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Background

The Wayne State University (WSU) Human Research Protection Program (HRPP) ensures the safe and ethical conduct of all human participant research conducted at Wayne State University and its affiliated institutions. Reliance agreements can be used to avoid having duplicate IRB reviews at multiple sites, and they are required to meet the NIH Single IRB Policy for Multi-Site Research and the Single IRB Requirement in the Common Rule (See Definitions: Single IRB). 
This document sets forth WSU policy for:

· WSU IRB and the External IRB responsibilities within the Reliance Agreements,

· WSU IRB reliance upon an External IRB,
· WSU IRB serving as the Reviewing IRB,
· WSU IRB process for the reviewing and oversight of collaborative research.
When engaged in multi-site research, research involving external collaborators, or research that is otherwise under the jurisdiction of more than one IRB, WSU acknowledges that each organization is responsible for safeguarding the rights and welfare of human subjects and for complying with applicable federal regulations.  Wayne State University may choose to:

· review the research in its entirety, 
· review only those components of the research in which Wayne State University is engaged,
· rely on the review of another qualified institutional or commercial IRB, 
· or make other arrangements for avoiding duplication of effort.  
When WSU is the prime awardee on a U.S. Department of Health & Human Services grant, it will ensure that at least one IRB reviews the research in its entirety.

Scope

This IRB Policy and Standard Operating Procedure applies to all research conducted at WSU or any of its affiliate institutions. For WSU IRB Affiliate John D. Dingell Veterans Administration Medical Center (VAMC), policies regarding external IRBs can be found under the VHA Directive 1200.05, Section 5.f.(8).  NOTE: This directive can be found at: https://www.va.gov/vhapublications/publications.cfm?pub=1
1. Definitions

Engaged in Research – An institution becomes "engaged" in human subjects research when its employees or agents: (1) intervene or interact with living individuals for research purposes; or (2) obtain individually identifiable private information (that may be used) for research purposes [45 CFR 46.102(d),(f)].

See Collaborative Research policy 6-3 for examples.

External IRB (or Outside IRB): The reviewing IRB for a WSU or WSU affiliate site that is not WSU IRB, but rather another institutional IRB or a commercial IRB. A Reliance Agreement must be in place between the External IRB and WSU IRB in order for this to occur. A local administrative review must be conducted (see WSU IRB Administrative Review in Section 4.2). 

IRB Exchange (IREx): A freely available, web-based portal that supports single IRB (sIRB) review documentation and communication for multi-center clinical trials. WSU is registered as a member institution on IREx.  When appropriate (e.g., when requested by the reviewing IRB), IREx may be utilized used to document and facilitate IRB reliance for multi-center studies. For more information and resources, visit:   https://www.irbexchange.org/p/
Local Context: A Relying Institution is required to identify, interpret and communicate 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 and restrictions on use and disclosure of PHI, and federal laws and regulations other than human subjects protection regulations that are relevant to a research study for which review is being ceded under a reliance agreement. Reviewing IRBs generally have a “local context form” or survey to capture this information. 
Reliance Agreement (or IRB Authorization Agreement or IAA): A formal, written document indicating a collaborative arrangement between institutions that allows one or more institutions to cede human subjects research review to another IRB. A reliance agreement describes the responsibilities of the relying institution and researcher as well as the responsibilities of the reviewing IRB and its institution. Reliance agreements can be used to avoid having duplicate IRB reviews at multiple sites, and they are also needed for meeting the NIH Single IRB policy for multi-center studies. Reliance agreements may be for a specific study, or for specific classes or categories of research.

Relying IRB: The IRB that is ceding authority to a reviewing IRB, after conducting appropriate administrative and local context review. 

Reviewing IRB (aka IRB of Record, single IRB, Central IRB): The IRB that accepts responsibility for IRB review of other sites that cede authority to it, taking the relying sites’ local context into consideration.    

