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The Institutional Review Board




The Human Research Protection

Program

VP for Research

Responsible for overseeing all aspects of USU's Human Subjects
Research portfolio & ensuring appropriate access to resources for a
well-functioning Human Research Protection Program (HRPP)

Human Research Protections The IRB

Ofﬁ ce Reviews all proposed human subjects research at

Manages the day-to-day aspects of implementing Utah State University according to:

and overseeing the HRPP, including: « Established ethical standards,

* Policies & procedures, and

* Researcher training s :
* Best practices

* Coordination with COlI, IBC, ICOI, SPO
processes

* Receiving complaints, concerns, and
questions from research participants

Researchers

Responsible for carrying out and overseeing
research with human participants in a manner that:

* Complies with the terms of IRB's review,

* Ensures adequate resources and training for
the safe conduct of the research, and

» Takes proactive steps to ensure the health,
safety, and well-being of research participants



Utah State University IRB Review
SIELLET S

Utah State University’s Institutional Review Board
conducts its reviews according to two prevailing ethical

standards:

The Belmont Report 45 C.F.R. 46 (The Common

Rule)

Subpart A: General Review
standards

Subparts C, D: Vulnerable
Population Requirements

Respect for Persons

Justice
Beneficence




The Pre-Review Phase

Study Personnel

USU Personnel

Please enter all o USU study personnel to the list below by clicking "Add Info" or "Add a Line." You may double check that they have completed CITI

training at this link; unless this is a Non-Human Subjects Research Determination, do not submit your protocol until all staff are CITI trained.

® Columns + Add Line

USU PERSONNEL NAME SURESEARCHERROLE =  USU PERSONNEL EMAIL = USUDEPART = e

Vouvalis, Nicole Principal Investigator nicole.vouvalis@usu.edu 1/24/2028

Sisneros-Kidd, Abigail Maryn USU Co-Investigator abby.sisneroskidd@usu.edu Institutional Review Board

Does this project involve a Non-USU Investigator?

() Yes




The Pre-Review Phase

Informed Consent Form
Study Title: Justice in IRB Reviews Under DEI Bans
Principal Investigator: Nicole Vouvalis

Institution: Utah State University

Introduction

You are invited to participateina1

Page 1 of 1
process that federally mandates ir Protocol #
survey should take approximately ,I‘\ IRB Exemption Date
i Consent Document Expires:
more about how IRBs are meeting ﬁ\] k F \L A l‘\( H ynsent Document Expires

p fdﬂ 1 UtahStateUr Sity

Study Procedures

Inform

If you agree to participate, you wil

1. Complete a brief survey re Justice in IRB Reviews Under DEI Bans

making or have made to cc
2. Indicate whether you woul
a second survey to list CONuuct wuvr iunens vo roverve v oo

You are invited to participate ...

Risks and Discomforts

The risks involved in this study are minimal. You may experience mild fatigue or emotional
discomfort from participating in the activities. If you feel uncomfortable at any time, you may
take a break or stop participating. All questions have a “prefer not to respond” option, and so
you may functionally skip any question by making that selection. |




The Pre-Review Phase

. Funding Principal Investigator does not match protocol
Principal Investigator

. Principal Investigator has an expired protocol that was not
renewed or closed in a timely manner

. A student thesis or dissertation is marked, but no evidence
of committee approval or agreement has been provided

. A Non-USU Researcher will work on this project, but they
have not provided CITI Training

. Another researcher has initialed the Conflicts and
Assurances section’s requirements, but the Pl must review
and agree to those terms




Basic Information

Principal Investigator

Vouvalis, Nicole €

Department

Institutional Review Board )

Protocol Title

@

Justice Considerations in IRE Review under DEI Bans

Please select your anticipated start date for this research, taking care to allow ample time for IRB review.

9 March 12,2025

Is this research externally funded?

O Yes

No

() There is internal funding (e.qg. Office of Research Seed Grant; College funding; AES) for this project
(") There is external funding that did not move through Sponsored Programs

() This research is funded by the Center for Growth and Opportunity

Will this project be used, in part or whole, for a thesis or dissertation project?

