How to Submit a Study Closure in UAB
myUABResearch

Follow this guide to navigate the IRB submission process for closing your study.
These steps provide clear instructions on filling out the necessary fields and
submitting your final request for approval.
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* What is the purpose ¢f this submission? @
@ Modification / Update
Clear

To change the PI, choose 'Other parts of the study/site’' scope
Modification scope:
[J Study team and research location information
Other parts of the site

@ Exit B Save Continue @
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y Select Study is permanently closed to enrollment
Select All subjects have completed all study-related interventions
Select Collection of private identifiable information is complete

Select No for subject re-consent
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_ Modification Information

Modification Details 1. Study enroliment status:

[0 No subjects have been enrolled to date
Subiects are currently enrolled

Study is permanently closed to enrollment

All subjects have completed all study-related interventions

[0 Collection of private identifiable information is complete

2. Notification of subjects: (check all that apply)
[J Current subjects will be notified of these changes

[0 Former subjects will be notified of these changes

OAttach files: If notifying subjects, add a description of how they will be notified to the Other attachments
section of the Local Site Documents page.

3. * Will subjects be re-consented?

O Yes O No Clear
o Ex't a Save
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Enter "Study Closure" in the Provide rationale & Summarize the modifications

fields
Click "Continue"
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Modification Details

Modification Details
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[0 Former subjects will be notified of these changes

OAttach files: If notifying subjects, add a description of how they will be notified to the Other attachments
section of the Local Site Documents page.

3. * Will subjects be re-consented?

O Yes @ No Clear

1. * Provide rationale behind decision:

'Study Closure]

5. * Summarize the modifications: @

Study Closure

©Exit B Save { continug @

Complete Site Information

5 Study closure should not require any changes to the study application. Select
"Continue" to move through the study application and "Finish" to close the

Modification.
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Submit Modification

6  Click "Submit"
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Printer Version
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1cillary Reviews
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Principal investigator: IRB office
Submission type: Modification / Update IRB coord
Primary contact: Regulator
Institution: Advarra IRB Site:

Pending sIRB
Review

Pre-Review

[  Clarification | _

7 Click OK to Certify the submission and Submit

By signing below, you are certifying that:

Allindividuals listed as research personnel have:
= been appropriately identified,
= have agreed to their roles and responsibilities, and

The information provided in this submission is accurate, complete, and current to the best of your knowledge:

= been appropriately trained and are qualified to perform the activities assigned to them.

The research will be conducted in accerdance with:

= the IRB-approved protocol and materials, or an applicable Exempt or Not Human Subjects Research determination,

= applicable federal regulations and state law, and

= UAB Human Research Protection Program (HRPP) policies and procedures, including these described in the HRP-103 — Investigator Manual.

an amendment, as appropriate.
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IRB approval or an appropriate determination (Exempt or Not Human Subjects Research) will be obtained before initiating research activities.
Changes will not be implemented without prior IRB approval, except to eliminate apparent immediate hazards to participants; such changes will be reported to the IRB as RNI and/or submitted as




8  Submission will move to the Pre-Review stage for review by HRPP staff

Submissions Meetings Reports Library Help Center

IRB > Advarra IRB - Parkinson’s Foundation PD GENEration Genetic Registry (PDGENE-PF) > Modification / Update #3 for Advarra IRB - Parkinson’s
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Principal investigator: IRB office: UAB Human Research Protections Program
Submission type: Modification / Update IRB coordinator:
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