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General requirements for informed consent Establish 

Coercion and undue influence during the consent processDiscuss

Case studies on special populationsReview

Elements of a well-crafted Consent ProcessSummarize

Updates to the investigator guidance (IG 1101) Provide

A sneak peek to the consent form updatesView



Why Informed Consent Matters?

• Informed consent is a process, not just a form
• Protects the rights, safety, and autonomy of participants
• Required by federal regulations and ethical principles
• Must be voluntary, informed, and understandable
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General Requirements for Informed Consent

Belmont Principle: Respect for Persons/Autonomy

Explain the study to potential participants in a language they can understand.

Allow participants to freely join or decline the study, knowing the potential risks and 
benefits.
Clearly document that consent is obtained without coercion or undue influence.

Provide additional protections for vulnerable persons.

Allow participants to withdraw consent and leave the study at any time without 
penalty or loss of benefits to which they are otherwise entitled.
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Valid informed consent requires that participants:

• Receive adequate information
• Understand that information
• Have the capacity to decide
• Decide voluntarily, without pressure
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Core Elements of Valid Consent



What Is Voluntariness?

Voluntariness means:

• Participation is free of pressure
• No threats, penalties, or improper rewards
• Participants know they can:

oSay no
oWithdraw at any time
oDo so without negative consequences
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Impact on consent:

• Both conditions compromise voluntariness, violating the 
regulatory requirement that informed consent be obtained under 
circumstances that minimize coercion or undue influence.

Threat to Voluntariness: Coercion and Undue 
Influence
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45 CFR 46 (Subpart A)

• §46.116(a)(2): Consent must be sought under circumstances that 
minimize the possibility of coercion or undue influence. 

• §46.111(a)(3): IRBs must ensure equitable selection and be 
particularly cognizant of subjects vulnerable to coercion or undue 
influence, with appropriate safeguards.

Regulatory Requirements 
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Coercion = real or perceived threat of harm or negative 
consequences is used to pressure someone into 
participating in research.

Examples:
• Threatening loss of services or benefits
• Implying negative consequences from refusing participation
• Pressuring employees or students due to hierarchical power

What is Coercion?
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Undue influence = an excessive or inappropriate offer that 
distorts someone’s ability to judge risks or benefits.

Examples:
• Extremely large payments
• Access to scarce or high-value services
• Offers that feel “too good to refuse,” especially to individuals in 

need

What is Undue Influence?
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Key Mitigation Strategies:
• Utilize staff who are not in a position of authority over participants
• Ensure adequate decision time
• Use clear, simple language
• Keep incentives appropriate
• Create a no-pressure environment
• Reinforce voluntariness and right to withdraw
• Add protections for vulnerable groups

Avoiding Coercion & Undue Influence
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Case Studies
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A study seeks to collect blood and fluid samples from 
subjects on extracorporeal ventilation after presenting to 
the emergency room. The first timepoint for sampling is 
immediately following the subject being placed on the 
ventilator. 
 When the LAR is contacted by the study coordinator, 
they decline participation in the study. Therefore the 
sample taken prior will not be used for research and will 
be discarded. 
Once the PI is notified of this, they want to call the LAR 
and talk to them about how important this study is.

Case Study #1
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What should the coordinator say to the PI?

Case Study #1 (cont)
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Case Study #2

A clinical trial testing a new migraine drug recruits patients 
directly from a neurology clinic. Treating physicians introduce 
the study during routine visits and emphasize the $2,500 
compensation and increased monitoring. The study starts 
with an overnight sleep study and the study has a lot of 
follow-up visits. 
Many patients served by the clinic have limited financial 
resources.
Although patients are told participation is voluntary, 
recruitment occurs in the exam room immediately following 
clinical care. Some patients feel pressure to enroll because 
their migraines are so severe and the invitation comes from 
their physician so they think it will likely help them.  
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Case Study #2 (cont)

How could the recruitment process be changed to 
lessen the risk of coercion and undue influence?
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Case Study #2 (cont)

One participant enrolls primarily due to financial need and 
later feels unable to withdraw despite the study drug making 
them feel very tired and ill.

The study coordinator who is conducting the follow-up visits 
identifies this as an adverse event. What action should the 
coordinator take?
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Case Study #3

A study seeks to learn more about self-injurious thoughts and behaviors in teenagers. The study team 

plans to recruit participants through child psychiatrists and counselors.