O Yes

No

Please indicate what type of review or action you are requesting. When you make a selection, more information about the type of revie

(O Non-Human Subjects Research Determination
() Exempt Review

() Expedited or Convened IRB Review

(O Reliance on Another IRB's Review

(@ |am uncertain. and would like the IRB to cateaorize mv submission abprooriatelv

Initiating the
Review Process

Two Regulatory
Considerations:

External Funding

Review Type




Do | Need IRB Review? Training v  Get Started Informed Consent Procedures Reliance 118 Determination

Revised Exemption Categories

"Exempt Review” is the “lowest” of the three levels of review available for human subjects research. It does not mean
that it is exempt altogether from IRB review, but rather, that the project is exempt from many of the requirements that
the IRB must meet for the approval of Expedited and Full Board submissions. Below, you will find detailed information
about the exemption categories available at Utah State University. Please select the exemption you are interested in
learning more about. Exemption categories can be combined within a research project, but for a project to be
Exempt, all aspects of the project must fall within one (or more) of the exemption categories. As a reminder, no
research project that is greater than minimal risk can be reviewed as Exempt.

Exemption 1: Educational Research

Exemption 2: Interviews, Surveys, Public Observations, and Educational Tests
Exemption 3: Benign Behavioral Interventions (Former Public Officials Exemption)
Exemption 4: Secondary Data Use

Exemption 5: Federal Demonstration Projects

Exemption 6: Taste & Food Quality/Consumer Acceptance Studies

Summary
of 45 CFR
46.101:
Categories
of

Exemption

Available at irb.usu.edu/basics

.




Study Personnel

USU Personnel

u . L
Please enter all of your USU study personnel to the list below by clicking "Add Info" or "Add a Line." You may double check that they have completed
CITI training at this link; unless this is a Non-Human Subjects Research Determination, do not submit your protocol until all staff are CITI trained.

USU PERSONNEL NAME T USU RESEARCHER ROLE
Va ] Vouvalis, Nicole Principal Investigator
7 (] Sisneros-Kidd, Abigail Maryn USU Co-Investigator

Does this project involve a Non-USU Invest

USU PERSONNEL EMAIL

nicole.vouvalis@usu.edu

abby.sisneroskidd@usu.edu

© Columns + AddLine

e — = CITITR

S Review Process
Institutional Review Board 1/24/2
Institutional Review Board N/A

1?\ Yes

O No

Select all of the activities your Non-USU colleagues will engage in. Only researchers who meet the definition of an "investigator” need to be

listed on your protocol. The activities listed below are activities that make an individual an "investigator.”

Two Regulatory
onsiderations:

Interaction or intervention (including online intervention) with living people participating in this study

Obtain, study, analyze, or interpret identifiable information about participants in this study

Actively recruit participants into this study

External Researcher

Obtain informed consent under this study (this includes being a resource to answer questions for potential participants about the study) l \ re e I I I e l l tS

O

Interface with the IRB regarding this study

Other

O

[CJ None of the above

Non-USU Personnel

Enter all of your external study personnel to the list below by clicking "Add Info" or "Add a Line."

Appropriate Training




Project Overview

Provide an overview (or a brief abstract) for this study. The overview/abstract must include at least the following information:
1. The purpose of the study
2. The research questions, hypotheses, or themes this study will explore. u s a n c e o e
3. The "gap" or "problem" relevant to the discipline that this study will address.

4. How the study design will generate the information needed to address the research questions, hypotheses, or themes identified above.

. Review

1. The purpose of this study is to determine in which ways local perception of the UN affacts the success of their peacekeeping missions.

2. The research questions will explore any interaction they've had with UN peacekeepers, either directly or indirectly. It will ask about the frequency of these
interactions, experience in these interactions, what they believe the purpose of the mission is, if they believe the DRC can achieve long term stability, if
they would like to see more or less involvement from the UN, etc. The hypothesis of the study is that the better a local perception is, the more succassful
the mission is. Because the UN has been in the DRC for over a decade and is in the process of withdrawal despite the ongoing conflict, this creates
unique circumstances and perceplions. This survey will explore if more interaction with peacekeepers improves the perception of the UN and the mission.

