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This PowerPoint provides guidance for maintaining study records when an
External IRB serves as the IRB of Record.
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Getting started

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. @
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. [ Fiterby @ | 1D w | | Enter text to search n]+Add Filter
¥ Date PIFirst PlLast Coordinator
o Name Modified State Name Name First Name
e s $TUDY2023-0034 New Study 9.19.2023 ;2{_1:]]4;'2\‘?23 Denise  Puga
3

Last modified: 12/14/2023
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How would you like to proceed?

Please read carefully over the following list and select the option that is best for you:

1. Provide the Texas A&M IRB with changes that have been approved by the IRB of Record, including updates to the IRB protocol, master templates, and
funding source. Please continue to the next slide.

Important: Changes to study procedures or master templates must be approve by the IRB of Record before submission to the Texas A&M IRB, and
documentation of that approval must be provided.

2. Inform the Texas A&M IRB of local changes that occur at the Texas A&M site, including updates to study personnel and revisions to local recruitment
materials. Please click here to be directed to slide 11.
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Entered IRB:  3/13/2024 12:03 PM

Creating a modification Initial approval 4/15/2021
Initial effective: 4/15/2021

1. Select Update Study Details Effective: 4115/2021
Approval end: 4/14/2026

Last updated: 2/13/2026 1:00 AM

Next Steps

o Use this feature only if you are
reporting changes that have

— been approved by the IRB of o foreion

Record.

View Site

Create Site Modification

0 Update Study Details

Report New Information
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Study Update Information 4
. . - « You Are Here: > :# _IRBSubmission
1. Summarize the updates: Describe the S e Creating New: IRB Submission
changes to the IRB-approved protocol or
master templates that were reviewed and
approved by the IRB of Record, including
affected documents, sections revised, and o * Summarize the updates:

confirmation of approval.

Study Update Information

2. Click Save

3. Click Continue
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Navigate the IRB Application to
make edits

After selecting Continue on the Study Update
Information page, you will be taken 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.

= [ Validate &8 Compare

Basic Study
Information

External IRB

Study Funding
Sources

Study Scope
Devices

Study-Related
Documents

«

You Are Here:

Editing: IRB00003985

Basic Study Information @

* Title of study:

* Short title: @
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Basic Study Information

If the IRB of Record approved changes to the IRB
protocol, please attach the most recently approved
IRB protocol that incorporates all approved
revisions.

How to attach the most recently approved IRB
protocol:

1. Click Update in Question 8, “Attach the
Protocol,” and attach the revised IRB protocol.

2. Click Save

3. Click Continue

Basic Study
Information

External IRB

Study Funding
Sources

Study Scope
Devices

Study-Related
Documents

Multi-site or Collaborative study

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

Lead principal investigator: @

* Which IRB should oversee this study? @
IRB - Dentistry

IRB - TAMU CS
Clear

Attach the protocol: @

=+ Add
Date Document
ek Category nyodified  History
@S 2. PROTOCOL
REVISION IRB .
(2 update Protoce] /512024 History [x)
O Exit B Save Continue @)
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How to attach documents

Please attach all documents that were reviewed and
approved by the external IRB as part of the
modification being reported to the Texas A&M IRB.
This includes newly approved and/or revised
documents, and the external IRB’s approval letter
confirming approval.

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. Once you have finished uploading all your
documents, click Save and then Exit.

Basic Site
Information

Additional Local
Funding Sources

Local Study Team
Members

Local Research
Locations

Editing: IRBO0003985

4 Go to forms menu

Local Site Documents @

Qrms: (include an HHS-approved sample consent document, if applicable) @
9 + Add
Local Site
Documents

Document Categor Dl Document
9 Modified  History
@ Final Consent )
[Z Update (2).d0c(0.01) Form 8/5/2024 History o

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

~+ Add
Document Category V\Dnitdeified agigrr;em
[ Update Aevertsement Recrulment  a/6/2024  History o
Other attachments:
+ Add
pocument Category Modifisd Eﬁl‘iﬁfﬂem
& update IRB Approval.pdf(0.01) E’;ﬁ;’;i!sdzme 8/5/2024 History @
O Exit B Save Continue @)
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Important final step:

Email your IRB coordinator to notify them that you are reporting new changes to an externally
approved IRB protocol. IRB Coordinators are assigned to specific colleges or units, please
consult this list to determine the liaison for your department.

