Quick Reference
Guide

This guide explains how to create and submit a single-site study.
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Create and Submit a Single Site Study PI

From the Dashboard, click the Create New Study button, this will open the smartform.
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You Are Here: - _IRBSubmission
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_ Creating New: IRB Submission

Basic Study Information e

1. * Title of study:

2.* short title! @

3. * Brief description: @

Complete the necessary fields in the smartform. Note: A red asterisk means the field is required and the question mark
icon means there is help text available for that field.

@ Help - Geogle Chrome — (] X
P g

25 hrspuabstage3.huronclick.com/IRB... &

Short Title

Select a short fitle for your study. You can use the
sponsor's short title or any other unigue name. As a
guideline, keep it shorter than 50 characters.

The short title identifies the study throughout the IRB
system, such as in your inbox and in the IRB's list of
submissions to review.

4. * What review pathway are you requesting?
() Mot human subjects research determination
() Exemption determination
(0 Expedited IRB review

() Full board IRB review
Clear

Select a review pathway, and for the “What kind of study is this?” question, select “Single-site study”.

5. * What kind of study is this? @
() Multi-site or Collaborative study

@ Single-site study
Clear
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4. For question seven, “Local principal investigator”, you will automatically be chosen as the Principal Investigator.If the Pl
is someone else, click the three dots to select a person.

7. * Local principal investigator: @

- O

6. Attach the study protocol. For information about how to fill out the study protocol, see the Protocol Documents
Overview job aid.

. * Attach the protocol: @
+ Add

Document Category Date Modified Document History

There are no items to display
7. Select any required ancillary reviews.

9. Ancillary Reviews Required and Completed During Pre-Submission:
Department

Faculty

IBC

Other

Radiation

Safety

ooooooo

Scientific

8. After completing all questions on the page, click Continue to save your answers and move to the next page.

QExit B Save Continue €

9. Identify the study’s funding sources. These can be external or internal to UAB. To add the funding source, click Add and
complete the funding source information. Click on the three dots to choose from the list of organizations, complete the
remainder of the page, then click OK or OK and Add Another if you wish to add multiple funding sources. When complete,
click Continue.

You Are Here: g Test

Editing: STUDY00000015 Add Funding Source

>

‘ Study Funding Sources e e

1. Identify each organization supplying funding for the study: 1. * Funding organization: @

Funding Source Sponsor's Funding ID Grants Ofic

2. Sponsor's funding 1D: (assigned by external sponsor)
There are no items to dizplay | |

3. Grants office ID: (assigned intemally)

4. Attach files: (inciude any grant applications)
| + Add |

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

+ Required [0k ]| oK and Add Ancther
v,
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10. Click Add to identify the local study team members. Click on the three dots to access the list of available personnel. Select
their role in the research and if they will be involved in the consent process. When complete, click OK or OK and Add
Another to add additional personnel. Ensure the information is accurate and click Update to change any existing
information. When complete, click Continue.

You Are Here: jg Test Add Study Team Member

Editing: STUDY00000015

1. * Study team member: @

Local Study Team Members

1. Identify each additional person involved in the design, conduct, or reporting of the 2. Role in research: (check al that apply)

— O Co-investigator
| g | O Data Analyst
. ; O Research Assistant
Mame Raoles Invelved in Consent E-mail o
O statistician
| [EF Updste Co-investigator no Iwessall O Lay Observer
am
O CeRl
2. External team member information: O Sub-Investigator
O Faculty Advisor
| =+ add |
— O Other Personnel
First Name Last Hame Email Address Supporting Dc O Student

There are no items to display
3. * |s the team member involved in the consent process?
(O Yes () No Clear

11. On the Study Scope page, identify details of your research that may require additional information. Answering Yes will
add additional page(s) to the study after the Local Research Locations page. Click Continue to move to the next page.