45 CFR 46.111(a):
L L}
3. The "gap" is that we dont know how important local perception of the UN is in regards to the success of their missions.
4. This study will generate real life experiences and per between keepers and the locals in the communities that they are serving in. It will give (13
new real-world insight that cant be gathered by research information that is already provided online. This will ultimately contribute to either confirming or n O r e r O a p p rove re S e a rC
disproving my hypothesis.
covered by this policy, the IRB shall
Upload a proposal here. Proposals are required for all Expedited and Convened IRB protocols, and for some Exempt protocols. If this study:
. .
T —— determine that all of the followin
« has been proposed to an external funding source; I WI g
- is a dissertation/thesis project; or
. . .
requirements are satisfied...
this protocol matches that project.
1) Risks t bject minimized
A proposal should, at a minimum, cover the following topics: background/literature review, research questions, target population (including a justificati r ( ) I S S O S u J e C S a re I n I I Ze

use of a vulnerable population, if applicable), methods/procedures, data handling, limitations, ana

2]

Sans Serif ¢ Normal s = B IS U A K

« has been funded internally

You must provide the proposal that you submitted via that process, rather than a modified one for IRB purposes. The IRB is required to ensure that

sis plans, and relevant appendices or r al

very difficult to communicate these items to a reviewer in fewer than three pages.

.
‘ailure to address these items sufficiently may result in your protocol being b u S I n ro Ce d u re S th at a re
returned by the reviewer for their inability to make required findings

POLS 4990 Design .pdf Q Replace

consistent with sound research
H 7
o design
Will any portion of this project be completed outside of the United States or in another jurisdiction that is sovereign, such as a

territory or sovereign indigenous lands?

® Yes

O No

Specify each country, territory, or distinct cultural location where this research project will take place.

Please be specific - Canada, for example, has laws that are variable between provinces, so if you know that your research will take place entirely within Alberta,

please say Alberta, Canada.

Cormn Cnuié & [ - = B T & a1 A W = = a



Substance of the Review: Sound
Scientific Design

Does the proposal
clearly demonstrate
knowledge of the
current state of this
field?

Has the research team
provided adequate
background
information about the
currently-proposed
research, with
appropriate
references?

Are the research
questions or
hypotheses clearly
stated and
reasonable in light
of the background
provided?

If the study team
anticipates null
hypotheses, is there
scientific benefit that
outweighs risks to
participants?

Is the research
methodology clear
and soundly
designed?

Does the proposed
methodology permit
the hypotheses or
research questions
to be addressed?

Does the proposed
study move some
aspect of this field
forward?




Project Overview

Provide an overview (or a brief abstract) for this study. The overview/abstract must include at least the following information:

1. The purpose of the study
2. The research questions, hypotheses, or themes this study will explore. u s a n ‘ e o e
3. The "gap" or "problem" r ant to the discipline that this study will address.

4. How the study design will generate the information needed to address the research questions, hypotheses, or themes identified above.

L
Sans Serif ¢ Normal ¢ = B IS U A K EE 9 ev‘ew

1. The purpose of this study is to determine in which ways local perception of the UN affacts the success of their peacekeeping missions.
2. The research questions will explore any interaction they've had with UN peacekeepers, either directly or indirectly. It will ask about the frequency of these
interactions, experience in these interactions, what they believe the purpose of the mission is, if they believe the DRC can achieve long term stability, if

they would like to see more or less involvement from the UN, etc. The hypothesis of the study is that the better a local perception is, the more succassful 45 C F R 46 3 1 03(d) "

the mission is. Because the UN has been in the DRC for over a decade and is in the process of withdrawal despite the ongoing conflict, this creates

unique circumstances and perceplions. This survey will explore if more interaction with peacekeepers improves the perception of the UN and the mission. & 1fi 1 1 1 1

