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This guide demonstrates how to conduct an external IRB review. It will cover how to: confirm reliance with an external IRB,
record the sIRB decision, and update study details.

Confirm Reliance with an External IRB:

1. Start from the study workspace and click Assign Coordinator. Assign the IRB Coordinator and click OK.

Next Steps

View Study Select an IRB coordinator for this submission:
(@) Office Inst Review Board for Human Use
) . O Office Inst Review Board for Human Use
Printer Version )
(@) Office Inst Review Board for Human Use
O Office Inst Review Board for Human Use

& Confirm Reliance e The submission appears in My Inbox for the assigned coordinator.

4 Request Pre-Review
Clarification

&+ Assign Coordinator

2. Afterreviewing the submission, confirm reliance by clicking Confirm Reliance. Complete the form and click OK.

Next Steps

View Study 1. Comments:

Add comments here

Printer Version

2. Upload reliance confirmation document(s):

[« Confirm Reliance
+ Add

- Request Pre-Review e

There are no items to display

3. * Confirm reliance on the single IRB of record? @
@ Yes O No Clear

3. The submission is now in the “Pending sIRB Review” state, next notify the external IRB acting as the IRB of record that
your UAB has confirmed reliance. If you are working with a multi-site study, you can communicate using the IRB
exchange, but if this is a single-study you must contact them through other channels.

Pending sIRB

Review

LAB
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Record the sIRB decision:

1. Afterreceiving the determination from the external IRB, record their decision by clicking Record sRIB Decision. Select the
determination, Initial approval date, Initial effective date, and the Last day of study approval period. Note: the last day of
the study approval period is what triggers the continuing review notification.

Next Steps 1. * Determination:
— Name
Edit Site
@ Approved
0 Maodifications Required to
Secure "Approved”
[« Record sIRB Decision O Deferred
&+ Assign Coordinator O Disapproved
Clear

2. Dates:

Related Worksheet

Initial approval date of study: @

HRP-314 - Worksheet - [ 3/5/2026

Criteria for Approval

HRP-314 - Worksheet -

Initial approval date of local site: @

Criteria for Approval ’ 2/4/2026

Effective date of study: @

[ 3/6/2026

Effective date of local site: @

’ 31612026

Last day of study approval pericd: @

[ 32012026

Last day of local site approval period: @

[ 3/27/2026

2. Upload the approval letter from the external IRB (if available), select the Common Rule regulatory requirements, and the

Regulatory oversight.

3. Approval letter from external IRB:

el

4.* Common Rule regulatory requirements:
@ FPre-2018 Requirements
(O 2018 Requirements
Clear

5. Regulatory oversight: (check all that apply)

O000O0OO0Oo0oOooooooo

DOD (Department of Defense)

DOE (Department of Energy)

DOJ (Department of Justice)

ED (Department of Education)

EPA (Environmental Protection Agency)
FDA (Food and Drug Administration)

GDPR (General Data Protection Regulation)

HHS (Department of Health and Human Services)
ICH GCP (International Center for Harmonization of Good Clinical

Practice)

NSF (National Science Foundation)
OCR (Office of Civil Rights)

Other federal agency

Tribal law

None of the above

LAB



Quick Reference . . = IRB
Guide External IRB Review — Record the sIRB Decision Coordinator

3. Selectall applicable Special determinations and waivers. The Risk level and Type of Research will be unchanged from the
earlier versions of the IRB.

