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This PowerPoint will guide you through how to submit a request to rely on an external IRB.

!
7
Important! Before moving forward, reach out to your IRB coordinator to avoid processing delays. Keep in mind
A that the HRPP may not accept all reliance requests.



https://research.tamu.edu/RESEARCH-COMPLIANCE/HUMAN-RESEARCH-PROTECTION-PROGRAM/MY-IRB-CONTACT
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Before getting started:

1. Complete the Request to Rely on External IRB Template located on the HRPP website. This document is the internal application for ceded
review. It supplements the IRB of Record’s or lead site’s protocol and provides a quick reference for Texas A&M’s specific research activities
(i.e., scope of work).

2.  Obtain copies of the approved IRB protocol and the initial approval letter from the reviewing institution. Note that if the study has
undergone continuing review since initial approval, you will be asked to provide a copy of the most recent continuing review approval.

3. Gather all pertinent documents. This includes, but is not limited to, the approved consent document, local recruitment materials, Texas
A&M Investigator scope of work, and grant proposal.



https://research.tamu.edu/wp-content/uploads/2025/10/Template-Request-to-Rely-on-External-IRB.docx
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Reliance Agreement: Important to know!

reliance agreement. This agreement is simply a formal document that lets one institution conducting human

E After you submit your reliance request in Huron, your IRB coordinator will guide you through setting up a
subjects research rely on another qualified IRB for review.

TAMU HRPP uses the SMART IRB national platform to manage these agreements. SMART IRB is a free system
for U.S. institutions with an OHRP-approved FWA, currently used by over 1,100 organizations. Collaborators
should complete joinder agreements for participation. Visit SMART IRB to confirm collaborator membership
and access a walkthrough video on the decision-making process and submitting reliance requests.



https://smartirb.org/
https://smartirb.org/reliance/
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Getting Started | Dastboad | co [MENCCNNMI

1. Navigate to the IRB Workspace g | Submissions | Meetings Reports Library Institutional Profiles Help Center

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

Search

In-Review Active New Information Reports External IRBE
9 Create New Study I
Filter by © v ter text to search
Report New Information Y D Entertextto s ‘
= Add Filer

« Date State Pl First PlLast Coordinatg
Modified Name MName First Name

10 Name
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Basic Study Information Page =
All questions marked with a red asterisk (*) require a response.

Note: This page has branching logic that may cause additional questions and pages to appear
based on your responses.

Question guidance:

* Q1 Title of study. Enter the complete study title.

* Q2 Short title. The short title identifies the study throughout the system, such as in the
Dashboard and in an IRB reviewer's list of submissions to review.

* Q3 Brief description or abstract. Enter a brief description of the study or the study abstract.

* Q4 What kind of study is this? Select multi-site or collaborative study**

You Are Here: ¥ _IRBSub

Creating New: IRB Submission

Basic Study Information e

* Title of study:

* Short title: @

* Brief description: @

* What kind of study is this? @

Single-site stud

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

* Local principal investigator: @
Denise Puga | =

* Which IRB should oversee this study? @
O IRB - Dentistr

O IRB-TAMU CS

* Attach the protocol: @
+ Add

items to displa

**IMPORTANT! If you haven’t yet, contact your IRB coordinator to identify if TAMU is
willing to rely on another institution for IRB review before proceeding with your application.



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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Basic Study Information Page continued o Basic Study
Information
> Basic Site

Question guidance: Information

> External IRE

* Q5 Will an external IRB act as the IRB of record for this study? Select Yes. et

Sources

Additional Local

Selecting Yes will:
Funding Sources

Local Study Team
Members

Additional Pages
v

1. Generate additional pages on the IRB Application that need to be completed
prior to submitting your study to the IRB.

2. Change Question 6 — Question 6 will now ask for the name of the Lead

Investigator. If the lead investigator is not a member of TAMU, leave blank. Local Research
Locations