Study activities consist of a survey with open-ended questions inviting participants to describe their 

thoughts, feelings, and circumstances before, during, and after a past incident of self-harm. In several 

cases, parents express strong interest in their teenagers' participation and actively pressure them to 

enroll as they believe talking more about their feelings will help them although there is no treatment 

component to this study and it is not known whether the research will have any benefit for the 

participants.

The study team is concerned that the teenagers may participate only due to pressure from their parent.

The study team emphasizes voluntariness to the child, however, they acknowledge that parental 

influence may undermine the child’s ability to provide meaningful assent.
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Case Study #3 (cont)

What does the research team do to ensure voluntariness of the 

participant?
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Case Study #3 (cont)

The teenager has now actively declined to participate. 

How does the research team respond if the participant declines to 

participate, but the parent is saying their teen will participate?
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Essential Elements of a Strong Consent Process
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• Low pressure environment
o Build rapport
o Invite rather than persuade

• Interactive approach - "teach back" model

• Culturally sensitive - group & family influences

• Adaptable to the needs of the participants
o Literacy pre-check
o Open-ended questioning to gauge preferences and address 

unique concerns
o Multi-modal
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From an IRB Chair's Perspective
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• You are the content and context expert for your study
oWhere the consent process will occur
oPractical challenges that  affect when consent occurs
oNuanced understanding of the study population

• Many members, especially the community members, do 
not have these insights

• Clearly describe your reasoning for your planned approach 
to help members understand how you have:
oOptimized the setting for privacy
oCreated an environment that prioritizes voluntariness
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Additional OHRE Updates
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Updates: Investigator 
Guidance (IG) 

IG1101- Obtaining Informed Consent from Research 
Participants
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Objective: 

Aid investigators in completing the IRB application by proactively addressing some of the most 
frequently asked questions and reasons for stipulations returned to the study team 

What you should know: 
 Companion document created to supplement regulations, established policies, and SOPs. 

 Investigator Guidance (IG) will be named to link it to it’s related UNC OHRE SOP
 SOP 1101: Obtaining Informed Consent from Research Participants   IG1101

 Living document, will change over time. We recommend bookmarking the OHRE webpage and accessing the 
document directly when needed rather than saving a copy: you may miss important updates to the guidance  

Where to find it: 

Posted on the OHRE website, under “SOPS and Guidance” 

Investigator Guidance: A New Look!

Office of Human Subjects Research

https://research.unc.edu/human-research-ethics/standard-operating-procedures-sops/
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• Parts of the document

Expandable sections so you 
can find what you’re looking 
for, and skip the rest 

Guidance Review
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Avoiding stips? Use these 
tips!

Links to handy worksheets, 
guidance docs, and templates 
referenced in the IG

IG1101



Consent Form Guidance
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Procedures and Risks Examples
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Link to Consent Form Instructions and Guidance
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Consent Template Updates



Concise Summary

• Only needed if consent form > 5 pages
• Renamed to align with regulations
• Easy to use prompts
• No more guessing what to include
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Section Headers

• Questions removed
• Brief descriptive header
• Should facilitate verbal consent
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Compound Consent
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Addition of HIPAA Authorization 
to Privacy and Confidentiality 
section

Addition of HIPAA Authorization 
to Privacy and Confidentiality 
section



Increased Use of "Tags"

38Office of Human Subjects Research



Signed Copy of Consent
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Stored Specimens Changes
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If storing specimens already collected as a part of 
the main study
• Specimen sections included in main consent form
• Optional storage can be described and indicated 

with a checkbox/initials



Optional Specimen Collection and Storage
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• Shortened to describe only optional collection and 
storage

• Removed sections that are already in the main 
consent form

• Single form for both storage with and without 
identifiers



Specimen "Addendum"
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Specimen "Addendum"
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Contact us

• 919-966-3113

44



 



Post-session evaluation: 
https://go.unc.edu/NRPMarEducEval 

or scan the QR code. 

Attendance Certificate: An option to download 
certificate, BEFORE submitting the eval, is located 

within the post session eval survey.  

Email: NRP@unc.edu if further questions or 
suggestions for future education. 

Evaluation

https://go.unc.edu/NRPMarEducEval
mailto:NRP@unc.edu
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