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Clinical  Trials:  Diversity  in  Type,  Phase,  and  
Target  Populations  

One  Definition  of  Personal  Health  Literacy 

Personal  health  literacy is  the  degree  to  
which  individuals  have  the  ability  to  find,  
understand,  and use information and 
services to  inform h ealth-related  decisions  
and actions  for  themselves  and others. 

Healthy  People  2030.  https://health.gov/our-work/national-health-initiatives/healthy-people/healthy-people-
2030/health-literacy-healthy-people-2030/history-health-literacy-definitions. Accessed 3/3/2022 
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Imagine That  Your Neighbor Dave  Asks  You To Help Him 
Find a  Clinical  Trial  for  Alzheimer's  Prevention 

 

      
      

General  Model  of  Clinical  Trial  Participation: 
Health  Communication  and  Decision  Making  Considerations  

Clinical  Trial  Characteristics 
• Intervention  (drug,  vaccine,  device,  behavior) 
• Procedures and  assessments 
• Sponsor 
• Chance  of  harms and  benefits 
• Location  of  research  sites in  community 
• Travel t ime  to  research  sites 
• Number  of  study visits 
• Duration  of  trial ( days,  months) 
• Inclusion  and  exclusion  criteria  
• Incentives 

Patient  
Characteristics  

• Socio-
demographics 

• Language spoken 
• Health  literacy 
• Health  beliefs 
• Health customs 

Communication 
• Source 
• Channel 
• Message 
• Audience 
• Context 

Deliberation 
• Attitude 
• Subjective  norm 
• Perceived  

behavioral  
control 

• Central and  
peripheral  route 
processing 

• Knowledge 
• Values 
• Motivation 

Intention 
• Readiness 

to  make  a  
decision  
about  
clinical t rial  
participation  

• Informed  
consent  
process 

• Certainty 

Outcomes 
Patient-Level 

• Decline 
• Enroll 
• Retention 
• Decision  

regret 

Population-Level 
• Improved  

medical  
innovation 

• Reduced  
morbidity 
and mortality 

Langford, AT (2021). Health communication and decision making about vaccine clinical trials during a 
pandemic. Journal of Health Communication. doi: 10.1080/10810730.2020.1864520 
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The ASK  Approach to Enhancing 
Clinical  Trial  Participation  
A Assume that all patients will  

want  to  know their  options.  
S Seek the counsel of 

stakeholders.  
K Know your  numbers.  

     
    

    

     
    

Langford AT (2021). Health communication and decision making about vaccine clinical trials 
during a pandemic. Journal of Health Communication. doi: 10.1080/10810730.2020.1864520. 

Stakeholders may include, but not limited to: 

•Health  information  
technology professionals 

•Community  health  workers 
•Community-based 
organizations •Institutional review board  

professionals 
•Faith-based organizations 

•Pharmaceutical  companies 
•Internal clinicians 

•Media  partners 
•External  referring  clinicians 

•Policymakers 

•Communication  and  
marketing  professionals 

•Administrators •Researchers 
•Patients 
•Caregivers 

Langford AT (2021). Health communication and decision making about vaccine clinical trials during a 
pandemic. Journal of Health Communication. doi: 10.1080/10810730.2020.1864520. 
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Health  Literacy  and  Informed  Consent 

• A higher  grade  level  score  for  consent  form  readability  (OR  =  0.9,  95%  
CI  =  0.83-0.97)  was  significantly  associated with lower  refusal  rates.  

• Consent  page  length  ≥  20  was  significantly  associated  with  lower  odds  of  
“no  desire  to  participate  in  research” among  CT  decliners                 
(OR  =  0.75,  95%  CI  =  0.58-0.98). 
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• Research staff (n=116) and 
research participants (n=169) 
from Ireland and the UK 

• Survey about perceptions of 
the informed consent process 

“Research participants were predominantly positive 
about the informed consent process but highlighted 
the importance of having sufficient time and the value 
of providing follow-up once the study concludes, e.g. 
providing results to participants.” 