Study Scope

9 Lead principal investigator: @ > Study-Related
Documents

Local Site
Documents
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™ Basic Study Information e

* Title of study:
Basic Study Information Page continued !
* Short title: @
Question guidance:
* Brief description: ©
* Q7 Local Principal Investigator. For details on who may be listed as Principal Investigator, please visit
the Investigator Manual.
* What kind of study is this? @
@ Multi-site or Collaborative stud
* Q8 Which IRB should oversee this study? |
*  Select which local IRB should oversee the study, Texas A&M University IRB (IRB — TAMU CS) or “ Wil an external RS act 35 the IRB of record for this sty ? @
the Texas A&M College of Dentistry IRB (IRB — Dentistry). S .
Lead principal investigator:
* Q9 Attach the protocol. Upload the Request to Rely on External IRB Template as a Word Document. Mt T
You may access the Request to Rely on External IRB Template from the HRPP website. .
* whl:cP Istjémd oversee this study?

Attach the protocol: @

attached later in the submission.
+ Acd

ﬂ DO NOT ATTACH THE EXTERNAL IRB PROTOCOL IN THIS SECTION. The external IRB protocol will need to be

Document Category

Go to the next slide to learn how to attach the
Request to Rely on External IRB documents.

8

Last modified: 1/29/2024


https://vpr.tamu.edu/wp-content/uploads/2022/09/HRP-103-INVESTIGATOR-MANUAL_9.16.2022.pdf#page=5
https://research.tamu.edu/wp-content/uploads/2025/10/Template-Request-to-Rely-on-External-IRB.docx
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How to attach the Request to
Rely on External IRB Template

Click Add+ under Attach the protocol
Click Choose File to select your desired
document from your desktop

Note: You will be given the opportunity to
create a version number for your file; if one is
not given, Huron will autogenerate one.

3. Click OK

Attach the protocol: @

Add Attachment

* File to attach:

Version number:

Category

Choose File

@

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

Date Modified
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Saving your work

Attach the protocol: @

1. Click Save

+ Add
2. CI'Ck COntinue to naVigate to the next page Of Document  Category = Date Modified Document History
the application There are no items to display

Continue e

10



Navigate 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.

The simplest approach to completing your
submission is to follow the pages in order, answering
the questions and clicking Continue to save your
information and move to the next form. When you
reach the end of the series of forms, click the Save &
Exit button.

Note: To save or exit a page at any time, click on
Save and Exit button in the lower right of the page.
Exit will take you to that submission’s workspace.

= [ validate &[3 Compare

Basic Study
Information

Basic Site
Information

External IRB

Study Funding
Sources

Additional Local
Funding Sources

Local Study Team
Members

Study Scope

Local Research
Locations

Study-Related
Documents

Local Site
Documents
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You Are Here: jig Phase |

Editing: STUDY

Basic Study Information e

* Title of study:

Multi-site or Collaborative study: Phase |

* Short title: @
Phase |

* Brief description: @

This research study is a collaborative effort between Texas A&M
University (TAMU) and a collaborating institution in Texas. Participants
will be recruited from both institutions. TAMU will oversee participant
recruitment and baseline assessments.

* What kind of study is this?
. Multi-site or Coll - - S

O single-site study O Exit B Save Continue e

Clear




B .

Basic Local Site Information

In a few words, summarize Texas A&M’s activities as
a participating site in this multi-site or collaborative
research study. If Texas A&M will be conducting all
portions of the research, type “ALL.” If Texas A&M
will be conducting only certain portions or the
research, include a summary.

