Quick Reference
Guide

Modify a Study Site

pSite Researcher/
Research Coordinator

This guide explains how to modify a study site as part of a multi-site study. There are two types of site modifications: Study
team and research location modifications and modifications to other parts of a site. The study team or research location
modification only requires local IRB approval, whereas other parts of the study modification require sIRB approval.

1. To create a modification, start on the study site and select Create Modification/CR.
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2. Onthe Creating New: IRB Submission form, select Modification /Update for “What is the purpose of the submission?”,

select the modification scope, then click Continue.
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3. Additional fields will appear based on the modification scope you selected. Complete the modification information page.
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_ Modification Information

LTINS 1. Study enroliment status:

No subjects have been enrolled to date

[m]

O Subjects are currently enrolled

O Study is permanently closed to enroliment

O Al subjects have completed all study-related interventions
a

Collection of private identifiable information is complete

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

omlach files: If notifying subjects, add a description of how they will be nofified to the Other attachments section of the
Local Site Documenis page.

3. * Will subjects be re-consented?
O Yes O No Clear

4. * Provide rationale behind decision:

4. To make the change to site submission, navigate to the relevant page and make the required updates. Once complete,
click Save and Exit.
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5. Youwillbereturned to the study site workspace, once you are there, click Submit, then click OK.

Next Steps
Edit Modification/CR By signing below you are verifying that:
= You have obtained the financial interest status ("yes" or "no") of each research
staff.
= You have obtained the agreement of each research staff to his/her role in the
research.

= You will conduct this Human Research in accordance with requirements in the
™ Submit HRP-103 - Investigator Manual
ubmi

& Manage Ancillary Reviews

[ Create Ad Hoc Certifications

The modification will move to the Pre-Review state. If you want to find the modification from the site submission workspace,
click the Follow-On Submissions tab.
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