of such Research, they agree that any such specific or alternative mandates, requirements, or processes shall govern instead of the processes set forth in Sections 3.1 through 3.4 herein.3.3 No Additional Agreements Required. Should a Participating Institution decide to participate in a Ceded Review (or in an Exemption Determination, as applicable) with regard to an instance of Research in accordance with the processes described herein, including the Agency Processes described in Section 3.1, this Agreement serves as documentation of such decision, and no additional authorization or reliance agreements need to be completed among the applicable Participating Institutions in order to effectuate the Ceded Review (or Exemption Determination).
3.4 Determination of Applicable Policies and Procedures for Conduct of the Reliance Relationship. 
3.4.1 Mandated Policies. Participating Institutions acknowledge and agree that with respect to Research that is subject to federal regulations or funding policies mandating reliance on a single IRB, Participating Institutions may be subject to one or more federal department- or agency-mandated policies and procedures governing the conduct of the reliance relationship once it is established (a “Mandated Policy” or “Mandated Policies”). In such instance, the Mandated Policies will apply, and in the case of any conflict between a provision of a Mandated Policy and a term of the Agreement, the Mandated Policy will govern as to that term. 
3.4.2 SMART IRB SOPs or Other Policies. For Research that is not subject to Mandated Policies, Participating Institutions are strongly encouraged to use and follow the SMART IRB Standard Operating Procedures (“SMART IRB SOPs”) with respect to the conduct of their reliance relationships under this Agreement. The SMART IRB SOPs will be publicly posted and made available to all Participating Institutions. The SMART IRB SOPs will be reviewed periodically and may change from time to time. Material changes to the SMART IRB SOPs will be open for written comments on the appropriate scope of the change(s) and/or on specific topics. Nothing herein prevents Participating Institutions from agreeing among themselves to apply other policies and procedures to the conduct of a reliance relationship under this Agreement (“Other Policies”). However, in the case of any conflict between a provision of an Other Policy and a term of the Agreement, the Agreement will govern as to that term.
3.4.3 Communication and Documentation. Participating Institutions must communicate and document among themselves what policies and procedures apply to their conduct of an instance of reliance under this Agreement. In the absence of any documentation, the SMART IRB SOPs will be deemed to apply unless any Mandated Policies apply. 
4. General Responsibilities of the Participating Institution(s)
With respect to any Research for which review is ceded under this Agreement, each Participating Institution that is engaged in or conducting the Research agrees:A Participating Institution agrees to abide by the following general responsibilities or terms:

4.1 Education/Training/Qualifications/Resources. A Participating Institution willTo ensure that its Research Personnel (defined in Exhibit A) and, if it will serve as a Reviewing IRB/Reviewing IRB Institution, its IRB members have adequate education, training, and qualifications, and resources to perform the Researchtheir roles and to safeguard the rights and welfare of research subjectsResearch participants. This responsibility includes, but is not limited to, ensuring that Personnel and IRB members (if applicable) havinghave any locally institutionally required professional staff appointments, credentialing, insurance or other liability coverage (if required under Section 4.9 hereof), training in human subjects protections, and background checks for their assigned roles in the Research. A Participating Institution’s selection of appropriate education/training requirements and other qualifications for its Research Personnel and its IRB members (if applicable) is at its discretion. A Participating Institution shall provide information or documentation regarding its Research Personnel’s and its IRB members’ (if applicable) education, training, and qualifications in connection with a Ceded ReviewCovered Activity as requested by the Reviewing IRB/Reviewing IRB Institution or Relying Institution(s) involved in the activity.
4.2 Compliance with Applicable Laws, Regulations, and Institutional Requirements. A Participating Institution will comply, and will To require that its Research Personnel and, if it will serve as a Reviewing IRB/Reviewing IRB Institution, its IRB members, to comply, with the determinations and requirements of the Reviewing IRB(s), applicable federal laws, regulations, and all applicable state and local laws and its local institutional requirements relating to the conduct and oversight of Research. A Participating Institution will work diligently to address and correct any noncompliance with such laws, regulations, and requirements in connection with its Covered Activities under this Agreement.
4.3 Notification of and Compliance with Agreement Obligations. A Participating Institution willTo ensure that its Research Personnel and, if it will serve as a Reviewing IRB/Reviewing IRB Institution, its IRB members, are informed of and required to comply with (i) all of the Participating Institution’s obligations under this Agreement pertaining to required coordination, communication, compliance, and reporting; and (ii) the applicable policies and procedures governing the conduct of the reliance relationship as determined under Section 3.4 hereof. A Participating Institution will work diligently to address and correct any noncompliance with such obligations or policies and procedures in connection with its Covered Activities under this Agreement.

4.4 Monitoring; Quality Assurance/Quality Improvement (“QA/QI”) Function/Program. To maintain, implement, or have access to a human subjects research QA/QI process, function, program, or service that can conduct and report to the Participating Institution the results of for-cause and not-for-cause audits of the institution’s and its Research Personnel’s compliance with human subjects protections and other relevant requirements. Participating Institutions that do not have access to a QA/QI process or function must have an alternate means of monitoring the conduct of Research as appropriate to ensure compliance. However, any Participating Institutions agreeing to participate in a Ceded Review may agree between or among themselves to waive the requirement to have access to a QA/QI process, function, program or service or alternate means of monitoring with respect to the Research that is the subject of the Ceded Review.
4.54 HIPAA. Except with respect to certain HIPAA (defined in Exhibit A) determinations as set forth in Section 5.6, to be responsible, if theA Participating Institution that is a HIPAA Covered Entity (defined in Exhibit A), for its own HIPAA compliance and obligations in connection with the Research (certain HIPAA determinations are addressed separately in Section 5.6) will, if it is a Relying Institution, so inform the Reviewing IRB/Reviewing IRB Institution. A Participating Institution that is a HIPAA Covered Entity will perform all tasks required for its own compliance with HIPAA (defined in Exhibit A) in connection with any Research or Covered Activities under this Agreement, except that HIPAA authorization forms/language or HIPAA waivers/alterations of authorization for Research may be provided by the Reviewing IRB/Reviewing IRB Institution to the extent provided below.:

4.4.1 HIPAA Authorization Forms/Language. Unless a Relying Institution provides its own HIPAA authorization form/language, and subject to Section 4.4.3, a Reviewing IRB/Reviewing IRB Institution performing Ceded Review or an Exemption Determination on behalf of a Relying Institution that is a HIPAA Covered Entity will provide a HIPAA authorization form/language meeting the requirements of 45 CFR 164.508(b) and (c) as necessary to permit the use and disclosure of Protected Health Information (“PHI”) (defined in Exhibit A) for the Research. A Relying Institution will notify the Reviewing IRB/Reviewing IRB Institution of any Local Considerations (defined below) that require a HIPAA authorization form/language to be separate from any consent documents for the Research; in the absence of any such Local Considerations, the Reviewing IRB/Reviewing IRB Institution may (but is not required to) merge the HIPAA authorization form/language into the consent documents. If a Reviewing IRB/Reviewing IRB Institution identifies concerns about the content of a HIPAA authorization form/language provided by a Relying Institution as may affect the rights or welfare of Research participants, the Relying Institution will work with the Reviewing IRB/Reviewing IRB Institution to address such concerns. A Reviewing IRB/Reviewing IRB Institution is under no obligation to review  the content of a HIPAA authorization form/language provided by a Relying Institution unless such HIPAA authorization form/language will be merged into the consent documents, and even in the circumstance of merged documents is under no obligation to ensure that a HIPAA authorization form/language provided by a Relying Institution meets the requirements of 45 CFR 164.508(b) and (c).
4.4.2 HIPAA Waivers/Alterations of Authorization. Unless a Relying Institution provides documentation that it has reviewed or obtained third-party review of a request for a HIPAA waiver/alteration of authorization, and subject to Section 4.4.3, a Reviewing IRB performing Ceded Review or an Exemption Determination on behalf of a Relying Institution that is a HIPAA Covered Entity will review in accordance with 45 CFR 164.512(i)(1)(i) and (i)(2) a request for a HIPAA waiver/alteration of authorization in connection with the Research. A Relying Institution will notify the Reviewing IRB of any Local Considerations that could prevent the Reviewing IRB from approving a request for a HIPAA waiver/alteration of authorization with respect to the Relying Institution.
4.4.3 Exceptions. If a Reviewing IRB or Reviewing IRB Institution (as applicable) does not, as a matter of policy or as a result of the absence of a legal obligation, historical practice, or otherwise, provide HIPAA authorization forms/language or review requests for HIPAA waivers/alterations of authorization for Research, such as may be the case with certain Federal Institutions (defined below) that are not themselves HIPAA Covered Entities or if a Reviewing IRB or Reviewing IRB Institution is not a HIPAA Covered Entity, nothing in this Section 4.4 will require the Reviewing IRB or Reviewing IRB Institution to provide such forms/language or to review such requests.  In such case, the Reviewing IRB or Reviewing IRB Institution (as applicable) will communicate this position to the Relying Institution, and the Relying Institution shall satisfy its own HIPAA obligations to provide such forms/language or to review such requests.
In addition, each Participating Institution agrees:

4.65 Notification of and Cooperation in Regard to Legal Requirements, Requests, and Claims; Cooperation. 
If ita Participating Institution is required or receives a requested to provide information pursuant to law,  orregulation, or to legal process (e.g., pursuant to a subpoena or a public records request) in connection with the ceded any Research or Covered Activities under this Agreement, or if it becomes aware of a threatened or actual claim, suit, or action arising from the ceded such Research or Covered Activities, it towill, to the extent permitted by law, regulation, or such legal process, notify as applicable (i) the Reviewing IRB/Reviewing IRB Institution and (ii) other Participatingthe Relying Institutions that are engaged in or conducting the Research and that are affected by the requirement, request, or claim (for example, that are named in or hold information responsive to the requirement, request, or claim, or whose activities may be affected by the requirement, request, or claim). Each involved Participating Institution shall reasonably assist the other(s) in investigating and responding to such requirements, requests, or claims as mutually determined appropriate to the matter at hand. If the requirement, request, or claim seeks Confidential Information (defined in Exhibit A), the affected Participating Institutions shall cooperate, to the extent possible, in asserting applicable exceptions to disclosure of the information. Notwithstanding any of the foregoing, in no event shall any Participating Institution be required to contravene its legal responsibilities or waive any legal privileges. If communications, analyses, or other information pertaining to legal requirements, requests or claims are subject to the attorney-client privilege or other privilege or rule of confidentiality (e.g., peer review, patient safety work product), then Participating Institutions are not required to provide one another with anything subject to such protections, but may request development of an appropriate confidentiality agreement, other assurance of confidentiality, or joint defense agreement to permit such sharing, which request shall be considered by legal counsel for the respective institutions, as applicable. 
4.76 Notification of Changes in FWAAssurance, IRB Registration, or HRPP Status and Notification in Connection with Federal For-Cause Investigations; Options for Resolution of Concerns. 
4.6.1 Notification. ToA Participating Institution will notify those Participating Institutions for which it is then (including at the time of a termination pursuant to Section 7.2.1) serving as the Reviewing IRB/Reviewing IRB Institution, or with respect to which it is then (including at the time of a termination pursuant to Section 7.2.1) a Relying Institution, promptly in writing of, as applicable any of the following: (i) any suspension, restriction, termination, or expiration of its FWAAssurance; (ii) any failure to maintain registration of its IRB(s) (if any) with DHHS; or  (iii) any loss or downgrading of or change to its HRPP accreditation status or other assessment standard per Section 1.2 abovehereof; or (iv) any for-cause compliance investigation by OHRP, FDA, NIH, and/or other federal human subjects research regulatory or federal funding agencies of the Reviewing IRB/Reviewing IRB Institution or of the Relying Institution or its Personnel that (a) is related to Research under Ceded Review or for which an Exemption Determination was provided hereunder or (b) could affect the conduct or integrity of such Research, the rights or welfare of Research participants, or the Reviewing IRB/Reviewing IRB Institution’s authority or ability to perform Covered Activities. 
4.6.2 Options. Whether based on receipt of a notification pursuant to Section 4.6.1 or otherwise, a Participating Institution that has concerns about potential noncompliance with or breach of the Agreement by another Participating Institution in connection with or as may affect any Research or Covered Activities under this Agreement may raise such concerns at any time with the other Participating Institution, including through discussion with the relevant Institutional Official(s)/Signatory(ies) (defined in Exhibit A). In addition to such discussion, other options for resolving such concerns may include, but are not limited to, obtaining consultation from a relevant regulatory agency or engaging the services of a neutral third party. Although nothing in this Section 4.6.2 waives or limits the rights of Participating Institutions under this Agreement or otherwise to enforce its terms, Participating Institutions agree to work together in good faith to try to resolve concerns when possible. 
4.87 Confidential Information. ToA Participating Institution will treatuse Confidential Information provided to it by other Participating Institutions pertaining to any Research or the review of Research ceded or Covered Activities under this Agreement, including but not limited to Confidential Information regarding Research Personnel conflicts of interest and any associated determinations, prohibitions, and management plans shared pursuant to Sections 5.7/6.66.8 of this Agreementhereof, only for the purpose of meeting its obligations under this Agreement. A Participating Institution will in accordance with the same standards and protections for protect the confidentiality and security as it would apply to its own of such information,. Without limiting the foregoing, a Participating Institution willincluding but not limited to restricting access to such information within the Participating iInstitution to those with a need-to-know and will not disclose such information except. Nothing in this Section 4.8 prevents a Participating Institution from disclosing Confidential Information to the extent such disclosure is required bynecessary to comply with law, regulation, or legal process; provided, however, that thea Participating iInstitution shall comply with the terms of Section 4.65 as applicable to the any disclosure required by law, regulation, or legal process. 
4.98 Use of Name. That itNo Participating Institution shall notwill use the name or logo nor any adaptation or acronym thereof, of any other Participating Institution or its affiliates in any advertising, promotional, or sales literature or in any publicity without the prior written approval obtained from a representative of the other Participating Institution authorized by such Participating Institution to provide such approval; provided, however, that nothing in this Section 4.8 will prohibit identification of the names of Participating Institutions conducting Research in any IRB-approved recruitment materials for the Research or will prohibit identification of a Participating Institution as a signatory to the Agreement. 
4.109 Insurance. That it shallUnless it is a department, agency, or instrumentality of U.S. federal, state, local, or other domestic government (“Public Institution”), a Participating Institution will maintain insurance coverage of sufficient type(s) and in reasonable amount(s) or have sufficient self-funded liability coverage to cover its and its Personnel’s respective Research and Covered aActivities under the Agreement, including as applicable coverage of its IRB/IRB members when the Participating Institution is acting as a Reviewing IRB/Reviewing IRB Institution hereunder.[footnoteRef:1]1 A Participating Institution that is a Public Institution is not subject to the requirements of this Section 4.9. Before agreeing to participate in a Ceded ReviewCovered Activity as either a Relying Institution or a Reviewing IRB/Reviewing IRB Institution, any Participating Institution may request from any other Participating Institution that is required to have coverage under this Section 4.9 a certificate or equivalent documentation of its relevant coverage (including any sponsor-provided coverage), and may decline to participate in the Ceded ReviewCovered Activity if the requesting Participating Institution does not agree that the insurance coverage held by any of the other such Participating Institutions that will participate in the Ceded ReviewCovered Activity is adequate. For any Participating Institution that is a state agency or an instrumentality of a state or federal government, documentation that such Participating Institution has self-funded liability coverage or relies on the applicable law of its state or federal jurisdiction to protect and limit its liability as an instrumentality of such state or federal government constitutes documentation of coverage hereunder. Alternatively, any Participating Institutions agreeing to participate in a Ceded ReviewCovered Activity may agree with respect to themselves to waive the requirement of this sSection 4.9 to maintain insurance coverage or have self-funded liability coverage with respect to thean instance of Research that is the subject of the Ceded Reviewand the related Covered Activity.  [1: 