Please include the following information in your email:
« Principal Investigator (Pl) name

e  Study number

«  Study title

If this step is not completed, the Texas A&M IRB will not be notified of the changes being
submitted.

10



https://research.tamu.edu/research-compliance/human-research-protection-program/my-irb-contact/?_gl=1*1dzy8dz*_ga*MTQ4NjM1MTUxLjE3NTUxODI5MDQ.*_ga_32NM57WP6K*czE3NjAzNjUxNzUkbzEkZzEkdDE3NjAzNjU4MDkkajU2JGwwJGgw
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Creating a modification
Entered IRB:  3/13/2024 12:03 PM

1. Select Create Site Modification Initial approval- 4/15/2021
Initial effective: 4/15/2021

Effective: 4/15/2021
Approval end: 4/14/2026
Last updated: 2/13/2026 1:00 AM

Next Steps

View Site

Printer Version

0 Create Site Modification

Update Study Details

Report New Information

11
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Modification/Update

Modification / . ..
1. Select Modification/Update Continuing Review Creating New: IRB Submission
2. Select both Study team member Modification
information AND Other parts of the * What is the purpose of this submission? @
study. @ Modification / Update

Clear

0 To change the PI, choose "Other parts of the study/site' scope
Modification scope:
Study team and research location information
Other parts of the site

12
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= [B Validate &[B Compare <« _ )
o e . You Are Here: gig) Test = ggl Modification / Update #7 for S...
Complete the Modification postcion Editing: MOD00000OIS
Summar E—
y o gﬁfm Modification Information

Modification Details Study enroliment status:

Mo subjects have been enrolled to date

1. Complete the Modification Summary
page:

Subjects are currently enrolled
Study is permanently closed to enrollmant
All subjects have completed all study-related interventions

ooooo

Collection of private identifiable information is complete

Q1 - Indicate the study enrollment status

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

Q2 - Indicate whether study participants
need to be notified of the changes being
submitted, if applicable. If not applicable,
skip question.

@ 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.

* Summarize the modifications: @

Q3 - Provide a summary of the local
changes that occur at the Texas A&M site

. " Exit Conti
2. Select Save and then Continue © Exi ontinue @

13




TEXAS A&M

RN vy S LT Ye

Navigate the IRB Application to
make edits A | TExAg

= [R validate &8 Com &«

. . .. . You Are Here: jig
After selecting Continue on the Modification o Basic Site . ,
rmation == P A101N0 0. LREBHE0SS ]
Summary page, you will be taken to the application o
itional Local
to make edits. Please note that only Local pages will Funding Sources Basic Local Site Informatio
be accessible. e b * Local principal investigator: @
Local Research
Locations
1. Use the page na\“gator on the Ieft S|de of the et i * Brief description of activities this site will perform: (enter "ALL" if this site will perform all procedures in the protocol) @

Documents

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.

14
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Adding study personnel requires two steps:
Step 1: Add the individual to the Local Study Team Members page (see next slide).
Step 2: Provide information about the individual’s:

. Study role and delegated duties, and
. Qualifications to perform those duties

How to complete Step 2:

If you completed the Request to Rely on External IRB Template:

. Update the template to include the required personnel information (see the table in Section 1: Study Personnel). Attach the updated

template to Question 3 on the Local Site Documents page (see Slide 17 for instruction on how to attach new or revised study documents) .

. If you did not complete the Request to Rely on External IRB Template:

Use the Supplemental Resource: Study Personnel . Once completed, attach the table to Question 3 on the Local Site Documents page

(see Slide 17 for instruction on how to attach the document on how to attach new or revised study documents) .