For example:

This study includes both adults and children as
research subjects; however, at this site, we will
include only children. Therefore, we will conduct
only those procedures related to children, including
recruiting, consenting, and data collection.

m TEXAS A&M

UNIVERSITY

= [ Validate &[& Compare

Basic Study
Information

Basic Site
Information

External IRB

Study Funding
Sources

Additional Local
Funding Sources

Local Study Team
Members

Study Scope

Local Research
Locations

Study-Related
Documents

Local Site
Documents

«

You Are Here: jig| Phase |

Editing: STUDY2025-

Basic Local Site Information

* Brief description of activities this site will perform: (enter "ALL" if this site will perform all procedures in the protocol) @
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External IRB

= [ validate &fa Compare (<4 You Are H B o |
ou Are ere:- ase
. 1 External IRB: Identify the institution that will serve as the IRB asic Study .
Ql Exterr Y e Editing: STUDY2025-
Basic Site
e Information External IRB
") If the name of the institution does not populate,
' contact your IRB coordinator for assistance. If the site SSmslRS * External IRB: @
) is not in the system, you will not be able to move Study Funding
forward with the submission. Sourees
Additional Local External study ID: @

Funding Sources

* Q2 External study ID: Provide the ID number assigned to the study

by the reviewing IRB (if known). This number may be found in the SR

approval Ietter from the reviewing IRB. ' Specify the reason the study should be reviewed by an external IRB:
Study Scope

* Q3 Specify the reason the study should be reviewed by an Focal Researen

external IRB: Indicate why this site was chosen as the IRB of

record (e.g., home institution of the overall Pl, location of research StudyRelated

activities, federally funded research).
Local Site P

Documents



https://research.tamu.edu/research-compliance/human-research-protection-program/my-irb-contact
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Study Funding Source Page

= [ validate 73 Compare « .
‘You Are Here: - Phase |
R Editing: STUDY2025-
If your study is not externally funded, simply select This Study has no frmtin Study Funding Sources o
funding on question 2 and click Continue to navigate to the next page. e Macstro Funding Source
gtudyFunding
> If your Study is funded: ?Sﬂg:ﬁgas\gucrccc’gs ITAH-:[L!T::rnD . lca‘s'lulrz‘rCJectName Pl Last Name Pl Firg
H . ocal Study Team o I3 study has no Tun: ing
1. Q1 - Listany grant proposal or contract routed via Sponsored Research for Members || 0 ?,t,ﬂtntpf,?t
this study. To search for funding in the space provided, begin typing the Study Scope Clear
Maestro number, grant sponsor, or the grant Pl full name (first and last name), e R Additional Information or proposal number:
a list will appear with options from which to select. ocalions
Study-Re\taled
2. Q2 -Ifthe project has not yet been set up in Maestro, or the project is not Localste
pulling in Maestro Funding Source, select Project not set up in Maestro and
provide additional funding information in Q3. .
Upload any relevant Sponsor documentation:
3. Q3 -If funding information is not available in Maestro Funding Source, + nad
provide sponsor and grant information (e.g., grant title, m number, sponsor Documert Fom— Date Modifed
num be r) . There are no items to display

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

14
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Additional Local Funding Sources

= [ validate &fa Compare « You Are H B Pnase |
. . Ou Are Rere: . ase
Fnter F)nly fllmdmg that dlr.e.ct.ly suprrts thg Texas A&M Basic Study Editing: STUDY2025-
investigator’s research activities and is not tied to the overall study.
Basic Site
Information Additional Local Funding Sources
External IRB

Identify each organization supplying funding for the local site:

Study Funding
Sources

Funding Source Sponsor's Funding 1D
Additional Local - -
Funding Sources There are no items to display

Local Study Team
Members

Study Scope

Local Research
Locations

Study-Related
Documents

Local Site
Documents
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Basic Site
Information
Local Study Team Members External IRB
. . . e e . ) . Study Funding
In this section include the name of individuals that (a) have contact with human subjects, Sources
(b) have access to data that is identifiable, and/or (c) are responsible for the design, T
conduct, or reporting of the research. Funding Sources

Local Study Team
Members

You and all your study team members must log into the new Texas A&M SSO CITI URL.

* Complete this step even if your CITI training is up to date. This step permits your training Study Scope
information to feed into Huron.

