How to Request a Preliminary IRB Determination

Background

Preliminary determinations can be granted for funded projects that lack definite plans for the involvement of
human subjects, often because time is needed after funds are awarded to develop the final protocol and related
study materials. A Preliminary IRB Determination means that a project meets the requirements of 45 CFR
46.118; the study may involve research with human subjects for which the protocol is not yet fully developed. A
Preliminary IRB Determination is typically requested in lieu of “full” IRB approval during Just-In-Time activities
with the sponsor.

Instructions

Step 1
Sign into OneAegis (formerly IRBManager) and click on the “xForms” tab.
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Step 2
Click on the “Submit an IRB Application for a NEW Study” button to create a new IRB application.
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https://www.ecfr.gov/on/2018-07-19/title-45/section-46.118
https://www.ecfr.gov/on/2018-07-19/title-45/section-46.118

Step 3

A blank application will open in your browser. Select “Request for Preliminary IRB Determination” as the
application type.

This application applies to the following: Add Note View Audit

= A Human Subjects Research Project overseen by the ISU IRB.
+ Creating/Maintaining a Recruitment Registry AND/OR Data or Specimen Repository.
= Request to Rely on an External IRB for oversight of a Human Subjects Research Project.

= Request for Preliminary IRB Determination only for funded projects that lack definite plans for the involvement
of human subjects because time after the award is needed to develop the final protocol and related study materials.

Please select the application type below.
(Required)

' Human Subjects Research Project
Creating/Maintaining a Recruitment Registry AND/OR Data or Specimen Repository
' Reguest to Rely on an External IRB

' Request for Preliminary IRE Determination

Step 4

Respond to the questions within the brief IRB application, selecting “Next” at the bottom of each page until you
are able to select “Submit.”

Form Completed

You've completed the form. You can now either save the form for later revision, or submit it.

o Back Save for Later Print

Step 5

After submitted, the application will route to the PI for review and signature (if applicable), and the Pl will need
to respond to a Conflict of Interest (COIl) Check question. Email notifications containing links will be sent to
anyone who needs to sign the form. After the COI Check has been completed, the application will enter the IRB
review queue. Typically, requests for preliminary IRB determination are addressed within a couple of business
days of receipt.

If you run into problems or have questions, please send an email to IRB@iastate.edu. IRB staff members will be

able to trouble-shoot more effectively if you share a link to the instructions you were using and the step # that
didn’t work as expected.
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