] 

[bookmark: _Hlk139552526]4.1110 Indemnification. That anyA Participating Institution may request any other Participating Institution(s) to join the SMART IRB Indemnification Addendum attached hereto at Exhibit C (“Indemnification Addendum”) or to enter a any other separate agreement providing for indemnification obligations or otheror similar arrangements for allocation of liability or responsibility with respect to any Research ceded under this Agreement in which such institutions are involvedin connection with participation in the Agreement. Whether the Indemnification Addendum is joined or any such other agreements or arrangements are negotiated or adoptedare entered shall be entirely in the discretion of the Participating iInstitution(s) making and receiving the request. Without limiting the foregoing, a Participating Institution understands that a Participating Institution that is a department or agency of federal government (“Federal Institution”) will not indemnify other Participating Institutions. A Participating Institution may join the Indemnification Addendum by  executing a SMART IRB Indemnification Addendum Joinder Agreement available at www.smartirb.org, which will be in substantially the same form as in Exhibit C (“Indemnification Addendum Joinder Agreement”). A Participating Institution that joins the Indemnification Addendum may be referred to herein as an “Indemnification Participating Institution.” With respect to Indemnification Participating Institutions, the Indemnification Addendum is incorporated by reference herein.
5. Responsibilities of the Reviewing IRB(s)/ and Reviewing IRB Institution(s)
With respect to any Research for which review is ceded to it under this Agreement, a Reviewing IRB, with support as applicable from the Reviewing IRB Institution, will: A Participating Institution that will serve as a Reviewing IRB/Reviewing IRB Institution agrees to abide by the following responsibilities: 
5.1 IRB Registration. A Reviewing IRB/Reviewing IRB Institution will Mmaintain current IRB registration of its IRB(s) with OHRPDHHS in compliance with the Federal Policy and applicable FDA regulations.
5.2 IRB Membership. A Reviewing IRB/Reviewing IRB Institution will Mmaintain IRB membership on its IRB(s) that satisfies the requirements of the Federal Policy (regardless of the Federal Policy’s applicability to the Research) and that satisfies any additional requirements of other applicable federal human subjects research protection regulations or policies or the FDA Clinical Investigation Regulations, as applicable to the instance of Research. 
5.3 Policies and Procedures. A Reviewing IRB/Reviewing IRB Institution will Mmake available to the Relying Institution(s), when applicable and upon request, the Reviewing IRB’s policies and procedures relevant to its review and oversight of Research, including andpolicies and procedures of the Reviewing IRB/Reviewing IRB Institution’s policies and procedures regarding eExemption dDeterminations. 
5.4 Performance of and Standards for IRB Review and Oversight and Exemption Determinations. 
5.4.1 Ceded Review of Research. With respect to Research submitted for Ceded Review: 
5.4.1.1 Perform initial and A Reviewing IRB will perform initial review; continuing reviews of submitted Research(as applicable); reviews of proposed amendments; reviews of unanticipated problems that may involveinvolving risks to subjects or others; reviews of potential noncompliance with the Federal Policy, applicableother federal human subjects protection regulations or policies, and/or the FDA Clinical Investigation Regulations, as applicable, orand of potential noncompliance with the requirements or determinations of the Reviewing IRB; and reviews of other documents, requests, or information related to the approval and continuing oversight (as applicable) of the Research, as applicable. 
5.4.1.2 The review and oversight of the Research by the a Reviewing IRB will be performed in accordance with the human subjects protection requirements of the Relying Institution’s(s’) FWAAssurance(s),  and any applicable federal human subjects research protection regulations and ethical principles referenced therein and , as well as any other applicable federal human subjects research protection regulations or policies and, if applicable, the FDA Clinical Investigation Regulations. With respect to Research that is not subject to any federal human subjects protection regulations or policies (directly or through an Assurance) and is not subject to the FDA Clinical Investigation Regulations, a Reviewing IRB will review and oversee the Research in accordance with the standards of the Federal Policy unless the Reviewing IRB and the Relying Institution(s) mutually agree on a different standard of review; provided, however, that nothing hereunder requires the external reporting to federal departments or agencies contemplated under 45 CFR 46.108(a)(4)) in connection with such Research. 
5.4.1.3 TheA Reviewing IRB will consider any Local Considerations and other local requirementsinformation  communicated to the Reviewing IRBit pursuant to Sections 4.4.1, 4.4.2, 6.46.6, 6.56.7, and 6.66.8, and 6.10 hereof. 
5.4.2 Exemption Determinations. With respect to Research submitted for an Exemption Determination, a Reviewing IRB/Reviewing IRB Institution will perform the Exemption Determination (including, as applicable, any Limited IRB Review) in accordance with the requirements of the Federal Policy.
[bookmark: _Hlk139460116]5.5 Recordkeeping. A Reviewing IRB/Reviewing IRB Institution will Mmaintain records of itsthe Reviewing IRB’s membership, its review activities and determinations, the Reviewing IRB’s/Reviewing IRB Institution’s Exemption Determinations, and other records (such as HIPAA waivers/alterations of authorization for Research provided by the Reviewing IRB pursuant to Section 4.4.2 hereof) as required by applicable federal regulations and the policies of the Reviewing IRB/Reviewing IRB Institution, and will make such records accessible to designated officials at the Relying Institution(s), upon reasonable request, including, to the extent not restricted under applicable law or regulation, portions of meeting minutes of the Reviewing IRB relevant to the Research and the requesting Relying Institution regarding its review of the Research for the requesting Relying Institution that are at least sufficient to demonstrate the Reviewing IRB’s compliance with federal regulatory requirements for IRB meeting minutes. 
5.6 HIPAA. On behalf of  any Relying Institution(s) that are HIPAA Covered Entities, make determinations as required by and in compliance with the HIPAA Privacy Rule (defined in Exhibit A) for the use and disclosure of Protected Health Information (“PHI”) for the Research, such that, to the extent the 	HIPAA Privacy Rule applies, PHI will not be so used or disclosed unless one of the following options is met:
5.6.1 When required by the HIPAA Privacy Rule, a compliant written authorization to use and disclose PHI for the purposes of Research will be obtained from each participant.
5.6.1.1 When an authorization is required, the authorization language will be provided by the Reviewing IRB and may be incorporated into the informed consent documents for the Research, unless the Relying Institution obtains agreement from the Reviewing IRB to use a separate authorization form (in which case the Relying Institution shall be responsible for ensuring the separate form complies with applicable requirements in the HIPAA Privacy Rule).
5.6.1.2 The Reviewing IRB, in the case of a combined consent and authorization form, and the Relying Institution(s), in the case of a separate authorization form, will ensure that the authorization permits PHI to be used by and disclosed to the Reviewing IRB and the Reviewing IRB Institution and all Relying Institutions (whether listed individually or described as a group) as necessary for conducting, reviewing, and overseeing the Research (including investigation and evaluation of events) as contemplated by the Research and this Agreement.
5.6.2 As permitted by the HIPAA Privacy Rule, a waiver or alteration of authorization will be granted by the Reviewing IRB. Participating Institutions agree that the Reviewing IRB Institution/IRB Organization need not be a HIPAA Covered Entity for purposes of the Reviewing IRB making a waiver or alteration of authorization determination so long as the Reviewing IRB meets the composition and qualification requirements of applicable regulation. The Reviewing IRB and Reviewing IRB Institution make no representation about the compatibility of a waiver or alteration of authorization with a Relying Institution’s privacy practices, implementation of HIPAA or obligations under state law. As an alternative,a Relying Institution, with the agreement of the Reviewing IRB, may retain responsibility for reviewing and approving waivers of or alterations of authorization for Research ceded under this Agreement in accordance with the HIPAA Privacy Rule.
5.6.3 When applicable, the PHI is limited to a Limited Data Set (defined in Exhibit A) and the Limited Data Set will be used and disclosed pursuant to a Data Use Agreement (defined in Exhibit A).
In the event a Reviewing IRB does not, as a matter of policy or otherwise, make research-related HIPAA determinations, it will communicate such policy to the Relying Institution(s), and the Relying Institution(s) will make such determinations for the Research so as to ensure that PHI will not be used or disclosed for the Research unless one of the options in Sections 5.6.1, 5.6.2, or 5.6.3 is met. Without limiting the foregoing, if in such case a Relying Institution determines that authorization for use and disclosure of PHI is required, it will use a separate (freestanding) authorization form as described in and in compliance with the applicable requirements of Sections 5.6.1.1 and 5.6.1.2. 
5.76 Consent Forms. With respect to Research requiring documentation of consent, a Reviewing IRB will Pprovide or distribute to each the Relying Institution(s) and Site Investigator(s) or other Personnel informed consent forms or broad consent forms (as applicable under Federal Policy) to use for the Research where the Reviewing IRB has determined that such a consent form(s) is required. The Reviewing IRB will permit athe Relying Institution(s)/Site Investigator(s)/other Personnel to customize limited site-specific sections of the form(s), generally the sections on the availability of treatment and compensation for research-related injury; payment or reimbursement of research costs incurred by subjects and local contactsand will consider requests from the Relying Institution(s) on other sections of the form(s) if necessary to address legal or regulatory issues or federal department- or agency-specific requirements. Any such modificationscustomizations or requests will be subject to approval by the Reviewing IRB, which will then provide athe final approved consent form(s) to the Relying Institution(s)/Site Investigator(s)/other Personnel for use. 
5.87 Conflicts of Interest. When performing Ceded Review of Research, a Reviewing IRB will Cconsider any applicable conflict of interest assurances received from federal Relying Institutions that are Federal Institutionsor  and any applicable conflict of interest determinations and associated management plans provided by non-federal Relying Institutions pursuant to Section 6.66.8 hereof with respect to the Overall PI, Site Investigator(s), and other Research Personnel in connection with the Research. The Reviewing IRB will ensure that any management plan is incorporated into its initial or continuing review or other deliberations, as applicable, and without limiting the foregoing, that any disclosures to subjects Research participants that are required by the plan and that are approvable by the Reviewing IRB are included in the approved informed consent form(s) for the relevant Relying Institution. The Reviewing IRB retains the authority to impose additional prohibitions or conflict management requirements more stringent or restrictive than proposed by a non-federal Relying Institution if necessary to approve the Research,; provided, however, that the Reviewing IRB will not modify or change any management plan or mandated disclosure to subjectsResearch participants without discussion with and acceptance by the Relying Institution. 
In the extraordinary circumstance that the Reviewing IRB is unable to implement/approve a non-federal Relying Institution’s prohibitions or management plans, the Reviewing IRB will so inform such Relying Institution or, if the non-federal Relying Institution fails to accept any additional prohibitions or requirements, the non-federal Relying Institution will so inform the Reviewing IRB. If the institutions Reviewing IRB and non-federal Relying Institution are not able to identify a mutually agreeable approach, the Research will be withdrawn from Ceded Review (without an IRB approval or disapproval) with respect to that non-federal Relying Institution.  
If the Reviewing IRB concludes that it cannot rely upon the assurances from a federal Relying Institution that is a Federal Institution, the Reviewing IRB will so inform the federal RelyingFederal Institution, and the Research will be withdrawn from Ceded Review (without an IRB approval or disapproval) with respect to that federal RelyingFederal Institution.
5.98 Notification of IRB Decisions, Changes, and Lapses in Approval. A Reviewing IRB/Reviewing IRB Institution will Ppromptly notify the Overall PI, Site Investigator(s), and the Relying Institution(s) of its determinations (e.g., exemption) or review decisions regarding the Research (e.g., approval, disapproval, required modifications); of changes in the Research that are reviewed and approved by the Reviewing IRB after initial approval; and of lapses in IRB approval of the Research and any applicable corrective action plans. Such notifications may be made through the Reviewing IRB/Reviewing IRB Institution’s designee, as determinedif agreed by the relevant Participating Relying Institution(s) in connection with the specificinstance of Research.
[bookmark: _Hlk139461240]5.109 Notification of Unanticipated Problems, Injuries,  and Complaints and Associated Suspension/Termination of IRB Approval. With respect to Research under Ceded Review, a Reviewing IRB/Reviewing IRB Institution will Ppromptly notify the Overall PI, Site Investigator(s), and the Relying Institution(s) of applicable review decisions, as well as of any findings, and actions (including any suspension or termination of IRB approval of the Research and required corrective actions), with respect to: (i) any unanticipated problems involving risks to human subjects or others, subject injuries related to Research participation,  or significant subjectResearch participant complaints (e.g., those that could affect the conduct of the Research) that occurred atinvolving Research participants enrolled by the Relying Institution,; and (ii) such events or actions that occurred atinvolving Research participants enrolled by any other Relying iInstitution if such events or actions relate to or may affect the conduct of the Research by or the safety, rights or welfare of human subjects participatingResearch participants enrolled in the Research atby the notified Relying Institution(s). Such notifications may be made through the Reviewing IRB/Reviewing IRB Institution’s designee, as determinedif agreed by the relevant Participating Relying Institution(s) in connection with the specificinstance of Research. 
5.1110 Notification of Serious and/or Continuing Noncompliance and Associated Suspension/Termination of IRB Approval. With respect to Research under Ceded Review, a Reviewing IRB/Reviewing IRB Institution will Ppromptly notify the Overall PI, Site Investigator(s), and the Relying Institution(s) of anyapplicable review decisions, findings and actions (including any suspension or termination of IRB approval of Research and required corrective actions) with respect to (i) of serious and/or continuing noncompliance or apparent serious and/or continuing noncompliance with applicable human subjects protection regulations the Federal Policy, other applicable federal human subjects protection regulations or policies, and/or the FDA Clinical Investigation Regulations, as applicable, or with the requirements or determinations of the Reviewing IRB, or of apparent serious and/or continuing noncompliance with such regulations or requirements, pertaining to by the Relying Institution or its Research Personnel; and (ii) as well as any actions taken (including any suspension or termination of IRB approval of the Research) and the steps the Reviewing IRB deems necessary for remediation of the noncompliance at the Relying Institution. The Reviewing IRB will also notify the Overall PI, Site Investigator(s), and Relying Institution(s) of any suspension or termination of IRB approval and any remediation actions pertaining to findings of such serious and/or continuing noncompliance or apparent serious and/or continuing noncompliance at any other Relying iInstitution if such finding or actionsnoncompliance relates to or may affect the conduct of the Research or the safety, rights, or welfare of human subjects participatingResearch participants in the Research at the notified Relying Institution(s). If the Reviewing IRB determines that the facts of a noncompliance matter or any other matter under this Section 5.11 or under Sections 5.9 or 5.10 hereof raise issues apart from or in addition to noncompliance with human subjects protection requirements (such as a potential allegation of research misconduct), the Reviewing IRB shall notify and refer those issues to the Relying Institution for review. Any of theSuch notifications required in this section may be made through the Reviewing IRB/Reviewing IRB Institution’s designee, as determinedif agreed by the relevant Participating Relying Institution(s) in connection with the specificinstance of Research.
5.11 Notification and Referral of Other Issues. If thea Reviewing IRB/Reviewing IRB Institution determines that the facts of a noncompliance matter or any other matter under this Sections 5.115.8, 5.9, or 5.10 or under Sections 5.9 or 5.10 hereof raise issues apart from or in addition to noncompliance with human subjects protection requirementshuman subjects protection issues (such as a potential allegation of research misconduct), the Reviewing IRB/Reviewing IRB Institution shall notify and refer those issues to the relevant Relying Institution(s) for review.
5.12 Audits, and Investigations; Corrective Actions. 
5.12.1 Audits and Investigations. To the extent not prohibited by law, a Reviewing IRB/Reviewing IRB Institution will Ppromptly notify a Relying Institution with respect to which it is conducting an audit or investigation of an allegation or matter relating to Research or the a Ceded ReviewCovered Activity, and will report its findings of fact to such Relying Institution within a reasonable timeframe. Alternately, the a Reviewing IRB/Reviewing IRB Institution may request the a Relying Institution to conduct its own audit/investigation and to report its findings of fact back to the Reviewing IRB/Reviewing IRB Institution, or the a Reviewing IRB/Reviewing IRB Institution and a Relying Institution may work cooperatively to conduct an audit/investigation. In any of these alternate circumstances, the Reviewing IRB/Reviewing IRB Institution will reasonably cooperate with the any audit/investigation by the Relying Institution as necessary, including but not limited to, providing Research IRB review records and related information, meeting with representatives from the Relying Institution, and helping to implement corrective actions, as applicable. For clarity, no Participating Institution is obligated to provide to another its communications, analyses, or other information subject to attorney-client privilege or other privilege or rule of confidentiality (e.g., peer review, patient safety work product), but a Participating Institution may elect to do so under an appropriate confidentiality or other agreement or other assurance of confidentiality.Notwithstanding any of the foregoing, in no event shall the Reviewing IRB/Reviewing IRB Institution be required to contravene its legal responsibilities or waive any legal privileges. 

