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Learning Objectives

• Identify cultural considerations when consenting minoritized 

participants.

• Apply strategies for supporting a person-centered consent 

process for empowered decision making. 
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Research participation rates in 
minoritized populations

• Participation in clinical trials is particularly low among some groups, 

especially racial and ethnic minoritized populations.1,2

• People from racial and ethnic minoritized groups are 
underrepresented in clinical research. 

• Black or African American individuals represent 12.4% of the 
population but only 8% of the participants in clinical drug trials.

• Hispanic or Latino individuals represent 18.7% of the population but 
only 11% of the participants in clinical drug trials.

• Lower participation rates may result in (Barrett, et al., 2017):
o Inability to generalize research findings
o Biased reporting of adverse effects
o Unfair distribution of the benefits of the research (Belmont 

Report) furthering racial health disparities

Barrett NJ, Ingraham KL, Vann Hawkins T, Moorman PG. Engaging 
African Americans in Research: The Recruiter's Perspective. Ethn Dis. 
2017 Dec 7;27(4):453-462. doi: 10.18865/ed.27.4.453
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INDIVIDUAL

• Denial of disease or vulnerability

• Inclusion/exclusion ineligibility

• Language / literacy barriers

SOCIO-

CULTURAL

• Discrimination leads to mistrust

• Differences in health behaviors 
(e.g., delays seeking medical treatment; 

underutilization of preventative care)

These 

barriers can 

hinder an 

individual’s:

ECONOMIC

• Limited access to health care 

and health insurance

• Costs of participation 
(e.g., lost wages; transportation costs) 

AWARENESS of a trial 
opportunity

Receipt of an OPPORTUNITY

to participate

ACCEPTANCE of an opportunity 
to participate in a clinical trial.

Clinical trial barriers for minoritized populations3,4

Notes:
Barriers to minority recruitment and participation in clinical trials include 
sociocultural, economic, and individual.
These barriers can either promote or hinder an individual’s 1) awareness 
of a trial opportunity, 2) receipt of an opportunity to participate, and 3) 
acceptance of a trial opportunity to participate.
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• 36% of U.S. adults have basic or below basic 

health literacy skills.5

• Minoritized adults have lower rates of health 

literacy.6

• Healthy People 2030 recognizes that 

organizations have a responsibility to equitably 

address health literacy.7

Cultural considerations when consenting 
minoritized participants 

1. Health Literacy

Notes:
• Health Literacy:  The degree to which individuals have the capacity to 

obtain, process, and understand basic health information needed to 
make appropriate health decisions.

• The National Assessment of Adult Literacy estimates 36% of U.S. 
adults have basic or below basic health literacy skills.

• Minoritized adults have lower health literacy rates.

Healthy People 2030:  https://health.gov/healthypeople/priority-
areas/social-determinants-health/literature-summaries/health-literacy
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Cultural considerations when consenting 
minoritized participants 

2. Limited English Proficiency (LEP)

• 300+ languages spoken in the US.8

• More than 23 million Americans have Limited 

English proficiency (LEP).9

• Lack of translated consent forms for LEP 

participants makes it harder to understand 

research-related information.

Notes:
• There are more than 300 languages spoken in the United States
• More than 23 million Americans have limited English proficiency (LEP).
• However, it is important to differentiate literacy from English-language 

proficiency. 
• Some non-English speakers have adequate health literacy in their 

native language, and vice versa.
• Lack of translated consent forms for LEP participants makes it harder 

to understand research-related information.
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• Immigration status10

• Relinquishing legal rights if something goes wrong11

• Contradictory language12

o “Deidentification of PHI” vs. “Risk of unintentional data sharing”

o “Right to withdraw” vs. “Data already shared might not be retrievable”

3. Legal Concerns

Cultural considerations when consenting 
minoritized participants 

• For immigrants and refugees, there may be concerns that 
immigration status will be affected if they sign the consent form. 

• Belief they no longer have the right to sue the research institution if 
something goes wrong

• Concerns related to contradictory language:
o Information will be deidentified vs. Risk that personal 

information could be unintentionally shared with someone 
who should not have access to it

o Right to withdraw from biobank vs. Data already shared prior 
to participant withdrawal may not be able to be retrieved since 
they would be deidentified

8



• The use of plain language in the consent forms

• Summaries at the end of each section 

• The use of pictures, illustrations and large font

• Information presented in a Question-and-Answer format

Cultural considerations when consenting 
minoritized participants 

4. Preferences for Formatting of Information11

Notes:
• Over 75% of African American and Latino adults prefer the use of 

plain language in the consent form. 
• Over 60% of minoritized adults prefer the use of summaries and 

pictures in the consent document.
• Over 50% of African American and Latino adults prefer the use of 

large font and information presented in Q&A format. 
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• Taking information home

• Having more than one meeting

• Talking to someone who is participating in the trial 

• Having a family member or friend in the consent discussion

• The use of videos and other media

Cultural considerations when consenting 
minoritized participants 

5. Preferences for Delivery of Information11

Notes:
• Over 60% of African American and Latino adults prefer to take 

information home, have more than one meeting, and talk to 
someone who is participating in the trial. 