Local Research

* IMPORTANT! Your submission will not be delayed if your CITI completion information is not Locations
feeding into Huron. Your IRB coordinator will confirm you have completed the required CITI
training by logging into the CITI website, and they will continue processing your application as Study-Related

Nnenmeante

normal.

If you have not yet complete your CITI training, click here for instructions on how to sign up for the
required training.

Go to the next slide, to learn how to add and
remove study personnel

16



https://urldefense.com/v3/__https:/www.citiprogram.org/portal?site=660__;!!KwNVnqRv!EV5ZaX-sGB1z7J4sRarKIgFF3BPk3PHie8fhLvlU0-s7M92Ow0tqH8zlTDe7q67qoSdHbG9FlSCVgvTonJ_Q$
https://vpr.tamu.edu/human-research-protection-program/required-trainings/human-subject-protection-training-in-citi/
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Adding/removing TAMU

Add Study Team Member

p e rs o n n e I EE:;‘:;:E 8] Compare « vw;frg Here: g IRE sample application (not re. Y 1. * Study team member: @ 9
Information Editing: IRB00000420 Joshua Avila | -
gtutc\,;;,md ng LOCEI ST.'leY Team bers Rg\ue in:ﬁ::r(:;:\j\ae:;eIhatapp\
To add TAMU study team members: e o gremtify-=nch agatfonal person involved in § comasgstr
Study Scope O student Researcher
. Name Roles o ijelcalnn‘tleqn'agwuawrmnms\rawr
1. Click +Add Lot @i | vommera  Dcpsime o
Local Site a
pocuments External team member information: @ E ;_ Observer
| am trying to add study personnel to an IRB protocol, why am | not able to locate — 1 the team member involved in the consent process?
them in the system? @10 o
Some TAMU members (such as undergraduates, visiting scholars, and adjunct/affiliate * Does theteam member have 2 fiancia nerest refsed to s research @ |
professors) need to opt into their information being fed into Huron before they are ~ ~
active in 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
Wl” take 24 hou rs before thEIr |nformat|on |S actlve |n Huron Ide:tify each additional person involved in the design, conduct, or reporting of the research: @
Name Roles nvolved in Consen! E-mail Phone 9
2. Complete the Add study Team Member Sma rtFOrm [& upaz=  Denise Puga Co-Investigator no denisepuga@tamu_edu +1 979 458 5580 [x] |
. Q1 - Type the name of the team member being added or click the ellipsis [...] - 4
. 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
ick X to
Important! All personnel being added needs to complete CITI training and log into the Remove
new Texas A&M SSO CITI URL
To remove study team members:
3. Click the X to the right of the team member.
17

Slide added: 1/29/2024


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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= | valcale g[o Compare «
. You Are Here: g Phase |

Adding External Team Members s ouAre Hore: g Fhas

Information Edltlng: STUDY2025-0647
. . . . . . . Basic Site

This option is only intended for single-site studies Information Local Study Team Members

where data is being collected on behalf of TAMU. For -
External IRB & nae - - .

multi-site studies, Skip this option. Identify each additional person involved in the design, conduct, or re
Study Funding + Add
Sources

Name Roles Financial - Has Interest? In

Additional Local =
Funding Sources here are no items to display
Local Study Team External team member information: @

Members

Study Scope

Description

Local Research
Locations

no items to display

Study-Related
Documents

Local Site
Documents

18
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St u d y S C o p e = P « You Are Here: gig Phase |
Information Editing: STUDY2025-

1. Select the correct answer(s) that apply to your I
Informati

protocol procedures. ormaton Study Scope o

SHemalie * Does this study use food, a dietary supplement, an approved drug or biologic, or an unapproved drug or biologic? @
Study Funding O ves O nNo Clear
Sources

Note: If you select yes to Q1 and/or Q2,

* A - 2
CRT e T Does the study include the use of a device?

o . B O ves O No Clear
additional page(s) will appear on the left AL L SLTees Yes O No Cloar
navigator. You will need to complete these Members |

pages Study Scope

Local Research
Locations

The next 4 slides will cover what information
needs to be provided in the Drugs and Devices
pages. You may skip to Slide 20, if they are not
applicable to your study.