5.12.2 Corrective Actions. To the extent not prohibited by law, aThe Reviewing IRB/Reviewing IRB Institution shall inform the a Relying Institution of any corrective actions in connection with the audit, investigation, or resolution of any matter under Sections 5.98 through 5.1210 or 5.12.1 hereof that are required by the Reviewing IRB/Reviewing IRB Institution but shall not prevent the Relying Institution from adopting its own more stringent additional corrective actions. 
5.13 External Reporting. With respect to Research under Ceded Review, a Reviewing IRB/Reviewing IRB Institution will Nnotify a Relying Institution in advance if the Reviewing IRB determines that under applicable federal human subjects protection regulations or under the terms of the Relying Institution’s FWAAssurance that a report is required to a federal human subjects research regulatory agency (e.g., OHRP, FDA) , sponsor, funding agency, and/or other oversight authority of anyregarding unanticipated problems involving risks to human subjects or others,; serious and/or continuing noncompliance with applicable human subjects protection regulations the Federal Policy, other applicable federal human subjects protection regulations or policies, and/or the FDA Clinical Investigation Regulations, as applicable, or with the requirements or determinations of the Reviewing IRB,; and/or any suspensions or terminations of IRB approval (“Report”).
5.13.1 Default Procedure. Unless an alternate reporting arrangement is agreed upon in accordance with Section 5.13.2, the Reviewing IRB/Reviewing IRB Institution will draft the rReport and will provide the involved Relying Institution(s) the opportunity (no fewer than five (5) business days, whenever possible) to review and comment on the draft rReport before the Reviewing IRB/Reviewing IRB Institution sends the final rReport to the external recipients (such final Report will also be copied to the Relying Institution). The Relying Institution(s) will promptly provide any comments on the draft rReport to the Reviewing IRB/Reviewing IRB Institution as provided in Section 6.16 hereof. Nothing in this Agreement requires the Reviewing IRB/Reviewing IRB Institution to be in violation of any legally required timeframes for submission of its Report, and Tthe Reviewing IRB/Reviewing IRB Institution is under no obligation to adopt or concur with the comments of a Relying Institution. However, nothing in this Agreementherein shall prevent a Relying Institution from making its own rReport in addition to any rReport prepared by the Reviewing IRB/Reviewing IRB Institution; if a Relying Institution so elects, it will provide a copy of such rReport to the Reviewing IRB/Reviewing IRB Institution as provided in Section 6.16.
5.13.2 Alternate Procedures. Alternatively, the Reviewing IRB/Reviewing IRB Institution and a Relying Institution(s) may agree to make a joint rReport, or, depending on the circumstances the Reviewing IRB/Reviewing IRB Institution may requestmay agree that the Relying Institution(s) towill make the rReport. If the Reviewing IRB/Reviewing IRB Institution and a Relying Institution will make a joint Report, they will work collaboratively to prepare and timely submit the Report and will not make independent Reports unless they cannot ultimately or timely agree on the content of the Report. 5.13.3  If the Reviewing IRB/Reviewing IRB Institution requests the Relying Institution(s) towill make the rReport, the Relying Institution(s) will promptly prepare the draft rReport and will provide the Reviewing IRB/Reviewing IRB Institution with the opportunity (no fewer than five (5) business days, whenever possible) to review and comment on the draft rReport before the Relying Institution(s) sends the rReport to external recipients, as provided in Section 6.16 hereof. The Reviewing IRB/Reviewing IRB Institution will promptly provide any comments on the draft rReport to the Relying Institution(s). Nothing in this Agreement requires the Relying Institution to be in violation of any legally required timeframes for submission of its Report, and Athe Relying Institution is under no obligation to adopt or concur with the comments of the Reviewing IRB/Reviewing IRB Institution. However, nothing in this Agreementherein shall prevent a Reviewing IRB/Reviewing IRB Institution from making its own rReport; if it does so, it will provide a copy of such Report to the Relying Institution.

5.13.3 Other Reports/Notifications. Any and all other reports or notifications, such as reports or notifications to federal funding agencies, state funding agencies, commercial or other private sponsors/funders, state or local oversight authorities, or federal authorities other than as provided above, that may be required under law, regulation, policy, or contract applicable to a Relying Institution will be made by, and are the sole responsibility of, the Relying Institution.
5.14 Notification of Communications with Regulatory Federal Agencies. A Reviewing IRB/Reviewing IRB Institution will Ppromptly notify the a Relying Institution(s) of any communications regarding unanticipated problems, suspension or termination of IRB approval, serious and/or continuing noncompliance, and/or other regulatory compliance concerns regarding the Research conducted under the authority of the Relying Institution under Ceded Review that are received by the Reviewing IRB/Reviewing IRB Institution from, or made by the Reviewing IRB/Reviewing IRB Institution to, the FDA, OHRP, and/or other federal human subjects research regulatory agencies or funding agencies.