Single IRB Requirement in the Common Rule: Based on updates to the Common Rule, use of a Single IRB for oversight of most federally-funded cooperative research projects located in the U.S. was required starting January 20, 2020. The list of funding agencies this rule is applicable to can be found here: https://www.hhs.gov/ohrp/regulations-and-policy/regulations/common-rule/index.html
Single IRB (sIRB) Policy for Multi-Site Research (NIH):  For applications with due dates on or after January 25, 2018, and contract solicitations published on or after January 25, 2018, NIH expects that all sites participating in multi-site studies, which involve non-exempt human subjects research funded by the NIH, will use a single Institutional Review Board (sIRB) to conduct the ethical review required for the protection of human subjects. This policy applies to the domestic sites of NIH-funded multi-site studies where each site will conduct the same protocol involving non-exempt human subjects research. It does not apply to career development, research training or fellowship awards. Applicants are expected to include a plan for the use of a sIRB in the grant applications and contract proposals they submit to the NIH (for due dates on or after January 25, 2018). Guidance regarding sIRB plans can be found on the FAQs of https://research.wayne.edu/irb/reliance-agreements. The NIH policy can be found here: https://grants.nih.gov/policy/humansubjects/single-irb-policy-multi-site-research.htm
SMART IRB Agreement: A national master agreement that allows institutions to avoid having to negotiate individual agreements per study or group of studies. When this agreement is being used for a study, approval by the Office of General Counsel is not required because the agreement is already in place. A SMART IRB Acknowledgement letter is signed by representatives of both institutions to document use of this agreement, or the online reliance system option may be used. The list of participating sites as well as an extensive collection of resources about reliance agreements are located at: https://smartirb.org/
WSU Administrative Pre-review (WSU is Reviewing/Single IRB): Prior to WSU IRB expedited or full board review, an Administrative Pre-review will be conducted to facilitate execution of reliance agreements as needed and to confirm that all of the additional required forms are included for the sites. After expedited or full board protocol approval, sites may also be added via expedited amendment to WSU. 

WSU IRB Administrative Review (WSU is Relying IRB):  The WSU IRB will conduct an Administrative Review of studies requesting use of an External IRB. Administrative Review will be conducted by an assigned designated reviewer. The main focus of the review will be local context considerations, such as the targeted population and related cultural issues, Michigan and local laws, WSU regulations and policies, as well as key personnel and local investigator credentials. 
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2. IRB Reliance Agreements
OHRP and FDA permit the option of an IRB relying upon another IRB for research oversight. When relying on another IRB or when serving as the Reviewing IRB for an outside organization, a formal relationship must be established between Wayne State University and the outside organization through an IRB Reliance Agreement or IRB Authorization Agreement (IAA). 
A Reliance Agreement describes the responsibilities of the Reviewing IRB and the Relying IRB. The Reliance Agreement may be established for a specific study, or for specific classes or categories of research. 
The Reliance Agreement describes the communication between parties which includes notifications of the outcome of regulatory review, management of federally-mandated reports: unanticipated problems, serious or continuing noncompliance, suspensions or terminations of IRB approval, and IRB certification requirements that apply (e.g., for NIH Genomic Data Sharing), including who is responsible for meeting such certification requirements. The agreement or written procedures should also specify points of contact and contact information for the sIRB and relying institution(s).

The Reliance Agreement must be executed prior to any research activity at the relying study site.

The institution that is awarded the funding for the research (if applicable) is responsible for maintaining all Reliance Agreements and for ensuring that adequate and appropriate communication channels between the sIRB and participating sites are in place. Participating sites are responsible for maintaining copies of the site Reliance Agreement in accordance with the terms of their FWA.

3. External IRB Reliance Agreements (WSU Relying on an External IRB)
3.1 Master Agreements (Not Study Specific)
Master agreements allow signatory institutions to cede IRB review to another signatory institution. Signatory institutions are those that have signed onto the agreement. These agreements are not study-specific. Administrative review by the WSU IRB is required to document the use of the agreement for each study. WSU is engaged in the following master agreements:
· SMART IRB - Wayne State University has signed the SMART IRB authorization agreement, as well as the SMART IRB joinder agreement (to use the online platform) along with numerous other institutions and commercial IRBs.  When the organizations participating in the research are signatories to the joinder agreement, IRB reliance may be requested and documented using either a SMART IRB Acknowledgement or the SMART IRB online reliance platform. 