19
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— FL Validate 45:-__5 Compare £
Drugs :
Basic Study
Information
If your study includes the use of food, dietary supplements, an approved drug or biologic, or an unapproved .
drug or biologic, you will be asked to: ggﬂg;"”d‘”g
1. Identify all drugs, biologics, foods and dietary supplements (approved and unapproved) being used in rLfFeilngcm! feam
the study, AND attach the current package insert (e.g., drug label, nutritional label) for each item
listed. Study Scope

Local Research
2. Identify if the study evaluates the use of food, dietary supplements, an approved drug or biologic, or Locations
an unapproved drug or biologic to diagnose, cure, treat, or mitigate a disease or condition under an

Investigational New Drug (IND). HRP 306 Worksheet Drugs and Biologics il
Devices
Local Site
3. If you have an IND number, you will be asked to attach one of the following documents: Documents

*  Sponsor protocol with the IND number
*  Communication from the sponsor with the IND number; or
*  Communication from the FDA with the IND number.
Instructions for entering study drug information

can be found on the next slide.
20



https://vpr.tamu.edu/wp-content/uploads/2021/10/HRP-306-WORKSHEET-Drugs.pdf
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&
. . _ U e Add Drug |
Entering Drug Information = B @omrs & _ Do not use this
Basic Study . . Add Drug Information menu to |dent|fy
nformation Edltlng: STUDY2023'0027
To add StUdy drug(S): : - Select the drug: drug(s).
xterna <
Drugs e
Study Funding g \
1_ |n the Drugs page' Select +Add |n Ql_ FoieE * List all foods, dietary supplements, dif If you gaﬂotfr?dhe drug in the list above, enter its information here
Local Study Team + Add Generic name:
Members
. . Generic Name
2. Type in the generic and brand name of the Study Scope There are no items to display Brand name:
fjrug/blOIOgIC/fOOd prOdUCt/d IeFa ry su pplement Ez:{ qujeath * Does this study evaluate the use of fd
in Q1 of the Add Drug Information smart form. under a FDA IND? If Yes, please provid J
. D O Yes O No Clear : .
IMPORTANT! The drop-down menu is not e ot " Specltythe type:
|Oaded and W|” NOT pOpUIate drug IE;:;::auln?;tjtS Attach files: (such as IND or other information O Biologic
information. The name of the drug must be + Ade O Food Product
entered manually S - O Distary Supplement
. Uacumen Lateqo O Other
There are no items to display Clear
3. Attach any related files (e.g., drug label, Atach files related to th
ey . . ttach files related to this item:
nutrition label) by selecting +Add in Q3 of the
. e + Add
Add Drug Information smart form.
Document Category Date Modified
There are no items to display

4. Ensure all questions in the Add Drug
Information smart form are completed before
selecting OK.

21
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Devi ces E i_'j—q\/ Walidate ﬁj_a Compare {{
Basic Study
Information
If your study includes devices, you will be asked to: Stiydy Funding
Sources
1. Identify all devices being used in your study and attach the device manual/brochure for each Local Study Team
device listed. Members
Study Scope
2. Identify if an Investigational Device Exemption (IDE) is required for your study.
*  You may use the HRP 307 Worksheet Devices to identify if an IDE is required. s
. . . . D
3. IfanIDE is required, you will be asked to attach one of the following: i
a. sponsor protocol with the IDE number; Devices
b. communication from the sponsor with the IDE number; or Lt
c. communication from the FDA with the IDE number. Indicate whether the Documents

device is being submitted under the “Abbreviated IDE requirements” in 21
CFR 812.2(b)

4. ldentify if the study evaluates the safety or effectiveness of a device.
Instructions for entering device information can

be found on the next slide.

