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This PowerPoint will guide you through how to submit a 118 Determination in Huron.
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1. Navigate to the IRB workspace

2. Select Submissions tab IRB
3. Click Create New Stud
| W stady IRB

Search

In-Beview Active New Information Beports External IRB
9 Create New Study | ‘
i Filter by @ D v Enter text to search
Report New Information y ‘
= Add Filter

« Date State Pl First Pl Last Coordinatq
Madified Mame MName First Name

D Name
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Complete the Basic Study
Information page

O When completing the Basic Study Information:

* All questions marked with a red asterisk
(*) require a response.

O Important instructions for completing the Basic
Information page (Note: these instructions are
only to be used when requesting a 118
determination):

* Q1 -Provide the title of the project
* Q2 -Provide the short title of the project

* Q3 -Indicate that the purpose of the
submission is to obtain a delayed
onset/118 determination

* Q4 - Select Single-site study, even if the
project involves multiple institutions,
and/or collaborators.

=S @ € pgiting: STUDY2023-0033

Basic Study

Information . .
Basic Study Information e

Soures "

Local Study Team
Members

* Title of study:
The Impact of Social Interactions in Young Children
Study Scope
Local Research
Locations
* Short title: @

Interactions in Children

Local Site
Documents

* Brief description: @

The purpose of this submission is to obtain a delayed onset/118
determination

* What kind of study is this? @
O Multi-site or Collaborative study
@ Single-site study

Clear

* Will an external IRB act as the IRB of record for this study? @
) Yes @ No Clear

* Local principal investigator: @
Denise Puga | - €

* Attach the protocol: @
+ Add
Document Category Date Modified

[& update @ 118 Determination(1) IRB Protocol  6/5/2023

4 Go fo forms menu B Print @ Help

Document History

History

Q = B save
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= B vancate & Compare ‘ Edltlng STUDY2023-0033 (Gofoformsmenu EPrintv @ Help
- Basic Study
Complett_e the Basic St_udy °""'"°" Basic Study Information o
Information page continued

Members ) . .
The Impact of Social Interactions in Young Children

Study Scope

O Important instructions for completing the Basic Sl ’
Information page (Note: these instructions are Local Site * Shorttitle: @

Documents Interactions in Children

only to be used when submitting a 118
determination request):

* Brief description: @

The purpose of this submission is to obtain a delayed onset/118
determination

* Q5 -Select No, even if an external IRB will s
serve as the IRB of record for this project. * What kind of study Is this? @
O Multi-site or Collaborative study
* Q6 — Identify the TAMU principal ® Single-site study
Clear
investigator
* Will an external IRB act as the IRB of record for this study? @
e Q7 - Attach the 118 determination O Yes @ No Clear
request: * Local principal investigator: @

Denise Puga | - €
1. The 118 Determination Request template

can be found here. You must use the 118 * Attach the protocol: @

Determination Request template. i
Document Category Date Modified  Document History
2. Complete the template and attach it to P o] @ 18Detominaton(!)  IRB Prolovol 652023 Histry o
the Huron submission.
3. Instructions on how to attach the 118 Ot BSawe
determination request to the submission

can be found on the next slide.



https://vpr.tamu.edu/human-research-protection-program/toolkit/templates/
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How to attach the 118
Determination Request

1. Click +Add in Question 7 of the Basic Study
Information page

2. Click Choose File to locate the desired
document from your desktop

3. Click OK

The 118 determination request template can be
located on the HRPP website:
https://vpr.tamu.edu/human-research-protection-

program/toolkit/templates/

Add Attachment

* File to attach:

Name: (if not supplied, the file name will be shown) @

Version number:

* e protocol: @
o + Add

/ Document Category Date Modified Document History

There are no items to display

@

Choose File



https://vpr.tamu.edu/human-research-protection-program/toolkit/templates/
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Saving your work * Attach the protocol: ©
+ Add
1. (ClickSave Document Category E’I?;ﬂed Egé';?e”t
2. Click Continue to navigate to the next page of Bopene| BT e— .
the application Determination(1) rotoco
© Exit | @ Save ontinue &3
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Navigating the IRB
Application

The Page Navigator is located on the left side of the
screen, and it allows the user to switch between the
main pages of the IRB application. The page
currently being viewed will be shown highlighted in
orange.

IMPORTANT! For a 118 Determination Request
application, you only need to complete the following
pages:

1. Basic Study Information
2. Study Funding Sources
3. Study Scope

You DO NOT need to complete the following pages:
1. Local Study Team Members
2. Local Research Locations
3. Local Site Documents.

= [B validate &8 Compa «

You Are Here: =ractions in Children

information Editing: Y2023-0033
e Study Funding Sources o

Local Study Team

Members Maestre Funding Source:

Study Scope

M-Number Project Name Pl Last Name
Local Research There are no items to display
Locations
Local Site O This study has no funding.
Documents O Project not set up in Maestro.