15
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KM | TEXAS A&M

RN vy S LT Ye

Local Study Team Members

TEXAS A&¢M
".‘I!Ti | UNIVERSITY Add Study Team Member

= alidate 8]& Compare «
To add Texas A&M studv team mem bers: — You Are Here: jigiIRB sample application (not re.. * Study team member: @ 9
|”1::’FI1\E|U[-’\.‘ Edltlng IRB00000420 Ly Joshua Avila | - | @
1. C|ICk +Add glg'f!:;;-lml " Local Study Team M Role inﬁresearch: (check all that apply
Local Study Team o ﬁ (;ro‘::eas:i;;;rgan
e | am trying to add study personnel to an IRB protocol, why am | not able to locate Hembers e Research Staft
. Study Scope o O sStudent Researcher
them in the system? e ‘ Name O Department Chair/Administrator
Some TAMU members (such as undergraduates, visiting scholars, and hcalliisssae = o s
adjunct/affiliate professors) need to opt into their information being fed into e — s
Huron before they are active in the system. If you are not able to locate a member Rt ) _ o s
External team member information: 0 0oL

of your research team, have that individual visit the following

website: https://raes.dor.tamu.edu. Note: It will take 24 hours before their + + Is he team member involved In the consant process?
information is active in Huron. Tfl;:m e ® Yes O No Clear
2. Complete the Add Study Team Member smart Form ‘Ejnsae:gleht:e:ﬁember have a financial interest related to this research? @
. Q1 - Type the name of the team member being added or click the ellipsis [...]
. Q2 - Identify the role of the team member
. Q3 - Identify if the team member will be involved in collecting consent.
. Q4 - Identify if the team member has a conflict of interest.
Click X to
Important! All personnel being added must have completed CITI training. Instructions for Remove study
how to complete CITI training may be found on the HRPP website.
personnel
To remove Texas A&M study team members :
9 Identify each additional person involved in the design, conduct, or reporting of the research: @
3' CIiCk the X to the right Of the team member' - Name Roles nvolved in Consent E-mail Phene
[& Updste | Denise Puga Co-Investigator no denisepuga@tamu_edu +1 079 458 5590 o

16
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How to attach new or revised
study documents

If you need to add a new or revised study document:
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

Basic Site
Information

Additional Local
Funding Sources

Local Study Team
Members

Local Research
Locations

Local Site
Documents

Editing: IRBO0003985

4 Go to forms menu

Local Site Documents @

Qrms: (include an HHS-approved sample consent document, if applicable) @
9 + Add

Document Categor Dl Document
9 Modified  History
@ Final Consent )
[Z Update (2).d0c(0.01) Form 8/5/2024 History o

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

~+ Add
Date Document
D Critzyey Modified  History
Advertisement :
[ Update Recrulment  a/6/2024  History o
Other attachments:
+ Add
Date Document
D! G Medified History
[& Update IRB Approval.pdf(0.01) Extemal IRB 8/5/2024 History @

6spondence

Continue e




KM | TEXAS A&M

RN vy S LT Ye

Submitting your changes to the IRB

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

1. Select Exit to be directed to the IRB Workspace
2. Click Submit

IMPORTANT! The Pl or Pl Proxy must click
Submit for the submission to be received by
the IRB.

3. Click OK

Entered IRB: 3/3/2026 12:31 PM
Last updated: 3/3/2026 12:31 PM

Next Steps

Edit Modification

Printer Version

# Submit

& Manage Ancillary Reviews
« Correspond with sIRB
¢ Add Comment

@ Discard
18
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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.

19



https://vpr.tamu.edu/human-research-protection-program/huron-knowledge-center/huron-faq/
https://vpr.tamu.edu/human-research-protection-program/huron-knowledge-center/huron-faq/
https://vpr.tamu.edu/human-research-protection-program/huron-knowledge-center/huron-faq/
https://vpr.tamu.edu/human-research-protection-program/huron-knowledge-center/huron-faq/
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