5.15 Congruence of Grant Applications/Contract Proposals. Unless other arrangements are made in advance, to a Reviewing IRB/Reviewing IRB Institution will review the congruence of any grant application or contract proposal for human subjects research with the Research submitted for IRB review and approvalCeded Review, when such congruence review is required by applicable law or regulation or by the funding agency or sponsor.;  Notwithstanding the aboveprovided, however, that no U.S. Federal AgencyFederal Institution serving as the Reviewing IRB/Reviewing IRB Institution shall perform the congruence review described in this sSection 5.15, and those any such responsibilities will instead remain with the Relying Institution.

6.	Responsibilities of the Relying Institution(s)
A Participating Institution that will be a Relying Institution agrees to abide by the following responsibilities:
6.1 Compliance with Assurance. In its conduct of any Research for which review is ceded under this Agreement, each A Relying Institution retains responsibility for the protection of human subjects, for compliance with applicable laws, regulations and ethical standards, and for compliance with the terms of its FWAAssurance and the statement of principles cited therein. Each Relying Institution will:
6.12 Acceptance of IRB Decisions, Determinations, and Requirements. A Relying Institution will Aaccept and comply with, and will require its Personnel to accept and comply with, the final decisions , determinations, and requirements of the Reviewing IRB (and of the Reviewing IRB Institution as applicable). 
[bookmark: _Hlk139630655]6.3 Initiation of Research and Changes to Research. A Relying Institution orand its Research Personnel may will not initiate any Research or initiate any change to the Research, (except where necessary to eliminate apparent immediate hazards to subjectsResearch participants), without first receiving prior approval from the Reviewing IRB or an Exemption Determination, as applicable, from the Reviewing IRB/Reviewing IRB Institution. With respect to Research for which an Exemption Determination has been provided by the Reviewing IRB/Reviewing IRB Institution, a Relying Institution will notify the Reviewing IRB/Reviewing IRB Institution of proposed changes to such Research so that the Reviewing IRB/Reviewing IRB Institution can determine whether the proposed changes render the Research non-exempt and/or whether a new Limited IRB Review (if applicable) is required.
6.24 Continuing Review. A Relying Institution will Rrequire its Research Personnel to provide any information about conduct of the Research atconducted under the authority of the Relying Institution that the Reviewing IRB requires for continuing reviews. of the Research (when applicable).
6.35 Recordkeeping. A Relying Institution will Rrequire its Research Personnel to maintain all Research records, including informed consent and broad consent documents and HIPAA authorizations, in accordance with applicable federal, state, and local laws and regulations.
6.46 Local Considerations. With respect to Research submitted for Ceded Review, a Relying Institution will identify, interpret (as necessary), and Ccommunicate to the Reviewing IRB the requirements of any applicable state or local laws, regulations, institutional policies, standards, or other local factors, including local ancillary reviews,; any federal department- or agency-specific requirements; and the requirements of any applicable federal laws or regulations other than the Federal Policy, other federal human subjects protection regulations or policies, and the FDA Clinical Investigation Regulationsrelevant to the Research that would affect the conduct by or approval of the Research on behalf of the Relying Institution (“Local Considerations”) that would affect the conduct or approval of the Research at the Relying Institution. Such communication may be made through the Reviewing IRB’s designee, as determinedif agreed by the relevant Participating Relying Institution(s) in connection with the specificinstance of Research. Notwithstanding anything else in this Section 6.6, for purposes of this Agreement, HIPAA and its requirements are not considered Local Considerations and are addressed separately in Section 4.4 hereof. 
6.57 Consent Forms. With respect to Research requiring documentation of consent, a Relying Institution or its Site Investigator(s) or other Personnel will Pprovide the Reviewing IRB with the site-specific informationcustomizations to the consent form(s)  requested/identified in the customizable sections of the Reviewing IRB’s consent formin accordance with Section 5.6, for review and approval by the Reviewing IRB, when written informed consent is required. Once the any consent forms isare approved for use by the Relying Institution/Site Investigator(s)’s/Site Investigator(s)’s/other Personnel’s use, the Relying Institution will not, and will require that its Site Investigator(s)/other Personnel not, make any changes to the forms without obtaining prior approval of that the changes from the Reviewing IRB. 
6.68 Conflicts of Interest. A Relying Institution will Mmaintain policies regarding the disclosure and management of Research Personnel conflicts of interest related to Research submitted for Ceded Review and to will share those policies with the Reviewing IRB, as requested. 

Unless the Reviewing IRB and thea non-federal Relying Institution agree to an alternate approach in advance, the non-federal Relying Institution(s) will perform its own conflict of interest analysis under its relevant policies and will provide to the Reviewing IRB any resulting conflict of interest determinations, prohibitions, and management plans as well as any updates to such prohibitions, determinations, or plans, that the Relying Institution has determined to be necessary for the conduct by and approval of the Research aton behalf of the Relying Institution under such policies. The non-federal Relying Institution will abide by and will require its Research Personnel to abide by its institutionally required prohibitions or management plans related to the Research, as well as any additional prohibitions or conflict management requirements required by the Reviewing IRB. As provided in Section 5.85.7 hereof, in the extraordinary circumstance that the Reviewing IRB is unable to implement/approve the non-federal Relying Institution’s prohibitions or management plans, the Reviewing IRB will so inform the non-federal Relying Institution., or Iif the non-federal Relying Institution fails to accept any additional prohibitions or requirements of the Reviewing IRB, the non-federal Relying Institution will so inform the Reviewing IRB. If the Reviewing IRB and the non-federal Relying Iinstitutions are not able to identify a mutually agreeable approach, the Research will be withdrawn from Ceded Review (without an IRB approval or disapproval) with respect to that non-federal  Relying Institution. 
A Federal Relying Institution(s) that is a Federal Institution will provide assurance to the Reviewing IRB that they haveit has completed conflict of interest analyses under existing relevant federal policies and that the participation of federal department or agency Research Personnel is permissible and consistent with federal law.  A Federal Relying Institutions that is a Federal Institution will abide by and will require theirits Research Personnel to abide by institutionally and legally required prohibitions or management plans related to the Research.  If the Reviewing IRB concludes that it cannot rely upon the assurances from a federal Relying Institution that is a Federal Institution, the Reviewing IRB will so inform the fFederal Relying Institution, and the Research will be withdrawn from Ceded Review (without an IRB approval or disapproval) with respect to that fFederal Relying Institution.
6.79 Injury Coverage. A Relying Institution will Eensure (i) that the provisions of any applicable grant or contract with a private sponsor/funder that address financial coverage for research-related injuries in connection withrelated to Research funded in whole or in part by a non-federal entity (e.g., corporation, foundation) under Ceded Review are consistent with the injury sections of the approved Research protocol and consent form; or (ii) that the injury sections of the approved Research protocol and consent form, if more protective of human subjectsResearch participants, will control over the contract.
6.810 Complaints. A Relying Institution will Eensure that an institutional mechanism exists by which complaints about the Research can be made by local Research participants or others to a local contact. 
6.11 Monitoring; Quality Assurance/Quality Improvement Function/Program. A Relying Institution will maintain, implement, or have access to a human subjects research quality assurance/quality improvement (“QA/QI”) process, function, program, or service that can conduct and report to the Relying Institution the results of for-cause and not-for-cause audits of the Relying Institution’s and its Personnel’s compliance with human subjects protections and other relevant requirements in the conduct of Research. Relying Institutions that do not have access to a QA/QI process, function, program, or service must have an alternate means of monitoring the conduct of Research as appropriate to ensure compliance. However, if requested by a Relying Institution, the Reviewing IRB/Reviewing IRB Institution may agree to waive the requirement for the Relying Institution to have access to a QA/QI process, function, program or service or alternate means of monitoring with respect to Research. 


6.9 HIPAA. Work with the Reviewing IRB to establish whether a separate HIPAA authorization form will be used for Research or whether HIPAA authorization language will be incorporated into the consent form.
6.9.1 If a separate HIPAA authorization form will be used for Research pursuant to Sections 5.6.1.1 and 5.6.1.2 hereof, the Relying Institution will ensure the accuracy of the information within the form, the compliance of the form with the HIPAA Privacy Rule, and, as stated in such sections, that the form permits  PHI to be used by and disclosed to the Reviewing IRB, the Reviewing IRB Institution, and all Relying Institutions (whether listed individually or described as a group) as necessary for conducting, reviewing and overseeing the Research (including investigation and evaluation of events).
6.9.2 If the HIPAA authorization language will be incorporated into the consent document, the Relying Institution will work with the Reviewing IRB to provide, as requested, any language specific to the Relying Institution.
In the event that, pursuant to Section 5.6, the Reviewing IRB has communicated to the Relying Institution(s) that it does not, as a matter of policy or otherwise, make research-related HIPAA determinations, the Relying Institution(s) will make such determinations for the Research so as to ensure that PHI will not be used or disclosed for the Research unless one of the options in Sections 5.6.1, 5.6.2, or 5.6.3 is met. Without limiting the foregoing, if in such case a Relying Institution determines that authorization for use and disclosure of PHI is required, it will use a separate (freestanding) authorization form as described in and in compliance with the applicable requirements of Sections 5.6.1.1 and 5.6.1.2.
6.10 Notification of Local Restrictions. Promptly notify the Reviewing IRB of any specific local requirements and restrictions on use and disclosure of PHI that could prevent the Reviewing IRB from approving a request for waiver of HIPAA authorization with respect to the Relying Institution.
6.1112 Notification of Unanticipated Problems, Injuries,  and Complaints. With respect to Research under Ceded Review, a Relying Institution will Rrequire the its Site Investigator(s) and other Personnel to promptly notify the Reviewing IRB of any unanticipated problems that may involveinvolving risks to human subjects or others, or any subject injuries related to Research participation,  or any significant subjectResearch participant complaints (e.g., those that could affect the conduct of the Research) that occurred atinvolving Research participants enrolled by the Relying Institution.
6.1213 Notification of Noncompliance; Restriction/Suspension of Authority. With respect to Research under Ceded Review, a Relying Institution will Ppromptly notify the Reviewing IRB of any potential noncompliance with applicablethe Federal Policy, other applicable federal human subjects protection regulations or policies, and/or the FDA Clinical Investigation Regulations, as applicable, or with the requirements or determinations of the Reviewing IRB by the Relying Institution or its Personnel in connection with the Research at the Relying Institution,. 
6.14 Notification of Restriction/Suspension of Research or of Personnel’s Authority. With respect to Research under Ceded Review, a Relying Institution will promptly notify the Reviewing IRBand of any suspension or restriction by the Relying Institution or by any third parties ofregarding the Research or any of its Research Personnel’s authority to conduct the Research.
6.1315 Audits, and Investigations; Corrective Actions. 
6.15.1 Audits and Investigations. To the extent not prohibited by law, a Relying Institution will Ccooperate, and require its Research Personnel to cooperate, with any audit or investigation by the Reviewing IRB/Reviewing IRB Institution of any matter under this Agreementan allegation or matter relating to Research or a Covered Activity. Such cooperation will include, but is not limited to, providing Research records and related information, meeting with representatives from the Reviewing IRB/Reviewing IRB Institution, and helping to carry outimplement corrective action(s), as applicable. If the Relying Institution is asked by the Reviewing IRB/Reviewing IRB Institution to conduct its own audit/investigation, or to work cooperatively with the Reviewing IRB/Reviewing IRB Institution to conduct an audit/investigation, then the Relying Institution will do so and will report its findings of fact to the Reviewing IRB/Reviewing IRB Institution within a reasonable timeframe. As stated in Section 5.12 hereof, for clarity, no Participating Institution is obligated to provide to another its communications, analyses, or other information subject to attorney-client privilege or other privilege or rule of confidentiality (e.g., peer review, patient safety work product), but it may elect to do so under an appropriate confidentiality or other agreement or other assurance of confidentiality.  Notwithstanding any of the foregoing, in no event shall the Relying Institution be required to waive any legal privileges.
6.15.2 Corrective Actions. To the extent not prohibited by law, aThe  Relying Institution shall comply with and shall require its Research Personnel to comply with all corrective actions required by the Reviewing IRB/Reviewing IRB Institution, but nothing herein shall prevent the Relying Institution from adopting its own more stringent additional corrective actions. 
[bookmark: _Hlk139627099]6.1416 External Reporting; Notification of Communications with Regulatory Agencies. With respect to Research under Ceded Review, a Relying Institution will notify the Reviewing IRB/Reviewing IRB Institution in advance if the Relying Institution determines under applicable federal human subjects protection regulations or under the terms of the Relying Institution’s Assurance that a Report is required. A Relying Institution will Ppromptly provide any comments on any draft rReport to external parties that will be made by the Reviewing IRB/Reviewing IRB Institution pursuant to Section 5.13.1 through 5.13.3 hereof; if the Relying Institution elects to make its own additional Report, it will provide a copy of such Report to the Reviewing IRB/Reviewing IRB Institution. If the Reviewing IRB/Reviewing IRB Institution and a Relying Institution will make a joint Report pursuant to Section 5.13.2 hereof, they will work collaboratively to prepare and timely submit the Report and will not make independent Reports unless they cannot ultimately or timely agree on the content of the Report. If the Reviewing IRB/Reviewing IRB Institution requests that the Relying Institution will make the rReport pursuant to Section 5.13.2 hereof, the Relying Institution will promptly prepare the draft rReport and will provide the Reviewing IRB/Reviewing IRB Institution with the opportunity (no fewer than five (5) business days, whenever possible) to review and comment on the draft rReport, after which time the Relying Institution may finalize and send the rReport to external recipients (such final Report will also be copied to the Reviewing IRB/Reviewing IRB Institution). If the Relying Institution elects to make its own additional report, it will provide a copy of such report to the Reviewing IRB/Reviewing IRB Institution. Regardless how Reports are handled, the Relying Institution will make and be solely responsible for any and all other reports or notifications in accordance with Section 5.13.3 hereof.
6.17 Notification of Communications with Federal Agencies. The A Relying Institution will also promptly notify the Reviewing IRB/Reviewing IRB Institution of communications regarding unanticipated problems, suspension or termination of IRB approval, serious and/or continuing noncompliance, and/or other regulatory compliance concerns regarding Research conducted under the authority of the Relying Institution under Ceded Review that are received by the Relying Institution from, or betweenmade by the Relying Institution andto, federal human subjects research regulatory agencies FDA, OHRP, and/or other regulatory agencies, or funding agenciesregarding unanticipated problems, noncompliance, or other compliance concerns regarding the Research,. andA Relying Institution will require theits Overall PI (if any), and Site Investigator(s), and other Personnel to do the same with respect to such communications between the Overall PI/ or Site Investigator(s)/other Personnel from, or made by the Overall PI/Site Investigator(s)/other Personnel to, and such agencies.


