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HOW AND WHEN DO | COMPLETE REGISTRATION FOR A STUDY?

Each HRPP has their own process for providing reliance documentation to the Single IRB (sIRB). Often, this process does not
begin until the HRPP receives a local submission from the local study team. After receiving an email about IREx study access,
follow the steps below when you are ready:
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IREx Tip: Remember, you are relying on the sIRB; they are not engaged in the study. The sIRB should NOT be listed here.

Indicate your site is not engaged— To indicate your institution and faculty/staff are not engaged for the study, answer
No to each question, and provide a reason in the box provided.



https://www.irbexchange.org/p/wp-content/uploads/2020/03/IREx_ComboSite_Overview.pdf
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WHEN DOES MY INVESTIGATOR GET ACCESS TO THE STUDY IN IREx?

Your Pl will be given study access to IREx once the sIRB or Lead Study Team notifies your site that the study is in IREx. They
will then be able to log into IREx to retrieve the approved overall study documents for their local site submission.

HOW AND WHEN DO | PROVIDE STUDY-SPECIFIC DOCUMENTATION?
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After registering, your next steps are listed in the IREx checklist on the left of the study page:

O Complete Agreements: Click to view the required agreements.

O Confirm the Institutional Profile (IP): The IP captures general information about your
institution, over-arching state laws or institutional policies affecting research, and the reliance
process at your site. If you have completed the IP, you can edit or confirm it.

O Indicate Reliance: Before indicating reliance, agreements must be complete and your
institution and the sIRB must agree on how to implement the flexible elements of the reliance
agreement (e.g., handling HIPAA, auditing, and external reporting). Indicate reliance by
accepting the sIRB’s Study-specific Reliance Plan (SSRP).

O Complete HRP Survey (if indicated): The HRP Survey asks about requirements of any
applicable state or local laws, regulations, institutional policies, standards, or other local
factors, including local site ancillary reviews, relevant to the specific study or trial that would
affect the research at your institution. Questions and answers from your IP related to sIRB-
identified study elements are pulled into the HRP Survey, in the Study Elements section. The
pre-populated answers are editable, should answers differ per the study in question. Any edits
made will not change the IP. Remember, the Relying Institution is responsible for reviewing and
communicating to the sIRB any local or other considerations relevant to the study, even if they

are not indicated in the HRP Survey. For more information on how IREx pulls study element information into Relying
Sites” HRP Surveys, please view the Automating Local Considerations Overview.
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’ your site been completed for each individual,
team Sh0u|d Submit them to the HRPP for |Oca| including human subjects protections training, GCP
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Survey.

O Add/ Edit Study Team Access (optional): You can edit and give access to additional study team members who will need
to access approval documents for your site.


https://www.irbexchange.org/p/wp-content/uploads/2025/08/IREx_AutoLCOverview.pdf

CAN | VIEW AND MAKE CHANGES TO THE INFORMATION
DOCUMENTED IN IREX?

Yes, the IREx checklist includes pencil icons next to information that can
be edited (e.g., the HRP Survey). After receiving sIRB approval, you will not
be able to make changes. Use the Site-specific Info menu to view study
documentation.

After all steps are completed (including the Pl Survey), your site will be submitted to the Reviewing IRB for review. HRPPs
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and study teams will receive an email notification from IREx when your site’s approval is available in IREx.
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