How to Convert a Preliminary IRB Determination into
an Active Study

Background

When plans for the involvement of human subjects have been developed, protocols covered by preliminary IRB
determinations should be converted to active studies. To keep records organized, submit a modification of the active
preliminary determination instead of submitting an application for a new study, as explained below.

Instructions

Step 1

Sign into OneAegis and click on your “IRB” tab.
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Step 2

Select the relevant protocol:
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Export to Excel Does My Study Require IRB Oversight IRB Exempt Review Wizard

Submit an IRB Application for a NEW Study

Principal Investigator ] Research Staff]

21-386-00 24-257-00 26-006-00
Active Exp N/A  Active Exp Exempt | Preliminary Determination
Ritland, Raeann IRB User, Example Exp N/A
Training Videos Protocol (Formerly "View Example Application IRBE User, Example
Audit Tutorial - Screenshots") 012345

Preliminary Determination
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Step 3

On the study information page, find the “Reference xForms” section in the middle of the page, and select the “copy”

icon (papers with a green plus sign — see inset):

Home

(Al Find Study (Ctrl+Q)

7]

Study 26-006-00 (IRB) Help Example's Settings Sign off

Study: 26-006 Sponsor(s): FAKE - for use in testing forms (Primary)

Committee: IRB #1 Sponsor Id: 012345
Grants: Department: Office of Research Ethics
Agent Types: SBER Title: Preliminary Determination
Year: 2026
Comments: Research Objectives:

Study-Site

Site(s): 00 - Unspecified PI: IRB User, Example

Status: Preliminary Determination Additional: N

Approval: January 5, 2026 Expiration: N/A
Initial Approval: January 5, 2026 Other Ppreliminary IRB Determination Expiration -
Expirations: 01/04/2027
Tags: (Federally Funded) (Preliminary Determination
= Reference xForms (1) collapse
Action Form - [Identifier + Stage + As Of + Ref Active + Inactivated =
) IRBE Application Preliminary Determination Complete 9 minutes ago 9 minutes ago
+ Events (1) collapse
Event + Att Instance/UDF + Start ~ Complete #
Preliminary IRE Determination 1 01/05/2026
v Reference xForms (1)
~ Identifier +

Action Form

ugd IRB Preliminary
Application Determination
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Step 4

You now have a form that can be used to submit the full study for IRB review. Select _ as the

application type and then “Next.”

IOWA STATE
UNIVERSITY

& Collaborators

Mon-Initial Submission v

Page 1 of 4

IRB Application - Non-Initial Submission

Mext

IRB ID 26-006
PI IRB User, Example

Email: irbtest@iastate.edu
51 Name

Business: (515) 2904-1329
EMail

Submitter

IRB User, Example
Email: irbtest@iastate.edu

Add Note

Business: (515} 294-1329

View Audit

IRB ID
26-006

Add Note

View Audit

Title

Preliminary Determination

Add Note

View Audit

Principal Investigator

IRB User, Example
Email: irbtest@iastate.edu

Add Note

Business: (515) 294-1329

View Audit

(Required)

' Continuing Review
| | @ modification

" Project Closure

Please select below to indicate the type of application you are submitting.

+« To renew approval, select continuing review.
« For changes to your study, select modification.

Add Note

+« Select both options to modify your study in conjunction with renewing approval.
« If your project no longer requires IRB oversight, select project closure.

View Audit

Mext| Save for Later || More =
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Step 5

Make sure the full application form opens, so you can provide the IRB with sufficient information about your plans. To
open the full form, be certain to select at least one category other than “Add” or “Remove Personnel.”

Wl modification Types
(Required)
Change PI and/or Supervising Faculty
Add Personnel
Remove Parsonnel
Change in Funding, Title, or Other Administrative Changes
Change in Recruitment (process and/or materials)
Change in Informed Consent (process and/or materials)

Change in Inclusion/Exclusion Criteria or Enrollment Mumbers
Change in Research Procedures

Change in Data Collection Materials

Change in Confidentiality or Privacy Measures

Change in Risk or Procedures to Mitigate Risk

Other Changes

Ooooo0O0ooo0ooaoaao

Step 6

On the Basic Study and Pl Information page (page 4), change the Application Type. Instead of “Request for
Preliminary IRB Determination,” select “Human Subjects Research Project.”

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.
+ Regquest 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
) Request to Rely on an External IRB

® Request for Preliminary IRE Determination

Note about Recruitment Registries or Data/Specimen Repositories:

= A stand-alone IRB protocol is required when establishing 3 recruitment registry ANDYOR data or specimen
repository.

= If you are obtaining data from an existing repository, or using an existing recruitment registry as part of 3
Human Subjects Research Project, check "Human Subjects Research Project”.

This study was given a Preliminary Determination. Select Human Subjects Research Project above to obtain approval
or an exempt determination for this research.
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Step 7

Respond to the questions throughout the IRB application, selecting “Next” at the bottom of each page until you are

able to select “Submit.”

IOWA STATE
UNIVERSITY

orm Complete

Form Completed

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

Go Back Save for Later Print I Submit I

_

If you run into problems or have questions, please send an email to IRB@iastate.edu. IRB staff members will be able
to troubleshoot more effectively if you share a link to the instructions you were using and the step # that did not work

as expected.
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