7. Term; Termination

7.1 Term. 

[bookmark: _Hlk139463407]7.1.1 Term of Agreement. This Agreement will become effective with respect to each Participating Institution as set forth in Section 1.4.12 hereof and will remain in effect with respect to that Participating Institution until such time that the Participating Institution provides written notice of terminatesion of its participation in the Agreement to the other Participating Institutions involved in any ongoing Research as set forth in Section 7.2.1.2, or until its participation in the Agreement automatically is terminatesd as set forth in Section 7.2.1.3, or until such time as the Agreement is terminated in its entirety as set forth in Section 7.2.1.1, at which such time in each such case the Participating Institution is referred to herein as a “Terminating Institution.”

7.1.2 Term of Indemnification Addendum. The Indemnification Addendum at Exhibit C will become effective with respect to each Indemnification Participating Institution as set forth in Section 1 of the Indemnification Addendum and will remain in effect with respect to that Indemnification Participating Institution until such time that the Indemnification Participating Institution terminates its participation in the Indemnification Addendum as set forth in Section 7.2.2.2, or until its participation in the Indemnification Addendum is terminated as set forth in Section 7.2.2.3, or until such time as the Indemnification Addendum is terminated in its entirety as set forth in Section 7.2.2.1, at which such time in each such case the Indemnification Participating Institution is referred to herein as an “Indemnification Terminating Institution.”  
7.2 Termination:.
7.2.1 Termination of Agreement or of Participation in Agreement.
7.2.1.1 This Agreement may be terminated in its entirety only upon the mutual agreement of all then-Participating Institutions. For clarity, termination of a Participating Institution’s participation in this Agreement will not terminate the Agreement with respect to the remaining Participating Institutions. In the event of termination of the Agreement, the Participating Institutions will work together to determine the effect of such termination on any Research and associated Research activities being conducted under this Agreement at the time of termination.
7.2.1.2 A Participating Institution (referred to in this Section 7.2 as a Terminating Institution) may terminate its participation under in this Agreement at any time without cause; provided, however, that such a Terminating Institution that is then upon thirty (30) business days’ prior written notice to the other Participating Institutions involved in any ongoing Research Covered Activities under the Agreement must provide sixty (60) business days’ prior written notice to the other Participating Institution(s) with which it is so involved.
7.2.1.3 A Participating Institution’s (also referred to in this Section 7.2 as a Terminating Institution) participation in this Agreement will terminate immediately in the event of and as ofthirty (30) business days after the effective date of any suspension, restriction, termination, or expiration of its FWAAssurance;, or, if serving as a Reviewing IRB/Reviewing IRB Institution, in the event and as ofthirty (30) business days after the effective date of any failure loss or lapse of its IRB’s(s’) to remain registeredregistration with OHRPDHHS, if its Assurance or IRB registration, as applicable, is not fully reinstated within such thirty (30)-business-day period. Such thirty (30)-business-day period may be extended for another thirty (30) business days if the affected parties agree to the extension. The Terminating Institution may not participate in any new Covered Activity during such period unless and until its Assurance or IRB registration, as applicable, is fully reinstated. If the Participating Terminating Institution’s participation terminates under this Section 7.2.1.3, and its FWAAssurance or IRB registration, as applicable, is subsequently fully reinstated (after the thirty (30)-business-day or mutually-agreed extension period)or its IRB is subsequently registered with OHRP, the Participating Terminating Institution will be eligible to re-join the Agreement at that time provided that all other requirements for participation are satisfied.
7.2.4 Participating Institutions acknowledge and agree that with respect to certain Research (e.g., Research conducted by certain clinical trial networks that have designated central IRBs), additional specific bases for termination of a Participating Institution’s participation in such IRB reliance arrangements may apply. When Participating Institutions elect to use this Agreement to provide for Ceded Review of such Research, they agree that any such specific bases for termination of a Participating Institution’s participation in that arrangement shall govern with respect to that arrangement, but that the Participating Institution may still participate in the Agreement with respect to other Research.

7.2.1.54 In the event of termination of the entire Agreement pursuant to Section 7.2.1.1, or in the event of any termination of a Participating Institution’s participation in the Agreement pursuant to Sections 7.2.1.2 or 7.2.1.3 above, the Terminating Institutions, or the Terminating Institution and the other Participating Institutions that are involved in any ongoing Research or Covered Activities with the Terminating InstitutionParticipating Institutions , as the case may be, will work together to determine the effect of such termination on any ongoing Research and associated Research activities and Covered Activities being conducted under this the Agreement at the time of termination, with the goals of ensuring the continued protection of Research participants and of limiting the potential disruption to the Research. Without limiting the foregoing, whether the Terminating Institution is a Relying Institution or the Reviewing IRB Institution, the Reviewing IRB/Reviewing IRB Institution will, when possible and appropriate, provide continued oversight for such ongoing Research for the reasonable time necessary to appropriately transfer oversight of the Research to another IRB or for the affected Participating Institutions to transition to another IRB authorization or reliance agreement. For clarity, termination of participation in this Agreement by the Terminating Institution will not terminate this Agreement with respect to the remaining Participating Institutions.
7.2.2 Termination of Indemnification Addendum or of Participation in Indemnification Addendum.
7.2.2.1 The Indemnification Addendum at Exhibit C will terminate in its entirety if the Agreement is terminated in its entirety pursuant to Section 7.2.1.1, but otherwise may be terminated in its entirety only upon the mutual agreement of all then-Participating Institutions. For clarity, termination of an Indemnification Participating Institution’s participation in the Indemnification Addendum will not terminate the Indemnification Addendum with respect to the remaining Indemnification Participating Institutions. 
7.2.2.2 An Indemnification Participating Institution may terminate its participation in the Indemnification Addendum at any time without cause; provided, however, that such an Indemnification Terminating Institution that is then involved in any ongoing Covered Activities under the Agreement must provide sixty (60) business days’ prior written notice to the other Participating Institution(s) with which it is so involved.
7.2.2.3 The Indemnification Addendum will terminate as to an Indemnification Participating Institution if/when the Indemnification Participating Institution’s participation in the Agreement terminates pursuant to Section 7.2.1.2 or Section 7.2.1.3. 
8. Miscellaneous
8.1 Execution of Joinder Agreements and Indemnification Addendum Joinder Agreements. The Joinder Agreements through which Iinstitutions will become pParties to this Agreement, as well as the Indemnification Addendum Joinder Agreements through which Institutions may participate in the Indemnification Addendum, may be executed by each Participating Institution on a separate counterpart, each of which Joinder Agreements, or Indemnification Addendum Joinder Agreements, as applicable, when so executed and submitted, shall be deemed an original, and any and all of which together with one another and with the Agreement shall constitute one and the same instrument, binding as between any and all of the Participating Institutions, or Indemnification Participating Institutions, as applicable. Signatures on Joinder Agreements delivered by facsimile, PDF, or other electronic means shall be deemed the equivalent of wet ink originals. Joinder Agreements and Indemnification Addendum Joinder Agreements will be electronic and will be executed using electronic or digital signatures; however, in the event of any sustained unanticipated unavailability of the electronic system supporting such execution (including but not limited to in the case of a Force Majeure Event (defined below)), the SMART IRB Executive Coordinating Committee or equivalent executive leadership committee may provide for execution by other means (e.g., wet ink, alternate electronic or digital means).  
8.2 Survival. The following requirements and obligations of each Participating Institution will survive any expiration or termination of this Agreement, either in its entirety or with respect to that Participating Institution: Sections 2.4, 4.3, 4.6, 4.8-4.11, 5.5, , 5.105.14, 6.3,6.11-6.14, 7.2.1, 7.2.5, 8.1-8.3, 8.5-8.9, and Exhibit A.8.2 Notice. All written notices and other communications required to be made to a Participating Institution under the Agreement may be made in hard copy or electronic form and will be delivered to the notice party(ies) identified by the Participating Institution in its Joinder Agreement. 
8.3 No Inferences, or Responsibility for Others’ Acts/Omissions Based on Participation. No inferences about any Participating Institution or its HRPP shall be drawn simply on the basis of its participation in this Agreement, and no Participating Institution shall be responsible for the acts or omissions of other Participating Institutions simply by virtue of the fact that all are pParties to the Agreement. With respect to any particular Research Covered Activity under the Agreement, the Agreement shall be considered an agreement among the Participating Institutions involved in the conduct or review of that Researchthat Covered Activity, and other Participating Institutions shall be unaffected thereby.
8.4 Relationship of the Parties. Nothing in this Agreement will be construed to place the Parties hereto in an agency, employment, franchise, joint venture, or partnership relationship. No Party will have the authority to obligate or bind any other Party in any manner, and nothing herein contained will give rise or is intended to give rise to any rights of any kind to any third parties. No Party will represent to the contrary, either expressly, implicitly, or otherwise.
8.5 Assignment. This Agreement is not assignable in whole or in part, and any attempt to do so will be null and void, and unenforceable.
[bookmark: _Hlk139628171]8.46 Amendment. The SMART IRB Executive Coordinating Committee or equivalent executive leadership committee may periodically propose and issue amendments to the Agreement and the Indemnification Addendum at Exhibit C will be reviewed periodically and may be amended from time to timein accordance with the processes further set forth in SMART IRB’s published policies. Any material changes in consideration will be open for written comments on the appropriate scope of the change(s) and/or on specific topics. Every party Participating Institution is entitled to participate in the amendment’s negotiations. and toA Participating Institution may continue participation in the amended Agreement, and an Indemnification Participating Institution may continue participation in the amended Indemnification Addendum, without further action, (unless the amendment is determined to be so significant as to require re-execution of Joinder Agreements/Indemnification Joinder Agreements). 
8.7 No Modification by Participating Institutions. No Participating Institution may modify this Agreement, the Indemnification Addendum, or any of their terms, and any attempted modification(s) by a Participating Institution will be null and void, and unenforceable. 
8.58 Enforceability. If any provision of this Agreement shall beis held to be invalid, illegal, or unenforceable, the validity, legality, and enforceability of the remaining provisions of this Agreement shallwill not be affected thereby.
8.69  No Waiver. The failure of a Participating Institution to insist upon the performance of any of the terms of this Agreement shall not be construed to be a waiver or relinquishment by such pParty of any of the terms of the Agreement or of the whole Agreement.
8.710 Headings and Other Matters of Interpretation. All the titles and headings contained in thethis Agreement are inserted only as a matter of convenience and reference and do not define, limit, extend, or describe the scope of this Agreement or the intent of any of its provisions. In addition, unless otherwise stated in this Agreement, the following rules of interpretation apply to this Agreement: (i) definitions contained in this Agreement are applicable to the singular as well as the plural forms of such terms; and (ii) the word “shall” and the word “will” will be construed to have the same meaning and effect. 
8.8 Relationship of the Parties. Nothing in this Agreement will be construed to place the parties hereto in an agency, employment, franchise, joint venture, or partnership relationship. No party will have the authority to obligate or bind any other party in any manner, and nothing herein contained will give rise or is intended to give rise to any rights of any kind to any third parties. No party will represent to the contrary, either expressly, implicitly, or otherwise.8.9 Assignment. This Agreement is not assignable in whole or in part, and any attempt to do so shall be void.
8.1011 No Violation of Law. Nothing in this Agreement will be construed to require a Participating Institution to take any action in violation of applicable law, regulation, or other federal or state requirements. If a Participating Institution determines that compliance with a provision of this Agreement would cause it to be in violation of applicable law, regulation, or other federal or state requirements, it will notify the other affected Participating Institutions and work with such Participating iInstitutions to identify a mutually agreeable alternative approach to address the Agreement provision at issue.  If a mutually agreeable approach cannot be identified, the Research will be withdrawn from Ceded Review (without an IRB approval or disapproval) with respect to the affected Participating Institutions.
8.12 Governing Law and Venue. In the event of a legal proceeding or other dispute between any Participating Institutions with respect to the provisions of this Agreement, then as between the Participating Institution initiating the proceeding/dispute and a Participating Institution that is a defendant, the law of the state of the Participating Institution that is the defendant will govern the interpretation of this Agreement and the resolution of the dispute between those parties. In addition, each Participating Institution that brings a legal proceeding or other dispute against another Participating Institution with respect to the provisions of this Agreement hereby consents to the exclusive jurisdiction of the state and federal courts in the state of the Participating Institution that is the defendant with respect to the proceeding/dispute between those parties. This Section 8.12 applies to a Participating Institution that is a Public Institution only to the extent not limited by applicable law, regulation, or constitution in the jurisdiction in which such Public Institution serves as a Public Institution; provided, however, that this Section 8.12 does not apply at all to any Participating Institution that is a Federal Institution, with respect to which U.S. federal law, as applied by U.S. federal courts, shall govern.  
8.13 Conflicts of Terms. In the event of any conflict between any of the terms of this Agreement and any of the terms of the Indemnification Addendum at Exhibit C, the terms of the Agreement will prevail. In the event of any conflict between any of the terms of this Agreement and any of the terms of a separate arrangement or agreement for financial terms as permitted under Section 2.4 hereof (including any other indemnification agreement pursuant to Section 4.10 hereof), the terms of the Agreement will also prevail. 
8.14 Force Majeure. Except as otherwise provided in this Agreement, in the event that a delay or failure of a Participating Institution to comply with any obligation created by this Agreement is caused by an unforeseeable natural, political, or similar event beyond the control of such Participating Institution, including, without limitation, fire, flood, pandemics, epidemics, riots, war, acts of terrorism, or governmental actions or decrees in response to same, or by bankruptcy, insolvency, or dissolution of such Participating Institution (any or all, a “Force Majeure Event”), that obligation shall be suspended during the continuance of such condition, provided that the non-performing Participating Institution is without fault and the inability or failure to perform could not have been prevented by reasonable precautions. Notwithstanding the foregoing, the COVID-19 pandemic declared by the World Health Organization on March 11, 2020, or any law, regulation, order, or rule enacted or adopted prior to the Effective Date of the Participating Institution’s Joinder Agreement as a result of the COVID-19 pandemic, shall not constitute a Force Majeure Event hereunder. For clarity, neither a Participating Institution’s labor and union-related activities nor the non-performance of its subcontractors or vendors are Force Majeure Events hereunder. Upon the occurrence of a Force Majeure Event, the affected Participating Institution and the other Participating Institutions that are involved in any ongoing Research or Covered Activities with the affected Participating Institution will work together to determine the effect of such Force Majeure Event on any ongoing Research and Covered Activities being conducted under the Agreement at the time of the event, with the goals of ensuring the continued protection of Research participants and of limiting the potential disruption to the Research. Without limiting the foregoing, the Reviewing IRB/Reviewing IRB Institution will, when possible and appropriate, provide continued oversight for such ongoing Research for the reasonable time necessary to appropriately transfer oversight of the Research to another IRB or for the affected Participating Institutions to transition to another IRB authorization or reliance agreement. 
8.15 Survival. The following terms and obligations will survive any termination of this Agreement, either in its entirety or with respect to the participation of a particular Participating Institution: Introduction – last sentence of first paragraph, last sentence of fourth paragraph, sixth paragraph, and seventh paragraph; Sections 1.4.1 – second and third sentences, 1.4.2, 1.4.3, 1.4.4 – first sentence, 2.1, 2.5.3, 3.4.1 – last sentence, 3.4.2 – last sentence, 3.4.3 – last sentence, 4.3, 4.5, 4.6, 4.7, 4.8, 4.9, 5.5, 5.8, 5.9, 5.10, 5.11, 5.12, 5.13, 5.14, 6.5, 6.12, 6.13, 6.14, 6.15, 6.16, 6.17, 7, 8; Exhibit A; and any other term or obligation that by its nature is reasonably intended to survive. For Covered Activities in the scope of the Indemnification Addendum at Exhibit C, all of the terms and obligations in the Indemnification Addendum will survive any termination of the Indemnification Addendum, either in its entirety or with respect to the participation of a particular Indemnification Participating Institution.