• Over 50% of minoritized adults prefer to have a family member or 
friend in the consent discussion.

• Participants preferred the use of use of videos, pictures, illustrations, 
and large font to deliver study information
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• Use 5th or 6th grade language level

• Use simple language, short sentences, define technical terms

• Present important information first and repeat throughout

• Supplement instruction (e.g., video, flip charts)

• Utilize IRB-approved short forms for low literacy (not just for non-English speaking)

Improve Health 
Literacy

Recommended Culturally sensitive consent methods

Healthy People 2030 emphasizes an 
organization’s responsibility to equitably 

address health literacy7

Study teams can use this guidance when 
creating consent forms and engaging in 

the informed consent process

• The average adult reads at the 8th or 9th grade level, and 20% read at the 5th grade 
level or below. 

• To ensure wide understanding, it is best for materials to be written at the 5th or 
6th grade level  (https://www.ahrq.gov/health-
literacy/improve/precautions/tool11.html)

The Attributes of a Health-Literate Organization:  https://nam.edu/perspectives-2012-
ten-attributes-of-health-literate-health-care-organizations/
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• Provide translated forms and pre-test them for comprehension

• Offer live translation and interpreter services

• Provide training to interpreters for person-centered consent

• Demonstrate any study procedures

• Use universal healthcare symbols in the physical environment

Address LEP

Recommended Culturally sensitive consent methods

• Hire racially and culturally congruent staff 

• Expand the verbal portion of the consent process 

• Clarify immigration status will not be affected by participation

• Partner with community agencies to address deportation concerns

• Facilitate discussions with current and former participants

• Utilize NIH-issued Certificates of Confidentiality

Address Legal 
Concerns

NIH Certificates of Confidentiality:  
https://grants.nih.gov/policy/humansubjects/coc.htm
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Recommended Culturally sensitive consent methods

• Use plain language 

o CDC’s Everyday Words for Public Health Communication

o The PRISM Readability Toolkit

• Use written Q&A format

o University of Oregon consent form template

• Provide summaries at the end of each section

o University of Utah’s Sample Concise Summaries 

• Use pictures and illustrations to enhance understanding

o RIC Recruitment & Retention Materials Content + Design Toolkit

Use Preferred 
ICF Formats

• Present options for understanding the ICF (e.g., "I can help you; You can do it  

by yourself, or you can take it with you.")

• Give time and space to carefully review the consent form

• Plan for group-decision making processes with family members

• Offer more than one meeting, if possible

Use Preferred 
Delivery

CDC Everyday Words for Public Health Communication:  
https://www.cdc.gov/other/pdf/everydaywords-060216-final.pdf
The Prism Readability Toolkit:  
https://www.research.chop.edu/sites/default/files/web/sites/default/files/irb/IRB_pr
ism_readability_toolkit.pdf
University of Oregon consent form template:  
https://research.uoregon.edu/files/2020-01/template_guidance_-
_informed_consent.pdf
University of Utah’s sample concise summaries:  
https://irb.utah.edu/_resources/documents/pdf/Concise Summary Examples 
2019.pdf
RIC Recruitment & Retention Materials Content + Design Toolkit: 
https://trialinnovationnetwork.org/material-details/?ID=156
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Achieve person-centered consent 

Tips to Ensure Comprehension

• Train staff to engage minoritized 

populations in the consent process.

• Use the ‘teach-back’ method (ask 

participants to explain their 

understanding of the research)

• Ask questions that begin with “How” and 

“What,” rather than closed-ended 

Yes/No questions

Informed 

decision-making

Comprehension
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Recommended person-centered consent 
tools

Faster Together Course (Module 7: Managing an Effective, Person-Centered Consent 
Process):  https://www.coursera.org/lecture/recruitment-minorities-clinical-
trials/managing-an-effective-person-centered-consent-process-1GEwN
Health Literacy Universal Precautions Toolkit, 2nd Edition:  
https://www.ahrq.gov/health-literacy/improve/precautions/toolkit.html
Health Literacy Checklist for Research Communication:  
https://trialinnovationnetwork.org/material-details/?ID=153
Informed consent concise summary templates: https://irb.utah.edu/informed-
consent/concise-summary.php
RIC Recruitment & Retention Materials Content & Design Toolkit: 
https://trialinnovationnetwork.org/material-details/?ID=156
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