22


https://vpr.tamu.edu/wp-content/uploads/2021/10/HRP-307-WORKSHEET-Devices.pdf
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Entering Device Information

TEXAS A&M
AI;‘ | UNIVYERSITY Add Device
= [B validate &8 Compare <« .
. : il Factor A . . Do not use this
To add study device(s): S You fre Here: g Fact Add Device Information dentif
rormation Editing: STUDY2023-0027 (rjnenu to identify
Select the device: evice(s).
. External IRB . < ( )
1. Inthe Devices page, select +Add in Q1 R Devices e
E;Lﬁ-é;mdw * Select each device the study will use] If you cannot find the device in the list above, enter its information here:
Device name:
. . . . Local Study Team + Add
2. Type in the name of the device (avoid using Members - % g [
. . B Device Humanitarian Us
acronyms when possible) in Q1 of Add Device Study Scope There are no tems to display
Information smart form. Llocal Research
Locations * Device exemptions applicable to this
O IDE number Attach files related to this device:
IM PORTANT' Th d d . gz (O Claim of abbreviated IDE (nonsignificant ’isB + add
H ‘ e rOp- own men.u IS nOt Devices \3 E:<5-j‘:-'_fl|'o~| |DE requirements ottt Category Date Modified
|Oaded and W|” NOT pOpUIate dEVICE A = E;jt;'lzphca:% There are no items to display
ocal Site Clear
information. The name Of the dEVice must be Documents Attachments may include a copy of investigator brochure and the product labeling
entered ma nua”y Attach files: (such as IDE or other information
+ Add

3. Attach the device manual by selecting +Add in
Q2 Add Device Information smart form.

23
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"‘F' TEXAS AXM

UNIVERSITY Add Research Location ‘
Ad d n g St u d y Lo cat on = R S “ You Are Here: g Factor A . . Do not use this
R Add Research Location Information ] ;
_ _ _ _ e Editing: STUDY2023-0027 _ menu to identify
Identify research locations where the investigator N Select the research location: your location.
will conduct or oversee the research. If a Site - Local Research Locations e L
. . . . Study Funding ) L . o .
Authonzat]on Ietter IS requn"Ed’ attaCh the Sources T e T T If you cannot find the research location in the list above, enter its information here:
document in the Local Sites Document page (under Local Sudy Team o o g (A Location name 2
Q3 — Other Attachments) . embers —
Study Scope There are no items to display Location address:
. . Local Research Address line 1
To add the location(s) where your research will take Locations
p|ace: Devices Address line 2
|E.':'Ea| Sjte Address line 3
. Jocuments
1. Inthe Local Research Locations page, select
+Add City
State or province
2. Typein the name and address of the research — v
location
IMPORTANT! The drop-down menu is not Country
loaded and will NOT populate location \_ )

information. The name and address of the
research location must be entered manually.

24
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Uploading Study-Related
Documents

Upload documents associated with the overall study.
When uploading your documents, be aware that there
are three separate locations for you to upload your
documents:

Q1 - Consent Forms: Attach the overall study consent
documents approved by the External IRB (e.g., informed
consent document, parent consent document, child
assent form, information sheet).

Q2- Recruitment Materials: Attach the overall study
recruitment materials approved by the External IRB (e.g.,
flyers, recruitment email, verbal recruitment script).

Q3 - Other attachments: Attach the External IRB
approval letter, External IRB protocol, and study
measures (e.g., surveys, scripts, assessments).