The "gap" is that we dont know how important local perception of the UN is in regards to the success of their missions. Certlflcatlon IS req u I red When the researCh IS

This study will generate real life experiences and per between keepers and the locals in the communities that they are serving in. It will givg S u p po rted by a Fed e ral d e pa rtme nt O r ag e N Cy a N d

naw real-world insight that cant be gathered by research information that is already provided online. This will ultimately contribute to either confirming or B .

disproving my hypothesis. not otherwise waived or exempted. ... For such

research, institutions shall certify that each

Upload a proposal here. Proposals are required for all Expedited and Convened IRB protocols, and for some Exempt protocols. If this study: pro posed resea rCh Study Cove red by the assu rance
« is any review type other than exempt; . . .
o oem peopossd o e extecaa fonding sowes and this section has been reviewed and approved
18 dissetation fhesia prjec; or by the IRB. Such certification must be submitted as

You must provide the proposal that you submitted via that process, rather than a modified one for IRB purposes. The IRB is required to ensure that preSCri bed by the Federal department Or age nCy
this protocol matches that project. Q ”
: : component supporting the research.

45 CFR 46.101(f) — (i):
use of a vulnerable population, if applicable), methods/procedures, data handling, limitations, analysis plans, and relevant appendices or references. It i eral . =

ramed by the v o he by ok gt g, ey e poocche “When research takes place in foreign countries,
procedures normally followed in the foreign
countries to protect human subjects may differ from
those set forth in this policy. In these

::.llrl.::‘r”:::::'::r. u'nli:“::]riuj:-:,:fI:::;g:ucd outside of the United States or in another jurisdiction that is sovereign, such as a Circumsta.ncles_ h the depa.rtment ) - may a.pp.rove

T the substitution of the foreign procedures in lieu of

N the procedural requirements provided in this

e policy... provided the alternative procedures are
consistent with the Belmont Report.”

@

> w

A proposal should, at a minimum, cover the following topics: background/literature review, research questions, target population (including a justification for th|

POLS 4990 Design .pdf { Replace

Specify each country, territory, or distinct cultural location where this research project will take place.

Please be specific - Canada, for example, has laws that are variable between provinces, so if you know that your research will take place entirely within Alberta,

ples y Alberta, Canada.




Study Participants

A participant is a living individual about whom an investigator conducting research obtains: S u b s t a n c e of t h e

1) data or specimens through intervention or interaction with the individual: or

2) identifiable private information or specimens.

L
All participants must be described in this section. ev I ew — u y
! ’ : Human Research Protections Office ¢

Participants

45 CFR 46 requires the following
POPULATION DESCRIPTION = INCLUSION CRITERIA = EXCLUSION CRITERIA - POPULATION NUMBERS = S With regard to stUdy partiCipantS:

9vertheageof18,\vorking ced EqUitable SeleCtion Of SUbjeCtS =
/ i :srit::::::::’fze::;:s ;:te%’:;inorf E;:z r;z:earch ::neyzgz:or: fo?sf:’:err fhal: 75 1 1 1 (a)(3)
Assessment of whether subjects
are already undergoing procedures
for diagnostic or treatment
purposes which might address RQs
— 1M1.(a)(1)(ii)
“particular cognizance” wrt subjects
How many participants do you anticipate will begin this study?  How many participants do you anticipate will complete th Who are Vulnerable to coercion or

o = undue influence — 111(a)(3)

“additional safeguards” for
Will the research team offer compensation to any of the participants? partici pan ts vulnerable to coercion

O Yes

Below, add a row for each distinct population that will be involved in your study. Select "+Add Line" (or "+Add Info") to add a
individual row, and complete the information requested for each distincet population. You can add as many distinet populatior

will be involved in your study.

© Columns + A

Describe the study team's existing relationship to the participants who are targeted for recruitment into this study.

Sans Serif $ Normal s = B I s U A & == ?®

100

@® No



Study Participants

A participant is a living individual about whom an investigator conducting research obtains: S u b s t a n c e of t h e
1) data or specimens through intervention or interaction with the individual: or

2) identifiable private information or specimens.