You Are Here: g Test

Editlng STUDYUUUUUUTS 4 Go to forms menu Q Print = ﬂ Help Smd:" SCDDE
Local Research
Stl.ld? SCDpe (2] Locations

1. * Does the study specify the use of an approved drug or biolegic, use an _

unapproved drug or biologic, or use a food or dietary supplement to

. . . L Devices
diagnose, cure, treat, or mitigate a disease or condition? @
@ Yes O Mo Clear Local Site
Documents

2.* Does the study evaluate the safety or effectiveness of a device or use a
humanitarian use device (HUD)?
@ es (O Mo Clear

Devices @
Dmgs e 1. * Select each device the study will use as an HUD or evaluate for safety or
effectiveness:
1. * List all drugs, biclogics, foods, and dietary supplements to be used in the | . |
study: S
| . | Device Humanitarian Use Device Attachment Name:

There are no items to display
Generic Name  Brand Name Drug Type  Altachment Name

There are no items to display 2. * Device exemptions applicable to this study: @

@ 1DE number
O HDE number
(O Claim of abbreviated IDE (nonsignificant risk device)
() Exempt from IDE requirements
Clear

2. * Will the study be conducted under any IND numbers? @
@ ves () Mo Clear

3. * Identify each IND:
] 9. * i .
| T | 3. * Identify each IDE or HDE number:
| + ndd |
IND Mumber IND Holder Other Holder —

There are no items fo display IDE / HDE Number IDE / HDE Holder Other Holder

There are no items to display

4. Attach files: (such as IND or other information that was not attached for a specific drug) @ 4. Attach files: (such as IDE, HDE. or ofher information that was not attached for a specific
| + add | device) @
| + Add |

Document  Category  Date Modified Document History
There are no items to display Document  Category  Date Modified Document History
There are no items to display ;
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12. On the Local Research Locations page, click the Add button to add any locations outside of UAB where research activities
will take place. Click the three dots to open the list of research locations and select one. If you cannot find the research
location in the list, enter its information on this page. When complete, click OK or OK and Add Another.

You Are Here: iy Tesi Add Research Location Information
Edltlng: STUDYUUODUUIS Select the research location:
l -]

Local Research Locations e

If you cannet find the research location in the list above, enter its information here:

Identify research locations where research activities will be Location name:
+ Add I
Location Confact Phone Location address:
Address line 1

There are no items to display

Address line 2

Address line 3

| |
City

| |

State or province

| J

Postal code

Country

| J

Confact name:

Contact phone:

Contact e-mail:

13. If the Drugs page appears, click Add to list out all drugs, biologics, foods, and dietary supplements to be used in the study.
If you select Yes to the question, “Will the study be conducted under any IND numbers?” you must identify each IND.
Attach any necessary files and click Continue.

Drugs e

* List all drugs, biclogics, foods, and dietary supplements to be used in the
study:

|+Md

Generic Mame  Brand Mame Drug Type Attachment Name
There are no items to display

* Will the study be conducted under any IND numbers? @
@ VYes|) Mo Clear

* ldentify each IND:
| + Add |
IND Number IND Holder Other Holder

There are no items fo display

Attach files: (such as IND or other information that was not attached for a specific drug) @

|+Md|

Document  Category  Date Modified Document History
There are no items to display
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14. If the Devices page appears, click Add to list out each device the study will use as an HUD or evaluate for safety or
effectiveness. For question 2, if you select IDE number or HDE number, you must identify each IDE or HDE number. Attach
any necessary files and click Continue.

