Submit A Modification for UAB

non-migrated Exempt determination
(Study Team)

How to submit a study modification for non-migrated Exempt determination in
myUABResearch.

1  Navigate to myUABResearch
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Create New Study
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2 Complete the Basic Study Information, using the IRAP IRB# and Title in #1
and #2 to indicate a prior Exempt determination was made in IRAP.

THE UNIVERSITY OF
ALABAMA AT BIRMINGHAM

Hello, |

= «
You Are Here: o IRBSubmission
_ Creating New: IRB Submission T ITIRRIEVI 1T
Basic Study Information e

1. * Title of study:
| IRAP # + Study Title

‘ rd

2. * Short title: @
| IRAP # + Short Title

Include in #3 Brief description that this submission is for a

3
Study Team modification only and add the description of the

individuals being added. Complete the other questions in the form
|

I IKAF # + SNOIT Liue

3. * Brief description: @

IRAP # + Study Title
Study Team modification ONLY

Add B.Lazer

4. * What review pathway are you requesting?
(O Not human subjects research determination

@ Exemption determination

(O Full board IRB review

O Expanded Access
O Humanitarian Use
Clear

5. * What kind of study is this? @

O Multi-site or Collaborative study
@ Single-site study
©Exit B Save Continue ©

Clear

6. * Will an external IRB act as the IRB of record for this study? @

O Yes O No Clear
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4 Upload a pdf of the IRAP ePortfolio in #8
Click Continue
&« O Yes @ No Clear

_ 7. * Local principal investigator: @
-]e

8. * Attach the protocol: @

+ Add

4Gotoforms menu @ Help

Document Category Eilztdeified aiost:grn;em

IRAP # IRB ;
ePortfolio(0.01)  Protocol /42026 History o

9. Ancillary Reviews required in advance of IRB approval:
Academic Research Organization- Clinical Trials Review

Center for Clinical & Translational Sciences — NCT Registration

Heersink School of Medicine - Al Clinical Review Committee

Institutional Biosafety Committee (IBC)

Investigational Drug Pharmacy - Investigational Drug Release

Jefferson County Department of Health (JCDH) — Research Review Committee
O’Neal Comprehensive Cancer Center - Protocol Review Monitoring Committee
Other

Pediatric Research Office Review

Radiation Safety Committee (RSC)

Research Conflicts of Interest
School/Department/Division - Protacol Oversight Review
UAB Data Protection Review Committee

UAB Marketing & Communications - Marketil 0 Exit

: i B Save Continue e
UAB St. Vincent's - Research Oversight Con

B EEEEEEDEEEEE EE

5 Add any applicable Funding Source & Click "Continue"

= |=, Validate &]J& Compare «
You Are Here: gl IRAP # + Short Title
Basic Study 2.5
Information Edltlng: STUDY00000341 4 Go to forms menu E Print » 9 Help

_ Study Funding Sources e

bfrﬁlbsegdy Team 1. Identify each organization supplying funding for the study:

Study Scope

Funding Source  Sponsor's Funding ID Grants Office ID  Attachments
Local Research

Locations There are no items to display

Local Site
Documents

@ Exit B Save Continue ©
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6  Add any applicable Study Team Member(s) & Click "Continue"

THE UNIVERSITY OF Hello,
ALABAMA AT BIRMINGHAM.

= [ validate &fa Compare
You Are Here: gai IRAP # + Short Title

hmton Editing: STUDY00000341 i imeren Bl
Study Funding
Sources Local Study Team Members

_ 1. Identify each additional person involved in the design, conduct, or reporting of the
Study Scope = 2

Local Research
Locations

dihe Roles Involved in Consent E-mail Phone
There are no items to display

Local Site

Documents
2. External team member information: @

+ Add

First Name  Last Name  Email Address Supporting Documents

There are no items to display

3. Department:

Exempt determinations should not include study of a drug or device. select "No"

7 for both 1 & 2 on the Study Scope page.
Click "Continue"
= |=- Valdate g]& Compare «
You Are Here: gai IRAP # + Short Title
Basic Study oy
Information Edltlng: STUDY00000341 4Gotoformsmenu R Printv @ Help
Study Funding
Sources Study Scope e
hf"a![bsetr:dy e 1. * Does the study spécify the use of an approved drug or biologic, use an unapproved

drug or biologic, or tise a food or dietary supplement to diagnose, cure, treat, or

_ mitigate a disease ol condition? @
O Yes @ No Clear

Local Research

Locations i i

2. * Does the study evzluate the safety or effectiveness of a device?
Local Site O Yes @ No Clear
Documents

@ Exit B Save Continue @
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8 Add any applicable Research Locations & Click "Continue"

= |= Validate &]& Compare <«
You Are Here: ggi IRAP # + Short Title
Basic Study g
Information Edltlng: STUDY00000341 4 Go to forms menu E Print v 9 Help
Study Funding .
Sources Local Research Locations e

Local Study Team

e 1. Identify research locations where research activities will be conducted or overseen by

the local investigator:

Study Scope

Location Contact Phone Email
There are no items to display

Local Site
Documents

QExit B Save Continue ©

Add any applicable Local Site Documents under the appropriate category & Click
9 "Continue"

THE UNIVERSITY OF Hello,
ALABAMA AT BIRMINGHAM.

= [ Validate &f8 Compare
You Are Here: gg| IRAP # + Short Title

Basic Study

Information Edltlng STUDY00000341 4 Goto forms menu = Print ¥ © Help
Study Funding .
Sources Local Site Documents e

anC;LSEtrgdy e 1. Consent forms: (fhclude an HHS-approved sample consent document, if applicable) @

Study Scope

Document ategory Date Modified Document History

Local Research
Locations

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

Document ategory Date Modified Document History

There are no items to display

There are no items to display

3. Other attachmenla:

+ Add

Document ategory Date Modified
There are no items to display © Exit B Save Continue e
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You Are Here: gg IRAP # + Short Title

10  Click "Finish"  Egiting: STUDY00000341 i B 805k

Final Page o
You have reached the end of the IRB submission form. Read the next steps carefully:

1. Click Finish to exit the form.

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

©Exit B Save Finish

IRB > IRAP # + Short Title

11 Click "Submit"

Pre-Submission STUDYO0O!

Last updated: 9/4/2026 3:25 PM Principal investigator:
Submission type: In

Primary contact:
Next Steps Pl proxies:

Edit Study

®® Manage Funding

Pre-Submission

™ Submit

ssign Frimary Contact

&+ Assign Pl Proxy History Funding
12  Certify & 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:
Al 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-appraved 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 Marual.
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

Cancel
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