Reporting Continuing Review for UAB
External Studies (Study Teams)

This guide walks you through the process of reporting continuing review data for an
IRB study.

PART 1: Continuing Review Report

1  Navigate to the Study Record

Select "Report Continuing Review Data" in the activity list

Lead ;;ﬁncipal in;lestigator: IRB coordinator: IRB Intake

Next Steps Submission type: IRB Site Regulatory authority: 2018 Requirements
Primary contact: External study ID:
Pl proxies (Lead site):
External IRB: Advarra IRB
Create Site Modification - (
Pre-Submission e '::';i:“ >—>C Post-Review
Update Study Details
Clarification Meodifications
Report New Information Requested Required
" -Manage Funding History Funding Contacts cor Documents Follow-on Submissions Reviews Snapshots
&+ Assign Primary Contact
Filter by (2] Activity v I Enter text to search In =+ Add Fiter
&+ Assign PI Proxy
. 8 Activity Author v Activity Date
& Manage Ancillary Reviews
Guest List 0] Continuing Review Deadline Reminder Administrator, System 8/23/2026 1:00 AM
nage Guest Lis
) Report Continuing Review (O] Continuing Review Deadline Reminder Administrator, System 7/24/2026 1:00 AM
Data ©® Continuing Review Deadline Reminder Administrator, System 6/25/2026 1:06 AM

A COTTES OISR D
¢ Add Comment
2] Copy Submission

@ IRBY Al Assistant
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2 Complete the Continuing Review Data Report

Report Continuing Review Data =

1. Specify enrollment totals at this investigator's sites:

2. Specify enrollment totals at this investigator's sites since last approval:

3. Check the items that are true for this site since the last IRB approval: (initial review or last continuing review)
NO subjects experienced unexpected harm

Anticipated adverse events have NOT taken place with greater frequency or severity than expected
NO subjects withdrew from the study

NO unanticipated problems involving risks to subjects or others

NO complaints about the study

NO publications in the literature relevant to risks or potential benefits

NO interim findings

NO multi-center trial reports

NO data safety monitoring reports

NO regulatory actions that could affect safety and risk assessments

NO other relevant information regarding this study, especially information about risks

In the opinion of the PI, the risks and potential benefits are unchanged

All modifications to the protocol have been submitted to the IRB

R BB HB<E<H NN H<H NN

All problems that require prompt reporting to the IRB have been submitted

4. Supporting documents: (include an explanation of each item left unchecked above)

+ Add

Name

There are no items to display

Upload documentation in #4 to address any items not checked in #3

4  Click OK to submit

5. Comments:
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On the History tab in the Study record you can see an entry "Continuing Review
Data Reported" confirming that data has been submitted

Next Steps Submission type: N

Primary contact:

Regulatory authority: 2018 Requirements

External study ID:

)—OC Post-Review

Update Study Details

Pl proxies (Lead site):
External IRB: Advarra IRB
Create Site Modification : (
i dln.g v

Clarification
Requested

Contacts

Report New Information

. '
%" Manage Funding History Funding cor Documents

Modifications
Required

Follow-on Submissions

&+ Assign Primary Contact

Filter by (2] Activity v ‘ Enter text to search

In = Add Filter

& Assign Pl Proxy

Author

Reviews

Snapshots

~ Activity Date

% Manage Ancillary Reviews
[} Continuing Review Data Reported

U Eontlnumg REVIGW Beaa ine ﬁemlnaer

0] Continuing Review Deadline Reminder

i Manage Guest List

I Report Continuing Review
Data

A Correspond with sIRB @ Continuing Review Deadline Reminder
¢ Add Comment
) Copy Submission

@ IRBY Al Assistant

Administrator, System
Administrator, System

Administrator, System

8/25/2026 12:16 PM

8/23/2026 1:00 AM

7/24/2026 1:00 AM

6/25/2026 1:06 AM

PART 2: Modification Submission

@ This allows the HRPP to update the approval period for the continuing review.

6  Select "Create Site Modification" activity

Lead principal investigator:
Submission type:

Primary contact:

Pl proxies:

Pl proxies (Lead site):
External IRB:

g [R

Next Steps

View Site

Printer Version Advarra IRB

Create Site Modification

Update Study Details

Report New Information

%" Manage Funding

History Funding Contacts

Clarification
Requested

IRB coordinator: IRB
Regulatory authority: 201¢
External study ID:

CoI Documents

Pending sIRB
Review

Medifications
Required

Follow-on Submissions T

Assign Primary Contact

Filter by e Activity v l Enter text to search

l n < Add Filter

Assign Pl Proxy
Activity

Author

Manage Ancillary Reviews

. Continuing Review Data Reported
Manage Guest List

= = Continuing Review Deadline Reminder
Report Continuing Review

Data Continuing Review Deadline Reminder
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Corresnond with sIRB
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- Select Modification / Update
Select "Other parts of the site"
Click "Continue"

THE UNIVERSITY OF
ALABAMA AT BIRMINGHAM.