Clear

Additional Infermation or preposal number:




Adding Funding Sources

Complete the Study Funding Source:

Q1 - List any grant proposal or contract
routed via Sponsored Research for this
study. To search for funding in the space
provided, begin typing the Maestro
number, grant sponsor, or the grant Pl full
name (first and last name), a list will
appear with options from which to select.

Q2 - If the project has not yet been set
up in Maestro, or the project is not
pulling in Maestro Funding Source, select
Project not set up in Maestro and
provide additional funding information in
Q3.

= [ validste &f& Compare

Basic Study
nformation

Study Funding
Sources

Local Study Team
Members

Study Scope

Local Research
Locations

Local Site
Documents
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You Are Here: gl Interactions in Children

Editing: STUDY2023-0033

Study Funding Sources e

Maestro Funding Source:

M-Number Project Mame

There are no items to display

(O This study has no funding.
O Project not set up in Maestro.
Clear

Additional Infermation or proposal number:

Upload any relevant Sponsor documentation:

+ Add

Document Category

There are no items to display

Pl Last Nan
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= [ validste &f& Compare « )
You Are Here: gl Interactions in Children
Basic Study .
. . formation Editing: STUDY2023-0033
Adding Fundin -
. g g S o u rc e s Study Funding .

continued Sources Study Funding Sources e

Local Study Team Maestro Funding Source:

1. Complete the Study Funding Source: Members

Study Scope

M-Number Project Mame Pl Last Nan
. . . . . LDcaIIResear{:h There are no items to display
* Q3 -If funding information is not available e
in Maestro Funding Source, provide Local Site O This study has no funding,
i . Documents O Project not set up in Maestro.
sponsor and grant information (e.g., grant Clear

title, m number, sponsor number).

Additional Infermation or proposal number:

* Q4 - Attach a copy of the funding
application, contract, agreement, or
sponsor correspondence (e.g., just in time
notice) for the listed funded sources.

2. Click Save and use the Page Navigator to jump Upload any relevant Spensor documentation:
to the Study Scope page (i.e., click on Study + Add
Scope on the IEft page naVIgatOI‘) Document Category

There are no items to display
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Study Scope

II,‘., TEXAS A&M

UNIVERSITY

1. Complete the Study Scope (Note: these

. . = [ validate &[B Compare <« )
Instructions are OnlM to be used When You Are Here: g Interactions in Children
. . . Basic Study . .
requesting a 118 determination): information Editing: STUDY2023-0033
Study Funding
Sources StUdy SCOpe (2]
1. Ql — Select NO, even if your prOjeCt b?;igtr‘;d? Team * Does this study use food, a dietary supplement, an approved drug or biologic, or an unapproved drug or biclogic? @
involves the use food, a dietary o © es @ Mo Clear
Study Scope
Supplement, an apprOVEd drug or o | * Does the study include the use of a device?
. . 0ca Ressarch O Yes @ No Clear
biologic, or an unapproved drug or ocstons 9 9
bIO|0gIC Local Site

Documents
2. Q2 -Select No, even if your project

includes the use of a device

2. Click Save
3. Click Exit

11
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Submitting the 118
Determination Request

Last updated: 5/22/2023 10:08 AM

Once you click Exit, you will be brought back to the
study workspace.

Next Steps

a Edit Study
Note: Instructions on how to update study

documents prior to submitting to the IRB can be
found on the next slide. @

2.  Click Submit to route the application to the ™ Submit
HRPP/IRB.

1. The Pl can continue to edit the application by
clicking the Edit Study button, until the application
is submitted to the HRPP/IRB.

&+ Assign Pl Proxy
IMPORTANT! Only the PI can submit to the
HRPP/IRB. The Submit button will not be visible in
the study workspace of any other individuals
listed as study personnel.

12
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Changing Study Documents
prior to Submitting to the IRB

Open th m Next Steps
Edit Study

Last updated: 5/22/2023 10:08 AM

1. Click Edit Study
2. Find the pages where documents need to be:
*  Added - click +Add; and/or

Printer Version

*  Updated —click Update * Attach the protocol: © lick dd
For updated documents, the version number @ + Add < Click to A
changes confirming an update was completed.
Document Category - LI
90 Modified  History
[ Update | &) TEMPLATE - Exempt —IRB 512212023  History o

\ protocol .docx(0.01) Protocol

\—

Click to Update

13
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Once your submission is processed by the IRB, you may receive a request for clarifications.
Instructions for how to respond to requests for clarification in Huron can be found here.

14



https://vpr.tamu.edu/wp-content/uploads/2023/06/Clarification-Request.pdf
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