Devices @
* Select each device the study will use as an HUD or evaluate for safety or
effectiveness:
=+ Add
Device  Humanitarian Use Device Attachment Name

There are no items to display

* Device exemptions applicable to this study: @
(O |DE number
@ HDE number
() Claim of abbreviated IDE (nensignificant risk device)
(O Exempt from IDE requirements
Clear

* |dentify each IDE or HDE number:
+ Add

IDE / HDE Number IDE / HDE Helder Cther Holder
There are no items to display

Attach files: (such as IDE, HDE. or other information that was not attached for a specific
device) @

|+.o.dd|

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

15. If your study will include consenting participants, use the Local Site Documents page to attach consent forms and
recruitment materials using the Add button. You can use the template in the HRPP toolkit listed in “Suggested
attachments” to make sure your informed consent complies with the Health and Human Services standards. When you’ve
finished adding attachments, click Continue.

You Are Here: iy Test

Edltlng: STUDYUUDDDO].S 4 Go to forms menu  d=b Print 0 Help

Local Site Documents @ Add Attachment

Consent forms: (include an HHS-approved sample consent document, if applicable)
| =+ add |

* File to attach:
| Choose File |

Document Category Date Modified Document History

There are no items to display
Name: (if not supplied, the file name will be shown)

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

|+.~\dd|

Document Category Date Modified Document History Version number:
There are no items to display | |

Other attachments:
| + Add |

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

o Suggested attachments:

= Complefed checklist of meeting Department of Energy requirements. if applicable
= (Other site-related documents not attached on previous forms
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16. On the final page, click Validate to check for errors. If there is an error, you will see a red circle with a white line through it
by the page where the error occurred, if there are no errors, there will be a green check mark next to the page. Once you
have corrected your errors, click Save and Exit. If there are no errors, click Finish.

Create and Submit a Single Site Study PI

= B Vakdate - - = [ vahdatz 818 Gompare «
You Are Here: g Test
Basic Study sy . Error/Warning Messages (0) & Refresh
Information Edltlng. STUDYO00000015
Study Funding - ﬁ\ai:ﬁngmy v
Sources Fmal Page (7]
Local Study Team fou have reached the end of the IRE submission form. Read the next steps carefully: S .
Members
1. Click Finish to exit the form.
Local Study Team v
S EETTs Members
2 Important! To send the submission for review, click Submit on the next page.
Local Research : ’ ' -
ngljcmse‘mI Study Scape v
Local Site il el v
Documents Lugiios
Local Site v
Documents

17. You are now taken back to the study workspace, and the study is in the Pre-Submission state. To submit the study, click
Submit, read the verification statement, and click OK. IMPORTANT: You must click "Submit" after completing the single
site study form or your study will not move to the pre-review state

e swmemen | [ e

Pre-Submission

By By signing below you are verifying that:

Last updated: 3132026 11:49 AM » ‘You have obtained the financial interest status ("yes" or "no") of each
research staff.
= ‘fiou have obfained the agreement of each research siaff to his/her role in

Next Steps P Submit the research.

= You will conduct this Human Research in accordance with requirements in
; ) the HRP-103 - Investigator Manual
&+ Assign Primary Contact
Edil Study
&5 Azcinn Pl Drovy

Prnter Viersion

You have created and submitted a single site study. The study is now in the pre-review stage.

IRE > Test # Admin View @ Help
e STUDY00000015: Test
Entered IRE:  2/3/72026 2-35 PM Principal investigator IRB oﬁice:_ UAB Human Research Protections Program
Last updated: 2/3/2026 2:35 PM Submission type: Initial Study IRB coordinator:
Primary contact:
Pl proxies:
Next Steps
Pre-Review Post-Review Review l:om.;loln)
Clarification Clarification Modifications
Reguested Reguested Required
[ Submit Pre-Review
= Request Pre-Review
Clarification
&+ Assign Coordinator History Funding Contacts ot Documents Reviews Snapshots
&+ Assign Primary Contact
Filter by (2] | Activity v | | Enter text to search |n = Add Fitter -]
&+ Assign Pl Proxy
& AssignIRB Activity Author « Activity Date
& Manage Ancillary Reviews ~  Submitted 2/3/2026 235 PM

L]

& Manage Guest List Study Created 2/3/2026 9:06 AM

B Add Related Grant I AB
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