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The Belmont Report
§ Respect for Persons
§ Justice
§ Beneficence

45 C.F.R. 46 (The Common 
Rule) 
§ Subpart A: General Review 

standards
§ Subparts C, D: Vulnerable 

Population Requirements

Utah State University IRB Review 
Standards

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



The Pre-Review Phase



The Pre-Review Phase



The Pre-Review Phase

1. Funding Principal Investigator does not match protocol 
Principal Investigator

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

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

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

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



Initiating the 
Review Process
Two Regulatory 
Considerations:

§ External Funding

§ Review Type



Summary 
of 45 CFR 
46.101: 
Categories 
of 
Exemption
Available at irb.usu.edu/basics 



Initiating the 
Review Process

Two Regulatory 
Considerations:

§ External Researcher 
Agreements

§ Appropriate Training



Substance of the 
Review
45 CFR 46.111(a): 
“In order to approve research 
covered by this policy, the IRB shall 
determine that all of the following 
requirements are satisfied…
(1) Risks to subjects are minimized 
by using procedures that are 
consistent with sound research 
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?

Substance of the Review: Sound 
Scientific Design



Substance of the 
Review
45 CFR 46.103(d): 
“Certification is required when the research is 
supported by a Federal department or agency and 
not otherwise waived or exempted. … For such 
research, institutions shall certify that each 
proposed research study covered by the assurance 
and this section has been reviewed and approved 
by the IRB. Such certification must be submitted as 
prescribed by the Federal department or agency 
component supporting the research.”
45 CFR 46.101(f) – (i): 
“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 
circumstances… the department … may approve 
the substitution of the foreign procedures in lieu of 
the procedural requirements provided in this 
policy… provided the alternative procedures are 
consistent with the Belmont Report.”



Substance of the 
Review – Study 
Participants
45 CFR 46 requires the following 
with regard to study participants:
§ Equitable selection of subjects - 

111(a)(3)
§ Assessment of whether subjects 

are already undergoing procedures 
for diagnostic or treatment 
purposes which might address RQs 
– 111.(a)(1)(ii)

§ “particular cognizance” wrt subjects 
who are vulnerable to coercion or 
undue influence – 111(a)(3)

§ “additional safeguards” for 
participants vulnerable to coercion 
or undie influence – 111(b)



Substance of the 
Review – Study 
Participants
45 CFR 46 permits screening 
prior to informed consent where:
§ “an investigator will obtain 

information for the purpose 
of screening, recruiting, or 
determining the eligibility of 
prospective subjects without 
informed consent.”

Separately: we are looking for 
consistency!



Substance of the 
Review – 
Procedures
45 CFR 46 requires the following with 
regard to study procedures:
§ Risks to subjects are minimized by 

using procedures that are consistent 
with sound research design – 111(a)(1)

§ Risks to subjects are minimized by 
using procedures already being 
performed… - 111(a)(1)

45 CFR 46.116 (Informed Consent):
§ In seeking informed consent, the 

following information shall be provided… 
“a description of the procedures to be 
followed”

§ Alternative procedures that might be 
advantageous to the subject

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



§ 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?

Substance of the Review: Procedures



Substance of the 
Review – Risks & 
Benefits
The IRB must find and 
document that the benefits 
outweigh the risks of the 
research.
The regulations assume 
that there are risks 
associated with research 
participation.



§ 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?

Substance of the Review: Risks



Substance of the 
Review – 
Confidentiality
Confidentiality is a key 
consideration in IRB 
approval. 
Confidentiality safeguards 
are governed by both the 
IRB’s assessment of the 
appropriate level of 
confidentiality, as well as 
USU requirements on data 
storage and sharing. 



§ 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?

Substance of the Review: 
Confidentiality



Substance of the 
Review – Informed 
Consent
Please attend our March 24 
training on Informed 
Consent Waivers & 
Alterations!



Resources
§ The Belmont Report: Ethical Principles 

and Guidelines for the Protection of 
Human Subjects in Research

§ Categories of Exemption Summarized
§ Expedited Review Categories
§ USU IRB Standard Operating Procedures
§ USU IT Data Handling Requirements
§ USU IRB Informed Cosnsent Templates: 

Informed Consent Documents
§ Request a Consultation – Submission 

Form
§ Ask The IRB Slack – Invite Link

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




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?

Thank You!