· WCG IRB, formerly known as Western IRB (WIRB), for industry-sponsored clinical trials in cases when the sponsor has requested the study be submitted to WCG IRB for IRB review. 

· National Cancer Institute (NCI) Adult and Pediatric Central IRBs (CIRBs) for NCI research involving adult subjects and children, respectively.

· WSU IRB is also engaged in various other master reliance agreements for research consortia, etc. Please contact relyirb@wayne.edu for more information.

3.2 Study-Specific Reliance Agreements (WSU Relying on External IRB)
On a study-specific, case by case basis, Wayne State University may also choose to enter into an agreement to rely on other commercial or institutional External IRBs, most commonly when required as a condition of a grant or contract.  Investigators should submit reliance requests as early in the grant/contract process as possible by emailing relyirb@wayne.edu. Instructions for submitting a reliance request can be found here: https://research.wayne.edu/irb/reliance-agreements. 

The following factors, and others as appropriate, are evaluated when considering a request to rely upon an External IRB:

1. The AAHRPP accreditation status of the proposed IRB;

2. The compliance history of the IRB (e.g., outcomes of prior audits or inspections, corrective actions);

3. Prior experience with the IRB;

4. The federal IRB registration and organizational FWA, as applicable;

5. The expertise and experience of the proposed IRB (e.g., with reviewing the type of research, research procedures, and subject population(s));

6. The research activities that will be conducted at or by Wayne State University;

7. The risks and complexities of the proposed research;

8. The proposed reliance terms and procedures including the procedures for collaborative management of matters such as conflicts of interest, noncompliance, unanticipated problems, and federal reports; 

9. The plan for review and allowance of the incorporation of site-specific consent language; and

10. The plan for incorporation of other relevant local requirements or context information in the review process.

When reliance on a non-AAHRPP-accredited IRB is proposed, the evaluation may also take into consideration one or more of the following based upon the risks of the research, the research activities that Wayne State University will be involved in, and Wayne State University’s familiarity with the IRB:

1. When the research is minimal risk (or the activities that Wayne State University is involved with are minimal risk), a statement of assurance from the proposed IRB that its review will be consistent with applicable ethical and regulatory standards, and that it will report any regulatory investigations, citations, or actions taken regarding the reviewing IRB, and, when applicable, the organization’s FWA;

2. An attestation about, or summary of, any quality assessment of the reviewing IRB such as evaluation by an external consultant or internal evaluation of compliance using the FDA’s self-evaluation checklist or AAHRPP’s self-evaluation instrument;

3. The willingness of the External IRB to accommodate requests for relevant minutes and other records of the proposed study and/or to copy Wayne State University’s HRPP office on correspondence such as determination letters and notices of suspensions or terminations of IRB approval;

4. The willingness of the External IRB to accommodate a request for someone from the relying organization to serve as a consultant to the IRB or to observe the review of the proposed study; and/or

5. An assessment of the External IRB’s policies and procedures.

4.  WSU IRB Relying on an External IRB 

4.1 Submission Process
Investigators must submit an External IRB reliance request to the WSU IRB by completing the WSU-External IRB Request Cover Sheet and Review Authorization Form (hereafter referred to as External IRB Request Form). The submission must include associated documents for local context review. The IRB will conduct an administrative review of the External IRB request. Instructions for submitting a reliance request can be found here:   https://research.wayne.edu/irb/reliance-agreements. 