All participants must be described in this section.

Human Resec

Below, add a row for each distinet population that will be involved in your study. Select "+Add Line" (or "+Add Info") to add a
individual row, and complete the information requested for each distincet population. You can add as many distinet populatior

will be involved in your study.

POPULATION DESCRIPTION =  INCLUSION CRITERIA —

Over the age of 18, working

in a human research
N - IRB or Human Research 4
/ o protection or IRB or research

Protection professionals 4 2
compliance office in the

United States

Describe the study team's existing relationship to the participants who are targeted for rec

¥ Review - Study

Participants

e 45 CFR 46 permits screening
e prior to informed consent where:
epston o v oan 75 “an investigator will obtain

information for the purpose
of screening, recruiting, or

Sans Serif $ Normal s = B I s U A A

No existing relationship

How many participants do you anticipate will begin this study?

100

determining the eligibility of
prospective subjects without
informed consent.”

How ticipants do you anticipate will complete th

20

Separately: we are looking for

Will the research team offer compensation to any of the participants? C n S i St n Cy '

Compensation is any item of value given in exchange for the participant’s time or effort with your study procedures.

O Yes

@® No




Study Procedures

Provide a complete, step-by-step description of the study procedures. S u b s t a n c e of t h e

This field should detail everything from the point of obtaining informed consent to the end of the study.

|
Bttt + Mema s = BIGU AN EZ & ReVIew et

Step One:

. Procedures
45 CFR 46 requires the following with

regard to study procedures:

Risks to subjects are minimized by
© coums | |+ Adatin using procedures that are consistent
PARTICIPANTS COMPLETE STUDY COMPLETE Wlth Sound researCh deSIQn e 1 1 1 (a)(1 )
Vs [ ] December 6, 2025 December 9, 2025 RiSkS tO SU bjeCtS are minimized by
using procedures already being
\\"?l'fll: [flti"ivls%ll'cj \\.'i-”vllt.}ullilfllvlflll:llsul‘c participant privacy during the study? Consider procedures from recruitment through the end of the pe rfo rm ed P 1 1 1 (a)(1 )
45 CFR 46.116 (Informed Consent):

In seeking informed consent, the
et v - = BIsu Am == a following information shall be provided...
L “a description of the procedures to be
2) An estons ht weuldprovideandenityig fctr (ge ratinaly, gender)wlbe optiona followed”
Alternative procedures that might be
advantageous to the subject
regarding recruitment, informed consent, data collection, compensation, scheduling, ete.

. A statement that a particular procedure
v may carry risks to the subject

® No

Please specify your anticipated end dates for the items below. These dates will be used to set the expiration date for your informed consent

documents (if applicable) and your protocol, so be certain to keep this information up-to-date as your work progresses.

Privacy means the extent to which participants have control over what they share, with whom they share it, and in what kinds of spaces. Do not

address confidentiality of the data - that will be addressed later.

@

Will there be any email communications with participants during the course of this study? This includes email communications




Substance of the Review: Procedures

Based on the
procedures outlined in
the proposal and
protocol, are you very
clear on what
participants will be
asked to do?

Do you have all of the
relevant data
collection and
intervention materials?

Are the materials being
utilized with participants
limited to what is
appropriate to address the
research questions?

Are there alternative
procedures that
participants should
consider before enrolling
in this study?

Are there existing
procedures being
completed with this
participant pool that could
be utilized in this study?

Are the inclusion and
exclusion criteria
appropriate for the safety
and wellbeing of the
populations who will be
asked to complete this
study’s procedures?

Are the questionnaires
and data collection sheets
tied to the research
questions and analyses
identified in the proposal?
Do the measures go
beyond the identified
research questions?




Risks & Benefits

Describe the reasonably foreseeable risks of harm, discomforts, and/or hazards to participants and others associated with this
study. Loss of confidentiality is a risk in nearly all research where data about people are collected or used, and should nearly always be contemplated

as a research related risk.

@

- -

Sans Serif = Normal :

U
m
~
o
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Loss of confidentiality is a risk. Questions may invoke discomfort if recalling on previous events is triggering for subject.

