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This guide demonstrates how to create and submit a modification for a study.

1. Start by opening the active study by clicking the IRB tab, then the study name.

T homn | Ageemens | cor | ooms

etings Reports Library Institutional Profiles Help Center Central Actions
Search
In-Review Active New Information Reports External IRB Relying Sites All Submissions Archived
Filter by [2] | ID v | | Enter text to search In < Add Filter
ID Name ~ Date Modified State Pl First Name PlLastName  Coordinator First Name
ﬂ STUDY00000020 Multi Site Test 3 3/3/2026 1:13 PM Approved
STUDY00000029 Single Site Test 2/27/2026 844 AM Approved
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2. From the study workspace, click the Create Modification/CR button. For the question, “What is the purpose of this
submission?” select Modification /Update. Under the Modification Scope, select which parts of the study you would like
to modify, then click Continue.

Note: If you have already submitted a modification, you must wait for its review to be complete before you can
submit a modification of the same type.

Next Steps Modification / Continuing Review / Study Closure
* What is the purpose of this submission? @
e @ Wodification / Update
Clear
Printer Version @ To change the PI. choose 'Other parts of the study/site’ scope

Modification scope:
(] Study team member information

Create Modification/CR (J Other parts of the study

Active Continuing Review For This Study

Continuing Review for Study Single Site Test OExit BSave

Report New Information
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3. Fill out the Modification Information page, then click Continue.
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Modification Information

1. Study enroliment status:

]

o
o
o
o

No subjects have been enrolled to date

Subjects are currently enrolled

Study is permanently closed to enrollment

All subjects have completed all study-related interventions
Collection of private identifiable information is complete

2. Notification of subjects: (check all that apply)

o
o

Current subjects will be notified of these changes
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?
Q Yes O No Clear

4. * Provide rationale behind decision:

5. * Summarize the modifications: @

4. Add

itional pages will appear at this time depending on the answer you previously selected for modification scope. Make

your modifications, then click Finish.

5. You

€ Exit B Save Finish

are now taken to the modification workspace. Click Submit, then click OK to the verification statement.

Next Steps EE

) i i By signing below you are verifying that:
Edit Modification/CR = 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 HRP-
Printer Version 103 - Investigator Manual
™ Submit
i8¢ Manaage Ancillary Reviews -
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6. The modification has successfully been submitted and is now in the Pre-Review state. To find the modification after it has
been submitted, click the IRB tab, then select the In Review tab. Click on the name of the modification to open it.

Submissions Meetings Reports Library Institutional Profiles Help Center Central Actions

22 Components % Properties & Permissions

IRB

Search | Enter text to search Q 9

In-Review Active New Information Reports External IRB Relying Sites All Submissions Archived
Create New Study = S
i @ [ v | Enter text to search | Add Filt <
Report New Information Filter by | | n + fiter

~ Date Expiration Pl First Pl Last Coordinator First Coordinator Last .
b Name Modified State Date Name Name Name Name Submission Type

aMODUOOOO{)Da _Islfleos?mcat\on / Update #1 for Study Single Site g/;/t‘/zozs 4:34 Pre-Review Modification / Update

MODOOOOUUDQ Modification / Update #2 for Study Multi Site ~ 3/3/2026 1:19
M

Test 3 Pre-Review Modification / Update

7. Use the breadcrumb trail at the top to return to the original study, then click on the Follow-On Submissions tab to view
the modification you just made. Note: If you try to modify the study now, you will only be able to modify the areas that
you did not just modify. This is because the modification you just submitted is active.

IRC™S Single Site Test 3 Modification / Update #1 for Study Single Site Test

MOD00000003: Modification / Update #1 for Study Single Site Test

Entered IRB:  3/4/2026 4:34 PM Principal investigator: IRB office: UAB Human Research Protections Program
Last updated: 3/4/2026 4:34 PM Submission type: Modification / Update IRB coordinator:

Primary contact: Regulatory authority: 2018 Requirements
Next Steps

View Modification/CR

Pre-Review

Clarification
Requested

Post-Review

e Review

Clarification
Requested

Review Complete

Printer Version

Maodifications

Required
& Submit Pre-Review

4 Request Pre-Review

Clarification History Contacts Documents IRB Assignment Details Reviews Related RNIs Snapshots Training
&+ Assign Coordinator ) © -
% Manage Ancilary Reviews Filter by |Actw|ty v | | Enter text to search |n == Add Filter
) Create Ad Hoc Certifications Activity Author - Activity Date
History Funding Contacts Documents Follow-on Submissicns Reviews Snapshots Training
Filter by (7] | 1D v | | Enter text to search | n <+ Add Filter
ID Name + Date Modified Owner State
ﬂ MODO0000003 | Modification / Update #1 for Study Single Site Test 3/4/2026 4:34 PM Pre-Review
CR00000001 Continuing Review for Study Single Site Test 212712026 8:45 AM Non-Committee Review

2 items returned page of 1

You have now completed the process of creating and submitting a modification.

LAB



	Slide 1
	Slide 2
	Slide 3