= [ validate &a Compare

Basic Study
Information

Basic Site
Information

External IRB

Study Funding
Sources

Additional Local
Funding Sources

Local Study Team
Members

Study Scope

Local Research
Locations

Drugs
Devices

Study-Related
Documents

Local Site
Documents

<«
You Are Here: gl Phase |

Editing: STUDY2025-

Study-Related Documents

Consent form templates: (include an HHS-approved sample consent document, if applicable)
=+ Add

Document Date Modified

There are no items to display

Category Document History

Recruitment material templates: (add templates for all material to be seen or heard by subjects, including ads)
+ Add

Document Category Date Modified Document History

There are no items to display

Other attachments:
=+ Add

Document Category Date Modified Document History

There are no items to display

© suggested attachments:

= Completed checklist of meeting Department of Energy requirements, if applicable
= Other study-related documents not attached on previous forms

25
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Optional: Validating Study
Responses

UNIVERSITY

= [ validate &8 Compare «
. - . I Basic Study - £ Refiesh
You can validate the submission prior to submitting B ifion Exror/Warning Messages (5) et
it to the IRB by clicking Validate. A list of all Basic Sty v
nformation
incomplete items will be revealed. External IRB
External IRB (—]
v i @ MSS Institutional Profile This is a required field; therefore, you must provide the required
gmdf FU:"'IdI-"'Ig information.
ources
Study Funding v
Sources
Local Study Team
[ Local Study Team LV g
Members s —
Study Scope v
Study Scope
Local Research v
Locations
Local Research
Locations Drugs e
@ Drugs This is a required field; therefore, you must provide the required information.
@ s Study Under IND This is a required field; therefore, you must provide the required
D"LIQS information.
Devi Devices (—]
evices

© Devices This is a required field; therefore, you must provide the required information.

@ Device Type This is a required field; therefore, you must provide the required information.

Local Site - v
ocal Site

Documents Documents
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= B valdste &fa Compare <« )
You Are Here: jig) Phase |

Local Site Documents Y Editing: STUDY2025-

Basic Site
. Information Local Site Documents e
Upload any documents that are specific to Texas A&M
External IRB
oo « Consent forms: (include an HHS-approved sample consent document, if applicable) @
only. For example, Texas A&M specific recruitment <y
y Funding + Add
. Sources
SC rl pts . Document Category Date Modified Document History
Additional Local -
Funding Sources There are no items to display
L—ECaLStUU‘Y‘ Team Recruitment materials: (add all material to be seen or heard by subjects, including ads) @
Members
+ Add
Study Scope
Document Category Date Modified Document History
Local Research There are no items to display
Locations
Drugs Other attachments:
+ Add
Devices
Document Category Date Modified Document History

Study-Related

Documents There are no items to display

Local Site © suggested attachments:
Documents

» Completed checklist of meeting Department of Energy requirements, if applicable
= Other site-related documents not attached on previous forms
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Submitting to the IRB

1. After clicking Continue on the Local Site
Documents page, the user will land on the Final

Page. 0

2. Follow the instructions on this page by clicking You have reached the end of the IRE submission form. Read the next steps carafully:
Finish to exit the form. Click Finish to exit the form.

Final Page e

Important! Clicking Finish does not send the Important! To send the submission for review, click Submit on the next page.

submission to the IRB. When the study is ready for
IRB review, the Pl or Pl proxy must submit from the ‘
study record workspace (Slide 25 provides Q © Exit B save
instructions for how to designate a member of the

study team as PI Proxy).
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Before you submit:

After selecting Finish, you will be brought back to the Study
Workspace. This will give you the opportunity to conduct a handful
of tasks before submitting your application to the IRB:

Assign a Pl Proxy (Slide 25)

Assign Department Chair Sign off (Slide 26)
Edit your IRB Application (Slide 27)

Add or update your study documents (Slide 28)

HwnN P

IRE = Student Sucess

Last updated: 6/16/2023 1:.08 PM

Next Steps

Edit Study

Prnnter Version

™ Submit

&+ Assign Primary Contact

i Manage Ancillary Reviews
& Manage Guest List

B Add Related Grant

<4 Correspond with sIRE

> Add Comment

£ Copy Submission

@ Discard

Submissions Meetings Reports Library Help Center

0 Hep

STUDY2023-0039: Student Sucess

IRB office: IRB 1
IRB coordinator:

Principal investigator: Heather Cline
Lead principal investigator:
Submission type:

