Study Closure

Quick Reference Guide

Close a Study

The Continuing Review SmartForm is also used when a study is ready for Study Closure. You do not create a separate Study
Closure submission. As you complete the SmartForm, myUABResearch uses the Research Milestones to determine whether

the study is ready to close and discontinue IRB oversight.

Important: A study is identified for closure when the first four Research Milestones are complete.
1 From the IRB workspace, select the Active tab. Locate the study you are ready to close and select the study name to
open the Study Workspace.
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2 From the Study Workspace, select Create Modification/CR. On the Modification / Continuing Review / Study Closure
page, select Continuing Review as the purpose of the submission, then select Continue. There is no separate
Study Closure option.

Next Steps . . .. .
Modification / Continuing Review / Study Closure
View Study
* What is the purpose of this submission? @
@ Continuing Review

Clear
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3 Complete the Continuing Review / Study Closure Information SmartForm by providing the requested information
about the current status of the study.
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1 Study Closure Continuing Review / Study Closure Information
' 1. * Specify enroliment totals at this investigator's sites: @
2. * specify enroliment totals at this investigator's sites since last approval:
3. * Specify enroliment totals study-wide: @
o (Confirmed sites: 0 of 0. Total enroliment for pSites with completed reports: 0)
4. * Specify the number of participants on the study:
4 Under Research milestones, select the first 4 milestones that apply to the current status of the study. A study is

identified for closure when the first four Research Milestones are complete:

* The study is permanently closed to enroliment or was never open for enroliment.

* All subjects have completed all study-related interventions, or interventions are not applicable.
* Collection of private identifiable information is complete or not applicable.

¢ Analysis of private identifiable information is complete or not applicable.

When all four milestones are selected, myUABResearch displays a notice that the study will be closed to
discontinue IRB oversight. Select the required | acknowledge that this Study will be closed checkbox to confirm the
Study Closure.

Research milestones: (select all that apply) @
Study is permanently closed to enroliment OR was never open for enroliment

All subjects have completed all study-related interventions OR not applicable (e.g. study did not include interventions,
no subjects were enrolled)

Collection of private identifiable information is complete OR not applicable (no subjects were enrolled)

(<<

Analysis of private identifiable information is complete OR not applicable (no subjects were enrolled)
Remaining study activities are limited to data analysis [

(I < <

Study remains active only for long-term follow-up of subjects
o Important! i the first four research milestones above are complete, the study will be closed to discontinue IRB
oversight.

* | acknowledge that this study will be closed: [

Important: Selecting the first four Research Milestones indicates that the study has met the conditions for closure. Complete the
required acknowledgment, then continue through the SmartForm (application) and submit the Continuing Review for IRB review.

5 On the final page, click Finish. When you return to the study workspace, click Submit.
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Final Page @ Next Steps

You have reached the end of the IRB submission form. Read the next steps carefully: Edit Modification/CR

1. Click Finish to exit the form

Printer Version

2. Important! To send the submission for review, click Submit on the next page.
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