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OVERVIEW

Section 6.6 of the SMART Reliance Agreement requires that relying institutions identify local considerations and
communicate them to the Reviewing IRB for each study using a single IRB. While this local input is crucial for the Reviewing
IRB to consider, the documentation process for Relying Institutions and the review process for Reviewing IRBs are onerous.

To streamline the process, the IREx platform matches Reviewing IRB-informed study elements with information from the
Institutional Profile (IP) to populate a study-specific worksheet for Relying HRPP to review and submit. This automated
process minimizes reporting of duplicative or contradictory information from Relying HRPPs and simplifies the review for
Reviewing IRB.

HOW DOES IREx AUTOMATE LOCAL CONSIDERATIONS?
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(1) When creating a study in IREx, the Reviewing IRB will be prompted to
select study elements that apply to the study during the setup process.
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(2) IREx will pull relevant information about the selected KEY ELEMENT'S RELEVANT TO LOCAL REVIEW

Age of majority in your state? 18

study elements from the Relying Institution’s IP into
their HRP Survey.

(3) After a Relying HRPP registers for a study and opens
their HRP Survey, they will see pre-populated
information from their IP about the study elements
and can confirm or edit the information, as needed.
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Note: Any edits made in the HRP Survey do NOT change the
IP. To change answers in their IP, HRPPs should click Profile T eI e (N
from the homepage, and Edit Institutional Profile.
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CAN THE STUDY ELEMENTS BE MODIFIED TO ACCOMMODATE CHANGES IN THE STUDY?

Yes! The Reviewing IRB may modify the Study Elements any time by choosing Edit
Study Elements from the Edit Study Info button. —
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Study Elements may be re-confirmed or edited when a Study-Wide Amendment is created — the Confirm Study Elements
step will reappear on the Reviewing IRB’s Checklist. The elements initially chosen will carry over and will already be
checked. The step will also appear on the Study Manager’s Checklist for the first time, allowing them to make edits. The
person uploading the approval can check new elements that apply and/or uncheck elements that no longer apply to the
study. The Confirm Study Elements step must be confirmed even if no changes are made before the Study-wide
Amendment can be uploaded.

Note: Changes to the Study Elements will also update the relevant questions on the HRP Survey. This will not change a
Relying Site’s already confirmed HRP Survey, but if requested by the Reviewing IRB, Relying HRPPs editing an already
confirmed HRP Survey will display the updated questions.

DOES THE REVIEWING IRB HAVE TO INDICATE STUDY ELEMENTS?

Yes. To continue to standardize local considerations documentation processes across institutions using IREx, sIRBs must
choose at least one Study Element when capturing local considerations in IREx.
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