Exhibit A
Glossary

Acronyms and capitalized terms used in the Agreement and the Indemnification Addendum have the following meanings:
[bookmark: _Hlk139453450]Agency Processes: Federal department or agency processes for initiating reliance and for determination of the Reviewing IRB/Reviewing IRB Institution.
Agreement: SMART IRB Reliance Master Common Reciprocal Institutional Review Board Authorization Agreement.
Assurance: An assurance of compliance with the Federal Policy that is maintained with a federal department or agency.
Ceded Review: An instance of IRB review in which one or more Participating Institutions invoke this Agreement to transfer IRB review and oversight authority for an instance of Research and rely on another Participating Institution’s IRB that accepts responsibility for IRB review and oversight of such Research.The transfer of authority to, and reliance on, a Reviewing IRB for IRB review and oversight of Research. 
Confidential Information: Any non-public, confidential and/or proprietary information, including but not limited to the scientific content of Research proposals and information provided by the Overall PI, or Site Investigator(s), or other Research Personnel not generally known or available to the public. Information willis not be deemed Confidential Information hereunder if such information: (a) is or becomes known to the receiving party prior to receipt fromindependently of disclosure by the disclosing party, directly or indirectly from a source other than one having an obligation of confidentiality to the disclosing party; (b) becomes known (independently of disclosure by the disclosing party) to the receiving party directly or indirectly from a source other than one having an obligation of confidentiality to the disclosing party; (cb) becomes publicly known or otherwise ceases to be secret or confidential, except through a breach of this Agreement by the receiving party; or (dc) is independently developed by or on behalf of the receiving party. For clarity, as used in this Agreement, the term Confidential Information has no relation to the classification level of information/documents within a federal department or agency.

Covered Activity/Covered Activities: Ceded Review of Research and Exemption Determinations, individually or collectively.

Data Use Agreement: A written agreement meeting the requirements of 45 CFR 164.514(e)(4), pursuant to which a HIPAA Covered Entity may use or disclose a Limited Data Set for research purposes.
DHHS: U.S. Department of Health and Human Services.
Effective Date of the Agreement: With respect to any Participating Institution, the Effective Date of its Joinder Agreement, as identified in the Joinder Agreement.
Effective Date of the Indemnification Addendum: With respect to any Indemnification Participating Institution, the date on which the Indemnification Participating Institution’s Institutional Official/Signatory executes the Indemnification Addendum Joinder Agreement.
Effective Date of a Joinder Agreement: The date on which the Participating Institution’s Institutional Official/Signatory executes the Joinder Agreement.
Exemption Determinations: The reliance on a Reviewing IRB or on a Reviewing IRB Institution for a Ddeterminations that whether Research is exempt from IRB review pursuant to some or all of the requirements of the Federal Policy. (N.B., Research means human subjects research; see full definition below.)
FDA: The United StatesU.S. Food and Drug Administration.
FDA Clinical Investigation Regulations: 21 CFR Parts 50, 56, 312, and 812.
Federal Institution: An Institution/Participating Institution that is a department or agency of federal government.
Federal Policy: The Federal Policy for the Protection of Human Subjects set forth in the DHHS regulations at 45 CFR Part 46, Subpart A and in corresponding regulations of other federal departments and agencies adopting such Ppolicy. 
Force Majeure Event: An unforeseeable natural, political, or similar event beyond the control of a Participating Institution, including, without limitation, fire, flood, pandemics, epidemics, riots, war, acts of terrorism, or governmental actions or decrees in response to same, or the bankruptcy, insolvency, or dissolution of such Participating Institution, except as provided in Section 8.14 hereof.
FWA: The OHRP-approved Federalwide Assurance in which an research iInstitution commits to DHHS that it will comply with the Federal Policy.
HIPAA: Collectively, the Health Insurance Portability and Accountability Act of 1996, the Health Information Technology for Economic and Clinical Health Act of 2009, and their implementing privacy and security regulations, including but not limited to the implementing privacy regulations at 45 CFR Part 160 and 45 CFR Part 164, Subparts A and E.
HIPAA Covered Entity: A health care provider, health plan, or health care clearinghouse subject to HIPAA as further defined and provided in 45 CFR 160.103.
HIPAA Privacy Rule: The implementing regulations of HIPAA that address the privacy and rights of individuals with respect to PHI, found at 45 CFR Part 160 and Subparts A and E of Part 164.
HRPP: An Institution’s Hhuman Rresearch Pprotection Pprogram.
Indemnification Addendum: The SMART IRB Indemnification Addendum attached to the Agreement at Exhibit C.
Indemnification Addendum Joinder Agreement: The SMART IRB Indemnification Addendum Joinder Agreement available at www.smartirb.org, which will be in substantially the same form as in Exhibit C.
Indemnification Participating Institution: A Participating Institution that joins the Indemnification Addendum.
Indemnification Terminating Institution: An Indemnification Participating Institution that terminates its participation in the Indemnification Addendum or whose participation in the Indemnification Addendum is terminated pursuant to Sections 7.2.2.2 or 7.2.2.3 hereof, respectively, or whose participation in the Indemnification Addendum ends as a result of the termination of the Indemnification Addendum in its entirety pursuant to Section 7.2.2.1.
Indemnified Party(ies): An Indemnification Participating Institution and its trustees, directors, officers, employees, agents, faculty, students, and IRB members eligible to be held harmless, indemnified, and defended by an Indemnifying Party under the Indemnification Addendum.
Indemnifying Party: An Indemnification Participating Institution that is a Private Institution and is agreeing in the Indemnification Addendum to hold harmless, indemnify, and defend the Indemnified Parties.
Independent IRB Organization: An independent IRB organization that provides IRB review services.
Institution: Any legal entity, private or public, including any institution or other research organization or site, and any department, agency, or instrumentality of federal, state, local, or other government.
Institutional Official/ or Signatory: The person who has the authority on behalf of an iInstitution to bind such iInstitution to the terms and conditions of thise Agreement and, if applicable, the Indemnification Addendum.
IRB(s): Institutional Review Board(s).
IRB Organization: An independent IRB organization that provides IRB review services and has agreed to become the Reviewing IRB for another Participating Institution for an instance of Research under this Agreement. 
Joinder Agreement: Such agreementThe SMART IRB Joinder Agreement available at www.smartirb.org, which will be in substantially the same form set forthas attached to the Agreement at Exhibit B by which an institution represents and warrants that it meets all eligibility requirements for participation in the Agreement and agrees to be bound by the terms and conditions of this Agreement.
Limited IRB Review: The IRB review required pursuant to 45 CFR 46.104(d)(2)(iii), (d)(3)(i)(C), (d)(7), or (d)(8) or the corresponding provisions in the regulations of any federal department or agency adopting the Federal Policy in order for Research to be considered exempt under one of those provisions.  
Limited Data Set (LDS): As defined in 45 CFR 164.514(e)(2), Protected Health Information that excludes the following direct identifiers of the individual or of relatives, employers, or household members of the individual: name; postal address information, other than town or city, state, and zip code; telephone numbers; fax numbers; electronic mail addresses; social security numbers; medical record numbers; health plan beneficiary numbers; account numbers; certificate/license numbers; vehicle identifiers and serial numbers; device identifiers and serial numbers; web Universal Resource Locators (URLs); internet Protocol (IP) address numbers; biometric identifiers, including finger and voice prints; and full face photographic images and any comparable images. An LDS may contain, for example: dates of birth; dates of death; dates of service; town or city; state; or zip code or a combination of only those elements.
Local Considerations: Requirements of any applicable state or local laws, regulations, institutional policies, standards , or other local factors, including local ancillary reviews,; any federal department- or agency-specific requirements; and the requirements of any applicable federal laws or regulations other than the Federal Policy, other federal human subjects protection regulations or policies, and the FDA Clinical Investigation Regulationsrelevant to an instance of Research that would affect the conduct by or approval of the Research on behalf of the Relying Institution. For purposes of the Agreement, HIPAA and its requirements are not considered Local Considerations.
Losses: Any and all damages, judgments, liabilities, costs, expenses (including, without limitation, reasonable attorney’s fees and expenses of litigation), or other losses incurred by or imposed upon any Indemnified Party(ies) or Other Party(ies) as a result of third-party claims, suits, demands, actions, or causes of action.
Mandated Policy/Policies: Federal department- or agency-mandated policies and procedures governing the conduct of a reliance relationship once it is established.
NCATS: National Center for Advancing Translational Sciences at the National Institutes of Health, one of 27 Institutes and Centers at the National Institutes of Health (NIH).