4.2 WSU IRB Administrative Review Process

· Administrative Review materials should be submitted to the WSU IRB’s electronic platform.  
· The submission materials, together with all appropriate documents relating to the request, will be reviewed by an assigned designee and/or appropriate WSU IRB administration staff.  The main focus of the review will be local context considerations such as the targeted population and related cultural issues, Michigan and local laws, WSU regulations and policies, as well as key personnel and local investigator credentials.
· Administrative review consists of verifying completion of appropriate Collaborative Institutional Training Initiative (CITI) training, conflict of interest (COI) review, HIPAA review (refer to HIPAA Policy) and ensuring that any other applicable approvals or requirements have been completed, as well as determining the need for relaying local context information to the reviewing IRB in accordance with the reliance agreement. The review includes ensuring that all ancillary reviews (Radiation Safety Committee, Institutional Biosafety Committee, etc.) have been completed. All ancillary review documentation is required at the time of External IRB Request Form submission, other than Detroit Medical Center (DMC) review, which can be obtained concurrently. 
· Should the reviewer consider reliance on an External IRB inappropriate for the study (e.g., for reasons of risk), the PI will be advised and may submit the study to the WSU IRB for review instead, if allowable per NIH policy and/or Common Rule regulations. 
· Full board review by the WSU IRB will always be required if Investigators wish to enroll prisoners on any of these trials. Please see Vulnerable Participants: Prisoners Policy 8-4 for more information.

4.3 Communication Requirements

4.3.1 WSU IRB Notification to PI 

The WSU IRB will notify the investigators once the proposed research has been cleared for submission to the External IRB by providing an email confirmation and signed authorization. 
Once the WSU IRB has approved the request to rely upon an External IRB by completing the administrative review for a study and executing a Reliance Agreement if appropriate, WSU will recognize the External IRB as the IRB of Record/Reviewing IRB for the research study conducted at WSU and its affiliated institutions. The External IRB serving as the Reviewing IRB for WSU research has the same authority as the WSU IRB. All determinations and requirements of the External IRBs are equally binding.  
4.3.2 PI Communication Responsibility 
The PI is responsible for sharing the WSU email confirmation and authorization with the External IRB to indicate that WSU IRB has authorized the instance of reliance when applying to the External IRB for approval. 
Once approved by the External IRB, investigators must submit a copy of their approval notice and any approved consent document(s) to the HRPP/IRB office through the usual channels for reliance requests.  If the protocol was modified during the external IRB review process, the approved version of the protocol should be provided as well.

Investigators must be familiar with and comply with the External IRB’s policies and procedures and any additional requirements or procedures outlined in the IRB reliance agreement or companion materials (e.g., reliance SOPs).  WSU will support compliance with the terms of Reliance Agreements by providing investigators with information relevant to their responsibilities, such as a copy or summary of the Reliance Agreement, an information sheet, or reliance SOPs.

4.4 Post-Approval Requirements 
Following the WSU IRB authorization to rely on the External IRB, and the Reviewing IRB’s approval of the study site, post-approval follow-up reporting to the WSU IRB is required as follows: 
4.4.1 Modifications

Changes in PI and other key personnel changes must be submitted to the WSU IRB office via  the submission instructions found on the Reliance Agreements tab of the website (https://research.wayne.edu/irb/reliance-agreements) prior to the new PI or research team member assuming any study responsibilities. The WSU IRB office must verify CITI training, COI review, and any other applicable requirements. HIPAA changes and other local context modifications need to be submitted to the WSU IRB for administrative review using this form as well. 

4.4.2 Event Reporting

Investigators approved through External IRB review must still report local unanticipated problems, complaints, and any noncompliance to the Wayne State University HRPP/IRB office via the Unanticipated Problem & Event Reporting Form found on the Reliance Agreements tab of the website (https://research.wayne.edu/irb/reliance-agreements). This is in addition to reporting to the Reviewing IRB per their reporting policies.  Notices about and reports from external monitors, auditors, or inspectors must be provided to the WSU IRB Office. Copies of the report submitted to the Reviewing IRB are generally acceptable, but additional information may be requested on an as-needed basis. 
In the case of post-approval monitoring or an audit by the WSU IRB, the Reviewing IRB, or a third-party hired to conduct an audit, the study binder documents should be readily available.  
Any of the following issues must be promptly reported to the WSU IRB office by phone or email:

· Any negative actions by a government oversight office, including, but not limited to, OHRP Determination Letters, FDA Warning Letters, FDA 483 Inspection Reports with official action indicated (classification as “OAI” is typically made after the FDA has the opportunity to review any responses to a 483), FDA Restrictions Placed on IRBs or Investigators, and corresponding compliance actions taken under non-US authorities related to human research protections; 

· Any litigation, arbitration, or settlements initiated related to human research protections; and/or

· Any press coverage (including but not limited to radio, TV, newspaper, online publications) of a negative nature regarding Wayne State University’s HRPP.