= «
You Are Here: gg| Advarra IRB - Alzheimer’s Plas... > -§ _IRBSubmission

_ Creating New: IRB Submission

Modification

* What is the purpose of this submission? @
O Modification / Update
Clear

THE UNIVERSITY OF
ALABAMA AT BIRMINGHAM.

= «

- You Are Here: gg| Advarra IRB - Alzheimer's Plas... > -§ _IRBSubmission

_ Creating New: IRB Submission

Modification

* What is the purpose of this submission? @
@ Modification / Update
Clear
o To change the PI, choose 'Other parts of the study/site’ scope
Modification scope:

g ocation information
[0 Other parts of the site

Made with Scribe - https://scribehow.com



Made with Scribe - https://scribehow.com



8  Complete the Modification Summary Page
Add "Continuing Review Documents" to #4 & #5

THE UNIVERSITY OF Hello, Marissa Na
ALABAMA AT BIRMINGHAM

= [ Validate &J8 Compare
You Are Here: Advarra IRB - Alzheimer's Plas... > Modification / Update #1 for ...

Modification /

Continuing Review Edltlng MODO00000078 4 Goto forms menu  4=h P

_ Modification Information

MO R DR 1. Study enroliment status:

No subjects have been enrolled to date

Subjects are currently enrolled

Study is permanently closed to enroliment

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

1 o )

2. Notification of subjects: (check all that apply)
[0 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 pa¢

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

4. * Provide rationale behind decision:

Continuing Review Documents

5. * Summarize the modifications: @

Continuing Review Documents

= QExit B Save

9  Click "Continue"
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10 This opens the Study application. Please take the opportunity to check that any
migrated information is correct and make any necessary changes.

Select "Continue"

THE UNIVERSITY OF Hello,
ALABAMA AT BIRMINGHAM

= [ validate &} Compare
You Are Here: Advarra IRB - Alzheimer’s Plas...

«

Additional Local

Funding Sources Basic Local Site Information
'E)?;;iirfgs‘s 1. * Local principal investigator: @

ar;

2. * Brief description of activities this site will perform: (enter "ALL" if this site will perform all procedures in the protocol) @

To be updated by study team

QExit B Save .

11 Additional Local Funding is not common, but if this applies to your study add that
source.

Select "Continue"

THE UNIVERSITY OF Hello, Marissa |
ALABAMA AT BIRMINGHAM

= [ validate &J6 Compare
You Are Here: jgAdvarra IRB - Aizheimer's Plas...

Basic Site

Information Edltlng IRB00005558 4 Goto forms menu 48
_ Additional Local Funding Sources
E%%iirfgs‘s 1. Identify each organization supplying funding for the local site:
+ Add
Funding Source Sponsor's Funding ID Grants Office ID Attachments

There are no items to display

QExit @ Save .
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12  Select "Add" in #1 Consent forms to add any site consents

Select "Add" in #3 Other attachments to add the External IRB Continuing Approval
Documentation

Select "Finish"

= R Validate &8 Compare « g a
= Editing: IRB0O0005558 T T
Basic Site
Information y
Local Site Documents o
Additional Local
Funding Sources

1. Consent forms: (influde an HHS-approved sample consent document, if applicable) @

Em

SRS T To'¥a1-1s | S— Category Date Modified Document History

There are no items to display

2. Recruitment materials: (add all material to be seen or heard by subjects, including ads) @

+ Add

Document Category Date Modified Document History
There are no items to display

3. Other attachments:

Category Date Modified Document History

There are no items to display

o Suggested attachments:

= Completed checklist of meeting Department of Energy requirements, if applicable
= Other site-related not on previous forms

O Exit B Save

13 Select the "Submit" activity

Hello,
E UNIVERSITY OF |
ABAMA AT BIRMINGHAM.
Dashboard Agreements (¢0) Grants IRB _
Submissions Meetings Reports Library Help Center
IRB > Advarra IRB - > Madification / Update #1 for Advarra IRB - /

e MODO00000078: Modification / Update #1 for Advarra IRE

Last updated: 8/25/2026 12:17 PM

Principal investigator: IRB office: UAB Human Research Protections Progran
Next Steps Submission type: Modification / Update IRB coordinator: IRB Intake
Primary contact: Regulatory authority: 2018 Requirements
Edit Modification Institution: Advarra IRB Site:

Printer Version

( i 3
Review

Clarification Modifications
Requested Required

e Discard History Contacts col Documents Reviews Related RNIs Snapshots Training

* Submit

Review Complete

ge Ancillary Reviews
44 Correspond with sIRB

¢ Add Comment

D IDRV Al Accictant
=
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14  Certify and Click OK to submit.

By signing below, you are certifying that:

= The information provided in this submission is accurate, complete, and current to the best of your knowledge
= All individuals listed as research personnel have:

= been appropriately identified,

= have agreed to their roles and responsibilities, and

= been appropriately trained and are qualified to perform the activities assigned to them
The research will be conducted in accordance 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 those described in the HRP-103 — Investigator Manual.
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
an amendment, as appropriate.
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