Special determinations and waivers: (check all that apply) Risk level:
O Adults with impaired decision-making capacity (O Greater than minimal risk
0O Broad consent (O No greater than minimal risk
[0 Children O NA
[0 Children who are wards of the state Clear
[0 MNeonates of uncertain viability S
[0 Nonsignificant risk device
O] Non.viable neonates Type of research: (check all that apply)
O Pregnant women O Biomedical / clinical
O Prisoners (0 Social / behavioral / educational
[0 Students / Employees O Other
[0 Waiver of consent documentation
[0 Waiver of consent for emergency research
O Waiver of HIPAA authorization
[0 Waiver/alteration of the consent process

4. Select Additional study features; this is for reporting purposes. Add any necessary comments or supporting documents.

Additional study features: (check all that apply) Comments:
O Clinical Trial
(O Certificate of Confidentiality
[0 Collaborative p
[0 Deception .
O Multi-Site Study
Supporting documents:
+ Add
Name

There are no items to display

5. SelectYes or No for “Do you need to finalize documents or send a letter?”. If you select No, the submission will move
directly to the Review Complete state. Select Yes to the question, “Are you ready to record the sIRB’s decision?”. If you
select No, your responses will be saved, and you can come back to complete it later. Click OK.

* Do you need to finalize documents or send a letter? @
@ Yes O No Clear

* Are you ready to record the sIRB's decision? @
@ Yes O No Clear

o | Garca |

After recording the external IRB’s decision, the submission will move to either Post Review or Review Complete. In the Post
Review state, you can finalize documents, prepare and send the determination letter, and edit the sIRB decision. Once the

determination letter is sent, the submission will move to the Review Complete stage. UAB
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Update Study Details:

1. Click Update Study Details, Note: The Update Study Details button will appear under next steps only when the submission
is in the Active or Review Complete stage.

Next Steps

View Site
Printer Version

Create Site Modification

Update Study Details

Report New Information

2. The Study Update Information page will appear. Type your summary of the updates, then click Continue.
Study Update Information

1. * Summarize the updates:

Type summary here

4

Q Ex't B Save

3. Youarenow taken to the original submission, you can update any field in the submission except for the following
questions: “What kind of study is this?”, “Will an external IRB act as the IRB of record for this study?”, and “Which IRB
should oversee this study?”. Note: for a multi-site study, only study information pages will appear.

= [, validate &6 Compare &« @ Not human subjects research determina 4Go to forms menu R Print © Hebo
(O Exemption determination
_ (O Expedited IRB review
(O Full board IRB review
External IRB Clear

Study Fundi
udy Funding 5.* What kind of study is this? @

Sources
Multi-site or Collaborative study
Study Scope
6. * Will an external IRB act as the IRB of record for this study? @
Study-Related Yes () No
Documents

4. When you have completed your updates, click Save, then Exit.

OExit B Save Continue @
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5. Youarenow taken back to the update workspace, click Finalize Updates, then click OK. The update will advance to the
Updates Complete stage and a notification is sent to the local IRB team informing them of the update. The finalized
update will trigger a snapshot of the submission so the two versions can be compared.

Next Steps Finalize Updates
Edit Study Details By signing below you are verifying that:

= You have updated the study record only to reflect what the external IRB has

[ Finalize Updates

4 Fdit <sIRR Dearisinn

EXTUPDATE00000002: Update #1 for
oo s sammazoew  BX€TNAL Study LW

Principal investigator: IRB office: UAB Human Research Protections Program
Submission type: Study Update IRB coordinator:
Next Steps Primary contact: Regulatory authority: Pre-2018 Requirements

View Study Details
Updating Study Updates Complete
—

&+ Assign Coordinator

History Documents Reviews Snapshots Training

History of submission contents
% Manage Ancillary Reviews Version State During Snapshot Snapshot Taken

¢> Add Comment Snapshot: 1.0(0.01) ==« Updates Complete 3/9/2026 12:00 PM

You have now completed the process of updating study details, to view the changes made, use the breadcrumb trail at the top
of the screen to return to the original study, then click View Site/Study, then Compare. Both the Pl and IRB Coordinator can
update study details, but the IRB Coordinator can also update the sIRB decision.

IRB = External Study LW & Update #1 for External Study LW

Next Steps = &8 compare «
Compare current state of version:
2.0 Update
EXTUPDATE00000002
with

1.0 Active Version
3/9/2026 11:51:34 AM +
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