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This PowerPoint will guide you through how to create and submit a modification to an approved
IRB protocol.
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Getting started
Dashboard S s

1. Navigate to the IRB workspace Meetings Reports Library Institutional Profiles Help Center Central Actions
2. Select Submissions tab IRB
3. Select All Submissions tab IRB
4. Note: Filter by allows you to sort through your
studies by name, PI first and last name, and 9 Search @
submission type. e
5 Open your Study by Selecting the folder SymbOI In-Review Active vNew Information Reports External IRB Relying Sites [ All Submissions ]
or the name of the StUdy- [ Filter by @ b w | | Enter text to search m+Add Filter
v Date Pl First PlLast Coordinator
b Name Modified State Name Name First Name
e E TUDY2023-0039 New Study 9.19.2023 ;2;4;2'\?23 Denise  Puga
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Creatlng a mOdIfIcatIon Entered IRB: 12172022 11:25 AM
Initial approval: 12/1/2022

1. Select Create Modification/CR Initial effective: 12/1/2022
Effective: 1292022

Approval end: 11/30/2023
Last updated: 4/6/2023 10:44 AM

Next Steps

View Study

Printer Version

0 Create Modification/CR

Report New Information




KM | TEXAS A&M

ULV R S LT Y

Modification/Update

1. Select Modification/Update***

2. Identify the modification scope (must select at
least one option, or both if applicable):

*  Select Study team member information
to add new study personnel

*  Select Other parts of the study for all
other modifications to the protocol

*** Do not select Modification and Continuing
Review unless you are confident that your study
requires a continuing review. Most minimal risk
studies approved after January 20, 2019 do not
require a continuing review, but still must undergo
an Administrative Check In (instructions on how to
create and submit an Administrative Check In can be
found here). To identify if your study requires a
continuing review or an administrative check in,
please reference your initial approval letter.

Modification [
Continuing Review

«

You Are Here: gl Test = £ _IRBSubmission

Creating New: IRB Submission

Modification / Continuing Review / Study Closure

* What is the purpose of this submission? @
() Continuing Review

@ Modification / Update

odification and Continuing Review
Clear

© To change the PI, choose 'Other parts of the study/site’ scope
Medification scope:

[] Study team member information

[] Other parts of the study



https://vpr.tamu.edu/wp-content/uploads/2022/09/Admin-Check-In.pptxc_.pdf
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How to discard a

modification
1. Once you select Save or Continue on the o g
g . . . . Modification / ..
Modification/Continuing Review page, Continuing Review Editing: MOD00000018 Next Steps
ou will not be able to edit your purpose Modificat . . - .
y ‘ your purp S Modification / Continuing Review / Study Closure o
or scope on this page. -
Modification Details * What is the purpose of this submission? @
Continuing Review ) )

2. |f an InCOFI’ECt response was Chosen fOI’ Modification and Continuing Review

EIther “ What IS the purpose Of thIS © To change the P, choose 'Other parts of the study/site' scope F* Submit

.. ” “ o . ” Modification scope: .
SmeISSIon? or MOd’flcatlon Scope Study team member information ﬁ H’HEIQE " "I’i”’l"' R"'v'i’
H vid ANCliary Reviews
and the form has been saved, then click Other parts of the study :
Exit to leave the submission and select Active Modification For This Study Ml Create Ad Hoc Certifications

QExit B Save Continue

Discard from the study record workspace.
A new Modification/CR request will need
to be created to continue with the
modification request.

2 Add Comment

® Add Private Comment

@ Discard

£ Manage Tags
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m g = = B vateste 88 compare « You Are Here: gig) Test = ggl Modification / Update #7 for S...
Complete the Modification e Editing: MOD00000018
S umma l'y o Summary Modification Information

Modification Details Study enrollment status:

1' Complete the MOdlflcatlon Summary page No subjects have been enrolled to date
Subjects are currently enrolled
Study is permanently closed to enrollmant

All subjects have completed all study-related interventions

ooooo

IMPORTANT! Provide a brief summary of the
modification and a revised copy of your protocol
document. All modifications must be added to the

Collection of private identifiable information is complete

Notification of subjects: (check all that apply)
O Current subjects will be notified of these changes

Wr|tten protocol |t |S not Suff|C|ent to pr0V|de the [J Former subjects will be notified of these changes
mod|f|cat|on |n Qu est|0n 3 The rev|sed protocol @ Attach files: If notifying subjects, add a description of how they will be notified to the Other attachments section of the Local Site Documents page.
must be attached to the Basic Study Information * Summarize the modifications: @

page. If the revised protocol is not provided, the
modification will be returned.

2. Select Save and then Continue

_ , ©@Exit | B Save Continue @




Navigate the IRB Application
to make edits

Once Continue is selected on the Modification
Summary page, you will be brought to the
application to make edits.

1. Use the page navigator on the left side of the
screen to locate any pages that need to be
edited. The page currently being viewed will be
shown highlighted in orange. To view a specific
page, click the desired page on the navigator.