Other than for loss of confidentiality concerns, how will your study team work to avoid or mitigate foreseeable risks? This field

should address all other risks identified above.

If your only foreseeable risk is loss of confidentiality, you may simply state "Loss of confidentiality concerns are addressed in the Confidentiality section, below.

There are no other foreseeable risks associated with this protocol

Normal $ = B I S U A A

Sans Serif *

To avoid the risk of discomfort when reflecting on events when answering a question, all open ended questions will be optional.

Is it likely that the study procedures will yield risks that are currently not easily identified or stated?

What is the level of risk that you believe applies to this study?

Bear in mind that the risk determination is ultimately made by the IRB, but your assessment is factored into that determination.

Minimal Risk means that the probability and magnitude of harm or discomfort anticipated in the research are not greater in and of themselves than those

ordinarily encountered in daily life or during the performance of routine physical or psychological examinations or tests.

This study meets the definition of Minimal Risk

(O This study does not meet the definition of Minimal Risk

Describe how and when monitoring of the study will take place to detect harms to the participants.

This is distinct from risk mitigation, above. Risk mitigation is proactive steps the study team will take to mitigate anticipated risks. Monitoring includes steps the

research team will take to determine whether risks are occurring at the frequency and intensity that are expected, and that reasonable steps are occurring to timely

address any unanticipated risks that may occur.

Substance of the
Review - Risks
Benefits

The IRB must find and
document that the benefits

outweigh the risks of the
research.

The regulations assume
IUEIRGCICEICHES
associated with research
participation.




Substance of the Review: Risks

What is the level of risk
associated with this
protocol?

Could disclosure of the
participants’ responses
outside of the research
reasonably place them
at risk of civil or criminal
liability, or be damaging
to their financial
standing, employability,
educational
advancement, or
reputation?

Could disclosure of the
participants’ responses
outside of the research
reasonably place them at
risk of damaging their
insurability, or might their
responses be
stigmatizing?

Are the risks identified in
the protocol complete,
based on your experience
in this field and/or in
working with this
population? Should other
risks be identified?

Does the study team’s
description of how and
when monitoring will
occur seem reasonable
for the detection of harms
to participants?

Does the list of benefits
appear to be complete,
based on your experience
in this field and/or in
working with this
population?

Do the benefits of this
research (both direct and
indirect) outweigh the
risks to participants?




Confidentiality
Does this project involve identifiable information or specimens?

Identifiable means that the identity of the living person "is or may readily be ascertained." Some examples include: s u b s t a n c e of t h e

+ Email addresses
« Telephone numbers

+ Recordings (audio or video) or images

.
+ Codes linking back to an identity that the research team could access (regardless of whether the research team will access it) ev I ew ]
« Transcriptions that have not been serubbed of identifying information
" L . .
onfidentiality

Explain where the data, information, or biospecimens will be housed during the data collection process.

Outline applicable confidentiality safeguards associated with that initial data storage mechanism(s).

Confidentiality is a key
consideration in IRB
approval.

Sans Serif ¢ Normal ¢ = B IS U A K =

Data will be collected through Qualtrics. Qualtrics encrypts all data to ensure security as well as having access control and complying to industry standards

L ] n L]
After the data, information, or biospecimens have been obtained by the research team, what will happen to prepare for and begin ' O n fl d e n tl a I I ty S afe g | l a rd S

use/analysis? Be sure to include how data will be moved from a temporary collection site to longer-term storage, what will be removed or coded,

what will be deleted or maintained, and what storage repositories will be utilized.

Swssoit ¢+ Noms ¢ T BISU AN EZ o dare goverl ed by both the
Following data collection, data will be transferred to a Microsoft spreadsheet, only accessible by me. Only responses that | deem as irrelevant will be removed J
S assessment o e
late level of
nfidentialit |
: — contiaentiality, as weill as
Sans Serif Normal ¢ = B IS U A K == 9% -
Confidentiality will be maintained during the study by not asking for a specific name and making any questions in which the response would be an identifying U S U re q u I re l I I e l l tS O I l d a a
factor optional. Following data collection, this research will not be published, ensuring confidentiality.
[ ]
Storage al \d sharir 1J.

