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Sample Single IRB Plan 

(UCLA as Single IRB via SMART IRB) 


Overview of the sIRB Plan

This application is a multi-site study involving non-exempt human subjects research. Therefore, all domestic sites confirm compliance with the NIH Policy on the Use of a Single Institutional Review Board of Record for Multi-Site Research consistent with 45 CFR Part 46.114.

IRB of Record

All identified domestic participating sites have agreed to rely on the review of the IRB at the primary site, UCLA.  Any domestic sites added after award will be required to rely on the same IRB.  

As required by 45 CFR 46 Part E, all UCLA IRBs are registered with the federal Office for Human Research Protections.  The IRB that will review this study has appropriate membership, including the professional competence necessary to review the proposed research. 

Authorization/Reliance Agreement

The domestic participating sites are all signatories to the SMART IRB agreement (NIH’s National Center for Advancing Translational Sciences (NCATS) Streamlined, Multi-site, Accelerated Resource for Trials (SMART) IRB Reliance Platform). This means that an agreement is already in place and related documentation (including joinder agreements and general standard operating procedures) is centrally available to all sites.  All sites also have access to the SMART IRB platform to properly document their acceptance of the arrangement for this particular proposal and track the status of the reliance.  The UCLA IRB office will download and maintain a local copy of such documentation. 

Any sites added after award will be expected to sign on to SMART IRB if they have not already done so.  If such sites are ineligible to sign on to SMART IRB, an appropriate agreement will be negotiated. 

Communication Plan

The UCLA Principal Investigator will designate a central point of contact on the UCLA study team [modify this if you will instead designate one of the sites as a coordinating site or a contractor will provide coordination services] to:

· Coordinate communications with relying sites

· Request and receive information and documentation from relying sites

· Develop template materials for review by the UCLA IRB and for limited modification by relying sites

· Submit materials from all sites to the UCLA IRB and coordinate responses to any IRB queries

· Provide documentation to relying sites

Relying sites will follow local procedures to coordinate, collect and verify information such as:

· Local context

· Site variations in areas such as recruiting, informed consent, HIPAA, populations

· Conflict of Interest disclosure and management

· Completion of ancillary reviews

· Training and qualifications of study team

· Continuing Review or Closure information

· Reportable Events

Relying sites will provide necessary information or assurances to the UCLA study team for submission to the UCLA IRB.  The UCLA IRB office will communicate directly with the UCLA study team as the proxy for all relying sites.

UCLA has dedicated reliance points of contact within its IRB office.  Sections of UCLA’s web-based IRB system are designed for submissions, reviews and documentation related to relying sites.  When appropriate, the UCLA IRB office will communicate directly with relying site Human Research Protection Program offices.

Relying sites will follow their local procedures for dissemination of information and documentation (e.g., if the local IRB office or ancillary services require copies of the UCLA IRB approval). 

[Optional]Intersection of Single IRB Communication Plan with Study Communication Plan

Include a brief description if, for example, the study communication plan includes monthly conference calls and an agenda item will be reserved for discussion or update regarding the single IRB arrangement.
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