Investigators are reminded that other Wayne State University reporting requirements, such as those related to compliance, privacy, and risk management, remain applicable in addition to HRPP reporting requirements.

5. WSU IRB serving as the Reviewing IRB/sIRB (Other Site(s) Relying on WSU IRB): 
Requests for Wayne State University to be the Reviewing IRB or sIRB should be submitted as early in the process as possible by emailing relyirb@wayne.edu and submitting an IRB application via the electronic submission platform. For single IRB NIH-funded research, the sIRB can be the IRB at the lead site, one of the participating sites, or an independent, fee-based IRB. 
For non-exempt federally funded Common Rule agency multi-site research, in most cases, a single IRB (sIRB) is required due to NIH Policy and/or Federal Regulations. When the WSU IRB is named in the proposal (i.e. in the single IRB Plan) as the Reviewing IRB, the WSU IRB must have agreed to take on this responsibility in advance. 
There are several items that factor into the determination of whether WSU IRB is willing and able to serve as the reviewing or single IRB for a given project. WSU IRB staff will consult with others within the organization as needed and make a recommendation to the Institutional Official for consideration. WSU IRB serves as the Reviewing IRB for an external organization only if WSU is also engaged in the research and/or or has a master agreement in place with the external organization (See Definitions: Engagement). Generally, WSU is willing to be the Reviewing IRB if:

· WSU is the main grantee for a multi-site project requiring use of a single IRB (e.g., NIH or other Common Rule Agency funding); 

· The overall study PI is a WSU (or local affiliate) investigator; 

· WSU is also engaged in the research; 

· The project is not deemed “exempt” (if it is, each site does its own review); 

· The number of study sites is manageable (if a large number of sites, a commercial IRB would likely be recommended); 

· All of the participating sites are willing to rely on WSU (Note: Exception – WSU is willing to be the Reviewing IRB for domestic sites when there are international sites involved that would do their own review). 

5.1 Reliance on WSU using SMART IRB

When Wayne State University IRB will be the Reviewing IRB, the SMART IRB agreement is the preferred mechanism for site reliance. In collaboration with the other participating organizations, Wayne State University will determine on a study-by-study basis whether the SMART IRB SOPs or alternative procedures will be used to implement the reliance. 
5.2 Reliance on WSU not using SMART IRB

When the SMART IRB or another existing master agreement is not being utilized, the administrative review conducted by a designated reviewer, the WSU Office of General Counsel, and the Institutional Official will ensure that the agreement is appropriate and aligned with the Reviewing and Relying IRBs’ responsibilities (e.g. compliance, education, reporting). 

Factors that are evaluated when considering a request for the WSU IRB to serve as the Reviewing IRB for a particular study or studies include, but are not limited to:

1. The terms of the external organization’s FWA;

2. Prior experience with the organization and investigators;

3. The AAHRPP accreditation status of the external organization’s HRPP;

4. The compliance history of the organization and investigators (e.g., outcomes of prior audits or inspections, corrective actions);

5. The research activities conducted by or at the external organization;

6. The willingness of the external organization to accept Wayne State University’s reliance terms and procedures; 

7. The ability of the organizations to collaboratively provide meaningful oversight of the proposed research, taking into account factors such as: 

a. The risks and procedures of the research; 

b. The resources available at each organization and ability to accommodate or collaborate with each other in observing the consent process, performing compliance reviews, investigations of potential noncompliance, and similar matters;

c. The expertise and experience of the Wayne State University IRB with the proposed research, subject population, and applicable regulations;

d. The familiarity of the Wayne State University IRB with the relevant local context considerations of the external organization; and/or

e. The willingness or ability of the external organization to provide information and respond to questions regarding investigator qualifications, conflicts of interest, organizational requirements, local context, and other matters that may inform the IRB review.

