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QuickGuide: Request for Changes During Screening

Before a study is assigned to the REB of Record, system administrators pre-screen the initial study-wide application to
ensure the correct ICF template has been used, the correct Institutional Representatives from the Lead Applicant or PI’s
site are listed in the form, and that signatures have been obtained from the correct individuals.

For projects using the clinical trial forms, the initial study-wide application is called the Clinical Trial Initial Application
(CTIA) while for projects using the observational forms, the initial study-wide application is called the Observational
Study Initial Application (OSIA). Additionally, all Participating Site Initial Applications (PSIAs) are pre-screened to
ensure correct signatures have been obtained and the current REB-approved study-wide ICF template was used to
create the site-specific ICFs. Once administrators have deemed the application is complete, it is released to the REB of
Record.

If administrators determine that changes are required to the CTIA/OSIA during pre-screening, the study team will
receive an email notification, and a letter is issued detailing the required changes. The letter is not attached to email
notification sent by the system. Instead, it must be downloaded from the History tab of the application in the system
(see screenshot below).
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& Observational Study Initial Application - Example study - 80210 - Hospital A Research Institute

Participating Site Initial Application (Obs) - Example study - Hospital A - Doe

Participating Site Initial Application (Obs) - Example study - Hospital B - Mouse

Study-Wide Amendment (Obs) - - Protocol v2.0
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214 PM Review User Notification received: ACTION REQUIRED: Revisions have been requested to the Participating Site Initial
Application (see letter).

To re-submit your application after pre-screening:

1. Review the letter you received outlining the changes requested to the application and/or consent form.

2. Ensure the answer to question 1.0 is “Yes” to indicate you are re-submitting the form (unless the letter instructs you
otherwise). Changing the response in question 1.0 from “No” to “Yes” will cause a new section to appear called Re-
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submission Information. It also changes the signature requirements to allow a delegate to sign the form on behalf of
the Lead Applicant or Principal Investigator.

3. Upload any new/revised documents (such as an updated consent form) into the relevant section of the application
and delete the previous versions of any documents being replaced by the updated documents which are no longer
relevant.

4. If changes or clarifications have been requested to information in a specific question of the form, please revise the
response within the application as applicable.

5. Once all the changes have been made, the application is ready for signature. The application will automatically re-
submit once signed.

Questions? Click here to submit a support ticket
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https://support.ctontario.ca/