NIH: National Institutes of Health.
OHRP: The Office for Human Research Protections of DHHS.
Other Party(ies): An Indemnification Participating Institution and its trustees, directors, officers, employees, agents, faculty, students, and IRB members to whom a Responsible Party is responsible and who are eligible to be reimbursed by a Responsible Party Under the Indemnification Addendum.
Other Policies: Policies and procedures for the conduct of a reliance relationship that are not Mandated Policies but that Participating Institutions agree among themselves to apply to a reliance relationship under the Agreement.
Overall PI: The lead multi-site principal investigator with ultimate responsibility for the conduct and integrity of an instance of Research (generally, the initiating principal investigator or funding principal investigator, as applicable).
Party/Parties: A Participating Institution or, collectively, the Participating Institutions.
Participating Institution: An iInstitution (including an Independent IRB Organization) that meets the eligibility requirements set forth in the Agreement and agrees to accepts the terms and conditions of the Agreement through the execution of a SMART IRB Joinder Agreement, thereby becoming a signatory party to this Agreement.
Personnel: Members of a Participating Institution’s team (including the Overall PI (if any) and Site Investigator(s)) involved in conducting an instance of Research. These individuals may include, as applicable, physicians, nurses, coordinators, data managers, lab technicians, postdoctoral fellows, students, volunteers and/or other personnel. 
PHI: Protected Health Information as defined in 45 CFR 160.103.
POC: Contact person or Ppoints of contact. At least one individual who will serve as the contact person responsible for communicating on behalf of the institution Institution/Participating Institution with respect to matters concerning the initial and ongoing implementation of thisthe Agreement. For example, the POC would be the person designated at each Participating Institution to make determinations regarding requests for his/her site to serve as the Reviewing IRB for Research or cede IRB review and are likely to be individuals within an IRB office or other component of the human research protection program.
Private Institution: An Institution/Participating Institution that is not a department, agency or instrumentality of federal, state, local, or other government.
Protected Health Information or PHI: Protected Health Information as defined in 45 CFR 160.103.
Public Institution: An Institution/Participating Institution that is a department, agency, or instrumentality of U.S. federal, state, local, or other domestic government.
QIA/QAI: Quality improvementassurance/quality assuranceimprovement.
Reliance Request: A request for Ceded Review (or for an Exemption Determination, as applicable) with respect to an instance or multiple instances of Research.
Relying Institution: A Participating Institution that cedes will obtain IRB review tofrom a Reviewing IRB for an instance of Research and/or determinations of exemption from IRB review from a Reviewing IRB or Reviewing IRB Institution under thisthe Agreement.
Report: A report required under applicable federal human subjects protection regulations or under the terms of a Relying Institution’s Assurance to a federal human subjects research regulatory agency (e.g., OHRP, FDA) regarding any unanticipated problems involving risks to human subjects or others; serious and/or continuing noncompliance with the Federal Policy, other applicable federal human subjects protection regulations or policies, or the FDA Clinical Investigation Regulations, as applicable, or with the requirements or determinations of the Reviewing IRB; and/or any suspensions or terminations of IRB approval.
Research: Any Hhuman subjects research within the meaning of the Federal Policy or within the meaning of any other federal human subjects research protection regulations or policies; any investigation/clinical investigations within the meaning of the FDA IRB Clinical Investigation rRegulations; and any other human subjects research, for which any Participating Institution(s) seeks or areis required to rely on a Reviewing IRB. As used in this Agreement, Research may reference a specific study or protocol in which there will be a reviewing and relying party operating pursuant to the terms of this Agreement,(an instance of Research) or collectively any or all of the studies or protocols subject to Ceded Revieweligible under the Agreement. 
Research Personnel: Members of the research team (including the Overall PI and Site Investigator(s)) engaged or involved in an instance of Research. These individuals may include, as applicable, physicians, research nurses, coordinators, data managers, lab technicians, postdoctoral fellows, students, volunteers and/or other personnel.
Responsible Party: An Indemnification Participating Institution that is a Public Institution and is agreeing in the Indemnification Addendum to be responsible to and to reimburse the Other Parties. 
Reviewing IRB: The “IRB of record” (including an IRB Organization) to which authority for IRB review and oversight has been ceded by another Participating Institution for an instance of ResearchThe IRB of a Participating Institution that will provide IRB review and/or determinations of exemption from IRB review for a Relying Institution under thisthe Agreement.
Reviewing IRB Institution: The Participating Institution whose IRB has will become the Reviewing IRB for another Participating Institution for an instance of Researcha Relying Institution under thisthe Agreement and/or that will provide determinations of exemption from IRB review for a Relying Institution under this Agreement.

Site Investigator(s): AnThe investigator(s) responsible for the conduct of the an instance of Research at his/hertheir Participating Institution.
SMART IRB SOPs: The SMART IRB Standard Operating Procedures developed in support of the SMART IRB Master Common Reciprocal Institutional Review Board Authorization Agreement.

[image: ]VERSION 3.O – Confidential Discussion Draft (as of March 4, 2021)


[image: SMART IRB Logo.]VERSION 3.0 – Draft for Public Comment (as of September 29, 2023)
Terminating Institution: A Participating Institution that terminates its participation in the Agreement or whose participation in thise Agreement is terminateding pursuant to Sections 7.2.1.2 or 7.2.1.3 hereof, respectively, or whose participation in the Agreement ends as a result of the termination of the Agreement in its entirety pursuant to Section 7.2.1.1.
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Exhibit B
SMART IRB Joinder Agreement
This SMART IRB Joinder Agreement (“Joinder Agreement”) is made pursuant to the SMART IRB RelianceMaster Common Reciprocal Institutional Review Board Authorization Agreement (“Agreement”) and establishes that the below-identified, undersigned iInstitution is a pParty to and Participating Institution in the Agreement, with all of the associated rights and obligations thereunder.
By execution of this Joinder Agreement, the undersigned iInstitution hereby: (i) represents and warrants that it meets all eligibility requirements for participation in the Agreement; and (ii) joins in, accepts, and agrees to be bound by all of the terms and conditions of the Agreement and, without limiting the foregoing, agrees that it may accept and rely on the review of any of the IRBs of the Participating Institutions and that any Participating Institution may rely on the review of itsthe Institution’s IRB(s) (if applicable) for Research when so elected by such Participating Institutions under the Agreement; and (iii) agrees to be bound by and subject to the terms and conditions of the Agreement; provided that, if it is an Independent IRB Organization, the undersigned iInstitution hereby instead: (i) represents and warrants that it meets all applicable eligibility requirements for participation in the Agreement; and (ii) joins in, accepts, and agrees to be bound by all of the terms and conditions of the Agreement and, without limiting the foregoing, agrees that any Participating Institution may rely on the review of itsthe Independent IRB Organization’s IRB(s) when so elected by such Independent IRB Organization and Participating Institution under the Agreement; and (iii) agrees to be bound by and subject to the terms and conditions of the Agreement.
This Joinder Agreement covers the below-identified Participating Institution only and does not include any other separate FWA-holding entitiesentity holding a separate Assurance or any separate legal corporations entity (even if under the same Assurance) with which the Participating Institution or any of its IRBs is affiliated or has an IRB reliance relationship. Each affiliate or other entity that has its own separate FWAAssurance or is a separate legal corporation entity (even if under the same Assurance) from the Participating Institution will need to execute its own Joinder Agreement in order to participate in the Agreement.
AnyAcronyms and capitalized terms used but not otherwise defined in this Joinder Agreement and not defined herein shall have the same meanings as given to them in the Agreement.
The Effective Date of this Joinder Agreement is the date on which the Participating Institution’s executes the Joinder Agreement as indicated by its Authorized Institutional Official/Signatory executes the Joinder Agreement as indicated below; however, the Participating Institution’s actual participation in any Covered aActivities under the Agreement may be subject to activation or other processes.
The Participating Institution must keep this Joinder Agreement and a copy of the Agreement on file and provide it to OHRP or other federal departments or agencies with requisite authority upon request.

	Participating Institution Legal Name:
Participating Institution Legal Address 
Street:
Suite/Room/Floor:
City, State/Province/Region, ZipPostal Code:
Country:

	❑ Check here if the Participating Institution is an Independent IRB Organization (as defined in the Agreement). If an Independent IRB Organization, provide the following information:
IRB Organization #:



	❑  Check here if the Participating Institution is NOT an Independent IRB Organization and has an FWA. If NOT an Independent IRB Organization, Pprovide the following information:
FWA # or other Assurance type and #:
❑  Check here if the Participating Institution does not maintain an IRB.
❑  Check here if the Participating Institution maintains one or more IRBs. Provide the following information:
       IRB Organization #:


	Is the applicability of your iInstitution’s FWA/Assurance applicability restricted to federally -funded research (i.e., has your iInstitution “unchecked the box” on its FWA/Assurance)?

❑	Yes
❑	No, the iInstitution applies subparts A, B, C, and D regardless of source of support.
❑	No, the iInstitution applies subpart A (only), regardless of source of support.

	If yourthe iInstitution has an IRB or is an Independent IRB Organization, the iInstitution must have undergone or have initiated an assessment of the quality of its human research protection program (HRPP). Such assessment may be conducted by the Institution itself or by a third party. Such assessment must have occurred or have been initiated within the past 5 years prior to the iInstitution joining the Agreement (or a prior version thereof, if the Institution’s participation has been continuous since initially joining). The assessment may be accomplished by accreditation through an external organization, through OHRP’s Quality Assessment Program, or other equivalent approach. What method does yourthe  iInstitution use to assureassess  the quality of its HRPP? Check all that apply. Specify the assessment below, the result, and the date that the assessment was completed or initiated (for example:  “accreditation through [name of external organization], received [date]),” or “completed OHRP’s Self-Assessment Tool, [date]”:
❑ HRPP has undergone accreditation through an external organization
[bookmark: _BPDC_LN_INS_1011][bookmark: _BPDC_PR_INS_1012]●  Accrediting organization:
[bookmark: _BPDC_LN_INS_1009][bookmark: _BPDC_PR_INS_1010]●  Date received:
❑ HRPP is pursuing accreditation through an external organization
[bookmark: _BPDC_LN_INS_1007][bookmark: _BPDC_PR_INS_1008]●  Accrediting organization:
[bookmark: _BPDC_LN_INS_1005][bookmark: _BPDC_PR_INS_1006]●  Status:
❑ IRB(s) has undergone or has initiated OHRP’s Quality Assessment Program
[bookmark: _BPDC_LN_INS_1003][bookmark: _BPDC_PR_INS_1004]●  Date completed:
                ●  In progress; please describe status: 
☐ Other approach, please specify:


	Point(s) of Contact: 
EachThe Institution must identify and establish at least one individual who will serve as a the Institution’s Point of Contact (POC).
Point of Contact (POC): The POC is an individual responsible for communicating on behalf of the Institution with respect to the day-to-day implementation of this the Agreement at the Institution (for example, making determinations on behalf of the Institution regarding requests for Ceded Review or providing local context information to a Reviewing IRB). The POC will be listed on the SMART IRB websiteat www.smartirb.org. Provide the following information regarding the Institution’s POC:
NAME: 
TITLE: 
INSTITUTION: 
ALTERNATE POINT OF CONTACT ADDRESS 
Street: 
Suite/Room/Floor:
City, State/Province/Region, ZipPostal Code:
Country:
Phone: 
Email address:

	Alternate Point of Contact (POC) (optional): 
AnThe Institution may provide an Aalternate POC who can be contacted if the POC is not available or to whom the POC may delegate certain functions. The Aalternate POC will be listed on the SMART IRB websiteat www.smartirb.org. Provide the following information regarding the Institution’s alternate POC (if any):
NAME: 
TITLE: 
INSTITUTION: 
ALTERNATE POINT OF CONTACT ADDRESS 
Street: 
Suite/Room/Floor:
City, State/Province/Region, ZipPostal Code:
Country:
Phone: 
Email address:

	Notices: All written notices and other communications required to be made to the Institution under the Agreement may be made in hard copy or electronic form and shall be delivered to the following address(es). This may be the Institutional Official/Signatory, a POC, legal counsel, or other HRPP personnel. 
For notice: 
NAME: 
TITLE: 
INSTITUTION: 
ADDRESS FOR NOTIFICATION NOTICE
Street: 
Suite/Room/Floor:
City, State/Province/Region, ZipPostal Code: 
Country:
Phone: 
Email address: 

With a copy to: 
NAME: 
TITLE: 
INSTITUTION: 
ADDRESS FOR NOTIFICATION NOTICE
Street: 
Suite/Room/Floor:
City, State/Province/Region, ZipPostal Code: 
Phone: 
Email address:


	I understand and affirm that Participating Institutions are strongly encouraged to use and follow the SMART IRB Standard Operating Procedures (“SMART IRB SOPs”) for Research covered under the Agreement, and that if Institutions do not use the SMART IRB SOPs, they must communicate to each other and the Research Personnel the policies and procedures that will apply to the ceded Research.