When the WSU IRB serves as the Reviewing IRB for another organization, the requirements and procedures outlined throughout this policy apply unless an alternative procedure has been agreed to in the Reliance Agreement or outlined in a companion document.  

For example, alternative procedures may be used for any of the following:

1. Management and documentation of scientific review, other ancillary reviews, and institutional permissions for research;

2. Training requirements and verification of qualifications and credentials for external investigators and staff;

3. For-cause and not-for-cause compliance reviews;

4. The disclosure and management of conflicts of interest.  In all cases, any conflicts of interest (COIs) and COI management plans (CMPs) identified and developed by the relying organization will be communicated to the reviewing IRB.  The Reviewing IRB will determine the acceptability of the plan in accordance with their policies and procedures.

5. Review and management of matters such as site-specific consent language, HIPAA (e.g., authorizations, waivers, alterations), noncompliance, unanticipated problems, and federal reports;

6. Procedures for and type of IRB review (e.g., expedited, convened) of additional sites after the research protocol is IRB-approved;

7. Procedures for submission and review of interim reports and continuing review materials; and/or

8. The communication of IRB determinations and other information to external investigators and organizations.

5.3 WSU Submission and Review Process

Guidance documents and templates for setting up a multi-site project with WSU as the reviewing IRB may be found on the IRB Forms and Submission Requirements page of the WSU IRB website: https://research.wayne.edu/irb/forms-requirements-categories under “Single IRB Submission-WSU as IRB of Record (Reviewing IRB)”. WSU IRB approval of the study protocol and the WSU local consent documents should be obtained first. WSU IRB Expedited Amendment approval should be obtained to activate the individual relying sites after their local administrative authorizations to rely on WSU IRB become available. 

5.3.1 Requesting WSU to be the Reviewing IRB:

The following two forms, which may be found on the IRB Forms and Submission Requirements page of the WSU IRB website: https://research.wayne.edu/irb/forms-requirements-categories should be emailed to :relyirb@wayne.edu prior to submitting the grant proposal to the funding agency:

· Engagement Determination Checklist (pdf)

· WSU Preliminary Intake Form (WSU as Reviewing IRB) (pdf)

An administrative assessment will be made based on the information provided in these two forms about whether Single IRB is required for the study, and if WSU IRB is willing and able to be the Reviewing IRB. If WSU IRB agrees to be the Reviewing IRB for an NIH study, that information should be included in the NIH SIRB Plan for NIH proposals (see Single IRB (sIRB) Policy for Multi-Site Research (NIH) in Definitions.)

After review of the two forms listed above, you will receive a confirmation that the WSU IRB is willing to be the Reviewing IRB, or an explanation of alternative processes. Please save these two forms and the confirmation for your records. You will need them in the next step of the process.

5.3.2 WSU IRB Administrative Pre-Review of Studies for Reliance on WSU IRB and Submission Requirements:

An administrative pre-review process will take place prior to expedited or full board IRB review of the initial protocol submission when WSU is the Reviewing IRB for a multi-site study. 

The application should be prepared in eProtocol and should remain “In preparation” for this step. Do not click “submit” until you receive notification of pre-review completion. The application should include the following:

Completed eProtocol Application Form (see IRB Forms and Submission Requirements web page)

For the eProtocol Application, include the following in your attachments:

· Engagement Checklist and WSU Preliminary Intake Form that were submitted (see Section 5.3.1);

· Confirmation from relyirb@wayne.edu that WSU agreed to be the Reviewing IRB;

· Informed consent form(s) for use at WSU site (master consent template);

· Coordinating Center Application/Single IRB Form

· Research Protocol

o Submission of the protocol is required. If the protocol will not be implemented in the same way at each relying site, the protocol should clearly state what study activities the various relying sites are performing.

After completion of the above steps, please notify relyirb@wayne.edu to initiate the pre-review. In your email, include the eProtocol WSU IRB number.

5.3.3 Submission to WSU IRB via eProtocol:
After pre-review is complete and any necessary changes have been implemented, the study application may be submitted in eProtocol for expedited or full board WSU IRB review.