Describe the extent to which confidentiality will be maintained during the study, and after it has ended. What steps will you take,

if any, to protect participants' identities at each of those time points?




Substance of the Review:
Confidentiality

Consider the data
collected in this study.
Has the study team
described protections
that are appropriate for
the level of
confidentiality this
information requires?

Has the study team
disclosed the extent to
which participants’
confidentiality will be
maintained in the
informed consent
document?

Could disclosure of the
participants’ responses
outside of the research
reasonably place them at
risk of damaging their
insurability, or might their
responses be
stigmatizing?

If so, reasonable and
appropriate protections
must be implemented so
that the risk of breach of
confidentiality is no more
than minimal. What are
those protections?




Informed Consent

regarding their participation in the study.

-

Sans Serif ¢ Normal : = B

I s U A®

| plan to have this survey available for between 1-2 weeks, giving participants time to review the brief summary provided and decide whether or not they want
to take the survey. They can also stop taking the survey at any time if they decide in the middle of the process that they no longer want to participate.

Describe any special characteri

s regarding your anticipated parti

ipant population that might impact the IRB's a

ment of

the manner and language in which informed consent documentation is presented. The IRB is required to find that the informed consent

documentation is presented in a manner and language that is easily understandable to the participants likely to engage with the study.

Sans Serif * Normal B - B

I s U L

®

Because French is the official language of the DRC and is widely spoken there, the survey and informed consent documentation will be in French.

For participants (or parents, LARs, etc.) who do not speak or read English, translated documents are required. Hover over the question mark below to

learn more about translation requirements.

In this field, please describe the additional measures that are in place to ensure that the non-English speakers or readers in your

study are able to ask questions, register concerns, or withdraw.

@

Sans Serif $ Normal B — B

I s U A K

There will not be a space within the survey to ask questions or address concerns, but all participants will have the option to withdraw at any point. By

providing the survey in French, questions and concerns will be mitigated

Informed Consent Documents

The IRB has developed several templates for informed consent documentation that you are encouraged to use. Access them here

. Outdated templates w

not be accepted - please be sure to use the most recently updated templates so that you capture all required information for this project. Then, upload

your informed consent documentation below. You may upload as many as needed by clicking

If you have requested an alterati

of informed consent, you will usual

The IRB strongly recommends usi

causes study teams to miss a required element that ms

not have applied to a previous study, but w!

ve a debriefing process. Plea

Add Line” after each successf

wide the infc

ich will apply to the present one.

ul upload.

mation for your debrief in your

a new template to form your informed consent document for a new study. Using templates from older studies often

Substance of the
eview - Informe
onsent

Please attend our March 2
training on Informed

Consent Waivers &
Alterations!




Resources

USU IRB
USU IT

USU IRB Informed Cosnsent Templates:
Request a Consultation —

Ask The IRB Slack —



https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/read-the-belmont-report/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/read-the-belmont-report/index.html
https://www.hhs.gov/ohrp/regulations-and-policy/belmont-report/read-the-belmont-report/index.html
https://research.usu.edu/irb/basics
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/categories-of-research-expedited-review-procedure-1998/index.html
https://research.usu.edu/irb/procedures/
https://usu.service-now.com/aggies?id=kb_article_view&sysparm_article=KB0014799
https://usu.app.box.com/s/heofy6ffddpqem13ck0835ge2ov3irvq
https://research.usu.edu/irb/consults
https://research.usu.edu/irb/consults
https://join.slack.com/t/asktheirb/shared_invite/zt-en71dpo6-kFrZbzQvLCq7XF4RbYbJow




Thank You!

Please use the feedback link on our home
page (or scan this QR code) to request
topics for Fall 2025 IRB trainings.

Upcoming Regulatory Mastery Training
Series Sessions:

March 24: Informed Consent Waivers &
Alterations

April 28: I'm Approved, Now What?