Primary contact:

Pl proxies:

Pl proxies {Lead site):

Initial Study
Heather Cline

External study 1D:

Pl Department: Vice President For Research

|| Pre-Review I

Requested

Review Complete

Pendi
ndm.g =IRE Post-Review
Review

Required

History Funding Contacts Documents Reviews Snapshots
Filterby @ | Aciivity w | | Enter text to search ﬂ ]
== Add Filter

Activity Author - Activity Date

Study Created Cline, Heather Ann 6/14/2023 9:06 AM
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How to assign a Pl Proxy

Pl proxy(ies) may act on behalf of the Principal
Investigator of the study. Pl proxy(ies) may submit a
study for initial review, modify the study, or submit

(3 https://hrsptamustage2.huronclick.com/IRB/sd/ResourceAdministration/Activity/form? Activity Type = com.webridg

Assign Pl Proxy

for continuing review. The Pl may assign more than Last updated: 5/23/2023 8:38 AM Select One or More Persons
one proxy, but a” prOXies must be ||Sted as team N . an perform Pl responsibilities on your behalf, such as
(L ext Steps .
members within the StUdy. xy:| Filterby | Last -
= ] 1-3
From the IRB Workspace . | — . - ’
here are no items to display ~ Last First Organization

1. CI|Ck ASSign PI Proxy  Submit O Avila Joshua Vice President For Research
2. Select study team member to act as proxy 0 & Assign Pl Proxy O Drake Kelly Vice President For Research

IMPORTANT! Only individuals listed as study & Menage Ancllan Revieus D ety Mawle | Wice Presicent ForResearch

personnel in the IRB application, under Local
Study Team Members, may be assigned as Pl
proxy.
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Submit

Assign Primary Contact

~

&+

How to assign Department Chair o &
° & Manage Ancillary Reviews

sign off =

*

-

Manage Guest List

Add Related Grant

Correspond with sIRB
2 Add Comment

Click Manage Ancillary Reviews €] Copy Submissio

Identify the name of your Department Chair by @ Discard
typing in the person’s name or clicking the

ellipsis [...]
3. Select the Reviewer Type: Department @ | Add Ancillary Review

Identify each organization or person that shouwé
Select Yes for is the response required * Select either an organization or a person as reviewer:

Review Type Org Person Organization:

5. CI'Ck OK There are no items to display

Person:

Review type:

Depariment
Faculty

IEC

Other
Radiation
Safely
Scientific
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Edit your IRB Application

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

To edit your submission before submitting to the IRB
for review, click Edit Study. You will be directed back Next Steps
to your saved IRB Application.

Edit Study

Printer Version
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How to update and remove
study documents

1. Click Edit Study on your study workspace

2. Use the Page Navigator to locate the page of
interest

3. Perform the following functions to edit your
study documents:

*  Update by clicking on the button on the
left side of the item or on the item itself
(if no button appears on the left)

*  Remove items by clicking on the X to the
right of the listed entry.

Click to
Add

* Attach the protocol: @

) . , Date Document
LI L Category  1odified History
@5 IRE IRB E P -
(& upaste protocol.docx(1.01) Protocol 6/15/2023  History ;:’
4

Click to
Update

Click to
Remove
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Submitting to the IRB 0 Q 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 (this option is only visible to the Pl and PI
proxies. If you are not a Pl or Pl Proxy, you will NOT see this

option) Next Steps
IMPORTANT! The Pl or Pl Proxy must click Submit for the
submission to be received by the IRB.
Q - Submit If you are not a Pl or PI
Proxy, you will NOT
3. Click OK see this option)
Go to the next slide to learn
how to assign a Pl Proxy
34
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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.

35
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https://vpr.tamu.edu/human-research-protection-program/huron-knowledge-center/huron-faq/
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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 clarifications in Huron can be found here .
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https://vpr.tamu.edu/wp-content/uploads/2023/06/Clarification-Request.pdf
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