	Agreement (required):
Agreed and signed by the authorized Institutional Official/Signatory of the Participating Institution: 

________________________________ 
Name: 
Title: 
Date: ____________________________ 
INSTITUTIONAL OFFICIAL/SIGNATORY ADDRESS 
Street: and 
Suite/Room/Floor: 
City, State/Province/Region, ZipPostal Code:
Country:
Phone: 
Email address:






[image: ]
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Exhibit C
SMART IRB Indemnification Addendum

This SMART IRB Indemnification Addendum (“Indemnification Addendum”) sets forth certain terms providing for indemnification between a Reviewing IRB/Reviewing IRB Institution and a Relying Institution in connection with their activities under the SMART IRB Reliance Agreement (“Agreement”). Any Participating Institution in the Agreement may join this Indemnification Addendum (each an “Indemnification Participating Institution”) by executing a SMART IRB Indemnification Addendum Joinder Agreement available at www.smartirb.org, which will be in substantially the same form as in this Indemnification Addendum (“Indemnification Addendum Joinder Agreement”), as further set forth below. Certain obligations of this Indemnification Addendum apply only to Private Institutions  or only to Public Institutions (as those terms are defined in the Agreement) as identified by the relevant section headings below.
	
A glossary of all acronyms and capitalized terms used in this Indemnification Addendum, even if they are defined within the Indemnification Addendum, is provided at Exhibit A to the Agreement. Acronyms and capitalized terms used but not otherwise defined in this Indemnification Addendum have the same meanings as given to them in the Agreement.

1. Eligibility and Process To Participate in the Indemnification Addendum

Any Participating Institution may participate in this Indemnification Addendum by executing the Indemnification Addendum Joinder Agreement. Executing the Indemnification Addendum Joinder Agreement documents the Indemnification Participating Institution’s agreement to be bound by and subject to the applicable terms of the Indemnification Addendum with respect to the activities described more specifically in Section 2 hereof.  

The Effective Date of the Indemnification Addendum with respect to any Indemnification Participating Institution is the date on which the Indemnification Participating Institution’s Institutional Official/Signatory executes the Indemnification Addendum Joinder Agreement.

2. Scope

This Indemnification Addendum applies with respect to all Covered Activities in which two (or more) Indemnification Participating Institutions are involved as a Reviewing IRB/Reviewing IRB Institution and a Relying Institution under the Agreement, unless a more limited scope (i.e., application only to certain Covered Activities) is otherwise agreed by the relevant Indemnification Participating Institutions involved in the activity.

3. Indemnification, Defense, and Insurance Obligations of Private Institutions (Applicable to Private Institutions Only)

3.1 Indemnification. Each Indemnification Participating Institution that is a Private Institution agrees to hold harmless, indemnify, and defend (“Indemnifying Party”) each other Indemnification Participating Institution with which it participates as either a Reviewing IRB/Reviewing IRB Institution or a Relying Institution in a Covered Activity, and such other Indemnification Participating Institution’s trustees, directors, officers, employees, agents, faculty, students, and IRB members (collectively, “Indemnified Parties”), from and against any and all damages, judgments, liabilities, costs, expenses (including, without limitation, reasonable attorney’s fees and expenses of litigation), or other losses incurred by or imposed upon any of the Indemnified Parties as a result of third-party claims, suits, demands, actions, or causes of action (“Losses”), but only to the extent such Losses are attributable to the Indemnifying Party’s, its IRB’s, or its trustees’, directors’, officers’, employees’, agents’, faculty’s, or students’ (i) negligence, recklessness, or willful misconduct in the performance of the Indemnifying Party’s obligations under the Agreement; (ii) breach of the Indemnifying Party’s obligations under the Agreement; or (iii) failure to comply with applicable law or regulation in the performance of the Indemnifying Party’s obligations under the Agreement.

3.2 Defense. An Indemnifying Party will have the sole right to control the defense and financial settlement of any Losses for which it is providing indemnification hereunder, including the selection of legal counsel, except that the Indemnifying Party must not agree to any non-financial settlement or term of settlement (including but not limited to any acknowledgement of liability or responsibility) of any Losses without the prior consent of the relevant Indemnified Party(ies). The Indemnified Party(ies) will, at the Indemnifying Party’s sole cost and expense, cooperate with the Indemnifying Party as reasonably requested in the defense of the Losses, including but not limited to making relevant representatives and documents available to the Indemnifying Party. Nothing herein prevents an Indemnified Party, prior to the resolution of any Losses, from retaining its own legal counsel for the purpose of assuming control of the Indemnified Party’s defense; however, the Indemnified Party must immediately notify the Indemnifying Party in writing of its assumption of the defense, and its assumption thereof will relieve the Indemnifying Party of any further indemnification and defense obligations on behalf of the Indemnified Party hereunder as of the date of such notice. Notwithstanding anything to the contrary in this Section 3.2, with respect to an Indemnified Party that is a Federal Institution, the Indemnifying Party shall have the right to control the defense and financial settlement of Losses, including the selection of legal counsel, as provided herein, except to the extent that a third party is required by law to defend the Indemnified Party, which requirement may limit or preclude the Indemnifying Party’s obligation to defend, but which shall not affect the Indemnifying Party’s obligations to indemnify and hold harmless hereunder.

3.3 Insurance. A Private Institution will maintain insurance coverage or have self-funded liability coverage sufficient to cover its indemnification and defense obligations under this Indemnification Addendum. Before agreeing to participate in a Covered Activity as either a Reviewing IRB/Reviewing IRB Institution or a Relying Institution, any Indemnification Participating Institution may request from another Indemnification Participating Institution that is a Private Institution a certificate or equivalent documentation of the Private Institution’s relevant coverage or self-funded liability coverage, and may decline to participate in the Covered Activity if the requesting Indemnification Participating Institution does not agree that the insurance coverage or self-funded liability coverage maintained by the Private Institution is adequate. Alternatively, any Indemnification Participating Institutions agreeing to participate in a Covered Activity may agree with respect to themselves to waive the requirement of this Section 3.3 to maintain insurance coverage or self-funded liability coverage with respect to the indemnification and defense obligations under this Indemnification Addendum.


4. Obligations of Public Institutions (Applicable to Public Institutions Only)

Each Indemnification Participating Institution that is a Public Institution other than a Federal Institution agrees to be responsible to and to reimburse (“Responsible Party”) each other Indemnification Participating Institution with which it participates as either a Reviewing IRB/Reviewing IRB Institution or a Relying Institution in a Covered Activity, and such other Indemnification Participating Institution’s trustees, directors, officers, employees, agents, faculty, students, and IRB members (collectively, “Other Parties”), for any and all damages, judgments, liabilities, costs, expenses (including, without limitation, reasonable attorney’s fees and expenses of litigation), or other losses incurred by or imposed upon any of the Other Parties as a result of third-party claims, suits, demands, actions, or causes of action (“Losses”), but (a) only to the extent such Losses are attributable to the Responsible Party’s, its IRB’s, or its trustees’, directors’, officers’, employees’, agents’, faculty’s, or students’  (i) negligence, recklessness, or willful misconduct in the performance of the Responsible Party’s obligations under the Agreement; (ii) breach of the Responsible Party’s obligations under the Agreement; or (iii) failure to comply with applicable law or regulation in the performance of the Responsible Party’s obligations under the Agreement; and (b) only to the extent such responsibility is not limited by applicable law, regulation, or constitution in the jurisdiction in which the Responsible Party serves as a Public Institution.  

5. Notification

An Indemnified Party or Other Party will notify the Indemnifying Party/Responsible Party promptly in writing of any Losses for which it is seeking indemnification/reimbursement pursuant to this Indemnification Addendum. The Indemnifying Party/Responsible Party will not be responsible for any attorney’s fees or expenses of litigation that are incurred by the Indemnified Party(ies)/Other Party(ies) prior to the provision of notice of the Losses hereunder. 

6. No Waiver

An Indemnification Participating Institution does not, by agreeing to this Indemnification Addendum, waive any immunity, defense, or privilege available to it under applicable law, regulation, or constitution. 

7. Effect on Existing Indemnification Arrangements

This Indemnification Addendum represents the entire understanding of the Indemnification Participating Institutions with respect to the subject matter hereof, and supersedes any prior separate agreements, whether written or oral, on such subject matter to the extent that the relevant parties to such agreements both become Indemnification Participating Institutions; provided, however, that the obligations and rights of such parties with respect to requests for indemnification/reimbursement that have been noticed or otherwise made between such parties prior to the date that this Indemnification Addendum is effective as to both such parties will continue to be governed by and subject to the terms of their prior separate written agreement, and the terms of this Indemnification Addendum will apply only with respect to requests for indemnification/reimbursement that are noticed on or after such date.


SMART IRB Indemnification Addendum Joinder Agreement

This SMART IRB Indemnification Addendum Joinder Agreement (“Indemnification Addendum Joinder Agreement”) is made pursuant to the SMART IRB Indemnification Addendum (“Indemnification Addendum”) and establishes that the below-identified, undersigned Institution is a party to and Indemnification Participating Institution in the Indemnification Addendum, with all of the applicable associated rights and obligations thereunder.

By execution of this Indemnification Addendum Joinder Agreement, the undersigned Institution hereby joins in, accepts, and agrees to be bound by all of the applicable terms and conditions of the Indemnification Addendum.

This Indemnification Joinder Agreement covers the below-identified Indemnification Participating Institution only and does not include any entity holding a separate Assurance or any separate legal entity (even if under the same Assurance) within which the Indemnification Participating Institution or any of its IRBs is affiliated or has an IRB reliance relationship. Each affiliate or other entity that has its own separate Assurance or is a separate legal entity (even if under the same Assurance) from the Indemnification Participating Institution will need to execute its own Indemnification Addendum Joinder Agreement in order to participate in the Indemnification Addendum.SAMPLE

	
Acronyms and capitalized terms used but not otherwise defined in this Indemnification Addendum Joinder Agreement shall have the same meanings as given to them in the Indemnification Addendum.

The Effective Date of this Indemnification Addendum Joinder Agreement is the date on which the Indemnification Participating Institution’s Institutional Official/Signatory executes the Indemnification Addendum Joinder Agreement as indicated below.

Institution Legal Name*:
Institution Legal Address*
Street:
Suite/Room/Floor:
City, State/Province/Region, Postal Code, Country: 
*Legal name and legal address must match information provided on Joinder Agreement to the SMART IRB Reliance Agreement.
Agreement (required):
Agreed and signed by the Institutional Official/Signatory of the Institution:
______________________________________
Name:
Title:
Date: _________________________________
INSTITUTIONAL OFFICIAL/SIGNATORY ADDRESS
Street: 
Suite/Room/Floor: 
City, State/Province/Region, Postal Code, Country:
Phone:
Email address:
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