2. Click Save after making any edits to ensure your
work is saved.

3. Once all edits have been made and saved, click
Exit.
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You Are Here:

Basic Study

Information Edltlng 00000047

Study Funding . .
Sources Basic Study Informatione

Local Study Team

Members

* Title of study:
Study Si

udy Scope Study of Individual Differences
Local Research
Locations
Z

Local Site
Documents * Short title: @

Individual Differences

* Brief description: @

This is a brief 10-minute survey to examine individual differences in
college students. 100 participants will be recruited via social media. All
participants will be provided with a consent document prior to being

directed to the online survey.
© 0
* What kind of study is _ .
(O Multi-site or Collaborativ 0‘ Exit B Save Continue e

@ Single-site study
Clear
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= B veicete &6 Compare % EOIUNQg: S1UDYZUZ3-UUZI

Basic Stud: . -
o Information Basic Study Information e Ad?Attachment

How to attach your revised —
p roto c o I - * Title of study: Q Choose File

H':al Study Team Pilot Study to Test the effectiveness of Factal
Members

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

Modifications to approved procedures (e.g., S
participant enrollment, consent process, Locaione " — Version mumber.
recruitment) require that you update your protocol S Factor A
. Documents
document. Attach an updated protocol to the Basic

* Brief description: @

St u d y | nfO rm at on pa ge . This study examines how Factor A improves
students. Students will be asked to completd
how exposure to Factor Aimproves overall 18
will be recruited via posted notice

Navigate to the Basic Study Information page

2. Click Update on Attach the Protocol (this can * What kind of study is this? ©
be e|ther Quest|on 7 or 8) : Multi-site or Collaberative study

Single-site study
~
C

lear

3. Click Choose File and attach your revised
prOtOCOI and then click OK * Will an external IRB act as the IRB

O Yes @ Mo Clear
* Local principal investigator: @

Denise Puga | - | €

* Attach the protocol: @
+ add
Document

g [2? update [| @2 TEMPLATE - Exempt @
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Adding/removing TAMU

i | w Add Study Team Member
p e rs o n n e I :Ea:‘ S‘:;s &8 Compare « vuuﬁfre Here: jg)IRB sample application (not re. y * Study team member: o |
Information Editing: IRB00000420 Joshua Avila | =
ST Local Study Team bers Ro\ue in research: (check all mat zpply
Principal Inveshgator
To add TAMU study team members: mampers " o ety epch sgatfonai person invoived i § SO
Study Scope [m} S'Tcer Researcher
. . Name Roles E 2f;inn‘ena§ha\rfdl‘u'HS\rawr
1. Click +Add hi @ e | Derruge Pl o i
Eﬁ:alS\(e o E
eumens External team member information: @
| am trying to add study personnel to an IRB protocol, why am | not able to locate them in - .
the system? TETE *.Isvle)';aoleir? gnpeﬁr'r|barmvulved in the consent process?
el . - There are no items to display o Leat
Some TAMU members (such as undergraduates, visiting scholars, and adjunct/affiliate .
. .. . . . . . * Does the team member have a financial interest related to this research?
professors) need to opt into their information being fed into Huron before they are active in O Ve @ No Clear | | |
the system. If you are not able to locate a member of your research team, have that individual . .

visit the following website: https://raes.dor.tamu.edu. Note: It will take 24 hours before their
information is active in Huron.

Identify each additional person involved in the design, conduct, or reporting of the research: @

+ add

2. Complete the Add Study Team Member smart Form e Roles e — Emai Fnone 9

hd Ql - Type the name of the team member being added or click the euipSiS [] [@ upasie  Denise Puga Co-Investigator no denisepuga@tamu edu +1979 458 5590 o |

. Q2 - Identify the role of the team member _ A

. Q3 - Identify if the team member will be involved in collecting consent.

. Q4 - Identify if the team member has a conflict of interest.
Important! All personnel being added must have completed CITI training and log into the new Texas Click X to
A&M SSO CITI URL

Remove
To remove study team members:
3. Click the X to the right of the team member.
10
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https://raes.dor.tamu.edu/
https://urldefense.com/v3/__https:/www.citiprogram.org/portal?site=660__;!!KwNVnqRv!EV5ZaX-sGB1z7J4sRarKIgFF3BPk3PHie8fhLvlU0-s7M92Ow0tqH8zlTDe7q67qoSdHbG9FlSCVgvTonJ_Q$
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How to attach new or
revised study documents

If you need to add a new or revised study document
in response to a clarification requested:

1. Navigate to the Local Site Document page

2. Select +Add to attach a new study document or
Update to attach a revised study document. It is
important that you select the correct option to
ensure good document management.

3. Click Save, then Exit to navigate back to the
study Workspace.

= B vadate. 818 Compare « You Are Here: g Factor A
Basic Study ..
information Editing: STUDY2023-0027
Study Funding .
Sources Local Site Documents e

Local Study Team

Members Consent forms: (include an HHS-approved s

+ ndd

Study Scope
Docurnent

Local Research _
Locations 9 &7 update | | @5 Study Consent (1)

o Local Site
Documents Recruitment materials: (add all material to

=+ Add
Document

[ update | M Flyer(1)

QOther attachments:
+ ndd

Docurnent

@ Update m = SLIr'.-'E':,' (1)

11
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Submitting your modification to the IRB o
Q Exit | B Save

Once you have finished editing the IRB application
and saved all your edits:

1. Select Exit to be directed to the IRB Workspace

) . Last updated: 5/22/2023 10:08 AM
2. Click Submit

Next Steps
IMPORTANT! The Pl or Pl Proxy must click

Submit for the submission to be received by
the IRB.
3. Click OK
g ™ Submit

12
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Visit the FAQ webpage

Please take a moment to visit the frequently asked questions webpage Huron FAQ — Division of Research
(tamu.edu) to learn more about Huron functionality.
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https://vpr.tamu.edu/human-research-protection-program/huron-knowledge-center/huron-faq/
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