· Select “check for completeness” to confirm all application requirements are complete.

· Submit eProtocol application for Department Chair/Dean/Authorized signatory sign off.

· Following the Department Chair/Dean/Authorized signatory signoff, submit the eProtocol application to WSU IRB for review.

After you have received your initial WSU IRB approval of the study, you may work with the relying sites to get the relying site-specific documents in place.


5.3.4 WSU IRB Expedited Amendment Process to Add Site-specific Forms

WSU IRB approval of the overall study protocol and the local/master consent documents should be obtained first (See Sections 5.3.2 & 5.3.3), and site-specific documents are added by expedited amendment.

After initial WSU IRB approval, in order to add the site-specific consent and advertising documents for use at each site, the following will need to be submitted as an expedited amendment (or individual amendments, depending on timing of site readiness) to the WSU IRB:

· Relying Institution (Non-WSU) Local Context Information Sheet - Local Context Form with each site’s administrative reliance authorization for all participating sites that are not affiliated with WSU;

· Reliance Agreement or acknowledgement of existing agreement being used for each site;

· All site-specific advertising materials, data collection tools to be used at each site;

· Coordinating Center Application/Single IRB Form

· Site-specific Local Context consent addendum:

· This version will be an addendum to the WSU IRB-approved consent form.

· The relying institution may perform their own Local Context review and include site-specific language (e.g., the availability of treatment and compensation for research-related injury, payment/reimbursement of costs incurred by subjects for participation, confidentiality, and Relying Site Investigator contact information).

Please email relyirb@wayne.edu to notify that the site addition amendment has been submitted. Be sure to include your WSU IRB#, PI name, and study title in your email.
PLEASE NOTE: Each relying site may begin research only after they have provided local documentation of their institution’s authorization to rely on WSU IRB, a reliance agreement is in place, and the site documents have been officially approved by WSU IRB.

5.4 Communication Requirements

5.4.1 WSU IRB Notification to PI 

WSU IRB approval documents will be issued to the WSU PI per the usual IRB notification process. See Policy 4-12: Notification of the IRB Decisions to Principal Investigator and PI Response.
5.4.2 PI Communication Responsibility
The WSU PI is responsible for ensuring that the relying site(s) PI(s) have received the most current versions of all the protocol documents and IRB approval memos. 
5.5 Post-Approval Requirements

5.5.1 Modifications and Continuations
As the reviewing IRB, WSU IRB is responsible for the continuing oversight and review of amendments and continuations for each of the relying sites that have ceded review for a multi-site project. It is the WSU PI’s responsibility to submit all modifications and continuing reviews to the WSU IRB per the following policies:

· 4-6 Amendments to Research Protocols and Consent Forms

· 4-7 Continuation/Renewal of a Protocol

Each relying site maintains responsibility for approving key personnel changes and authorizing any changes related to local context (e.g., local context consent language, HIPAA changes). The relying site’s documentation should be submitted to WSU IRB as an expedited amendment. Continuation submissions must include an update for progress at each relying site as part of the overall progress update for the study. 

5.5.2 Event Reporting

As the reviewing IRB, WSU IRB is responsible for the review of all unanticipated problems for each of the relying sites that have ceded review for a multi-site project. It is the WSU PI’s responsibility to submit all unanticipated problems to the WSU IRB per the following policy:

· 13-1 Unanticipated Problems and Event Reporting

6.0 Collaborative Multi-Site Research for which Single IRB is NOT required

For multi-site studies not falling under the criteria of the NIH Single IRB policy or the single IRB Common Rule requirement (effective January 20, 2020), such as industry-sponsored, foundation-sponsored, or unsponsored studies, single IRB review is not required by the regulations. It is still possible in such cases to have each site conducting its own individual IRB review with a Coordinating Center managing the dissemination of information across sites (See 6-3 Collaborative Research Policy for options). 
Investigators engaged in collaborative research in which none of the research activity is occurring at WSU should refer to the 6-3 Collaborative Research Policy for more information regarding the Administrative Application Form.
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