     
   

 
   

 

    

       
     

      
       

     
  

“Most staff (74.4%) staff reported that they felt 
very confident or confident facilitating informed 
consent discussions, but 63% felt information 
leaflets were too long and/or complicated, 56% 
were concerned about whether participants 
had understood complex information and 40% 
felt that time constraints were a barrier.” 
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My  Participation  in  Pfizer’s  Phase  1  COVID 
Vaccine  Clinical  Trial 

Group  Question:  What  Would  Make  You  Feel  Confident 
That  a  Parent  Has  Made  a  Truly  Informed Decision About 
Having  Their  Child  Participate  in  a  Clinical  Trial? 
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Accessible version: https://www.cdc.gov/healthliteracy/developmaterials/plain-language-communication.html

PLAIN LANGUAGE
Communication your audience 

understands the first time
Organize to serve the audience
Know your audience and purpose before you begin
Put the most important message first
Present other information in order of importance to the audience 
Break text into logical chunks and use headings

Choose words carefully
Write in the active voice
Choose words and numbers your audience knows 
Keep sentences and paragraphs short
Include “you” and other pronouns

Make information easy to find
Use headings and text boxes
Delete unnecessary words, sentences, and paragraphs 
Create lists and tables

CS236091-B
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Sharma A, Angel L, Bui Q. Patient Advisory Councils: Giving Patients a Seat at the 
Table. Fam Pract Manag. 2015 Jul-Aug;22(4):22-7. PMID: 26176505.
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Table 1. Patient advisory council for research characteristics+

-

Year 1 PACR 
members who 
joined in 2017 

(n = 19)

Year 1 PACR 
members who 
joined in 2018 

(n = 15)

PACR members 
as of January 1, 
2019 (n = 25)++

Sex

Female 7 (35) 9 (60) 14 (56)

Male 12 (63) 6 (40) 11 (44)

Race/Ethnicity

Asian 2 (11) 1 (7) 2 (8)

Black 6 (32) 8 (53) 12 (48)

Hispanic 5 (26) 2 (13) 3 (12)

White 6 (32) 4 (27) 8 (32)

Age group, years

18-36 years 2 (11) 4 (27) 6 (24)

37-55 years 6 (32) 2 (13) 3 (12)

56-74 years 7 (37) 7 (47) 12 (48)

>75 4 (21) 2 (13) 4 (16)

PACR, Patient Advisory Council for Research.
+These numbers include those who initially responded and agreed to be on the council. Actual 
attendance varied by meeting date.
++Current PACR members as of January 1, 2019 include members from Year 1 who agreed to 
serve another year and new members invited in Year 2.

19

NYU’s CTSI Patient Advisory Council 
for Research
Gives feedback on . . .
• Perceived burden of the study
• Comprehensibility of materials
• Appropriate reimbursement
• Recruitment materials
• Concerns and potential challenges
• Advertising the study

10
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Understanding Your Target Population

21

What is Health Marketing?
• Health Marketing involves creating, communicating, 

and delivering health information and interventions 
using customer-centered and science-based 
strategies to protect and promote the health of diverse 
populations (CDC, 2005).

https://www.cdc.gov/healthcommunication/toolstemplates/WhatIsHM.html, Accessed 3/2/2022
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The Four Ps of Marketing
• Product: the item, good or service that is being provided

that delivers benefits to those who consume it; includes
quality, packaging, design and brand name

• Price: monetary and non-monetary costs to the market
• Place: channels and locations where the product can be

obtained
• Promotion: direct communication, publicity and advertising

https://www.cdc.gov/healthcommunication/toolstemplates/Basics.html, Accessed 3/2/2022

Choosing a Target Market

•A ‘target market’ is a specific group of people who 
have similar needs, preferences, and behaviors

•Once a target market is selected by the marketer, a 
marketing plan is developed to match the 
characteristics of the target market

https://www.cdc.gov/healthcommunication/toolstemplates/Basics.html, Accessed 3/2/2022

24
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Potential Ways to Segment the Market
•Age
•Gender
•Race
•Ethnicity
•Geography
•Health problem
•Marital status
•Use of technology

•Health goals
•Education level
•Income level
•Risk factors
•Interests/activities
•Employment
•Caregiver roles
•Attitudes/beliefs

“This cohort study was a secondary 
analysis of 1410 participants 
enrolled in 3 COVID-19 studies 
conducted in 2020 during the early 
COVID-19 pandemic and found 
that remote clinical trials with 
online recruitment had increased 
racial, ethnic, and geographic 
location diversity among study 
participants.”

26
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Analyze Each Segment

• Try to find existing sources of market research

• If needed, consider surveys, focus groups and
other methods of collecting data directly from
the target market

https://www.cdc.gov/healthcommunication/toolstemplates/Basics.html, Accessed 3/2/2022

Using Available Data: Example 1 
Health Information National Trends Survey (HINTS)

77.1%

https://hints.cancer.gov/, Accessed 3/3/2022
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Using Available Data: Pew Research Center

https://www.pewresearch.org/fact-tank/2022/01/13/share-of-those-65-and-older-who-are-tech-
users-has-grown-in-the-past-decade/, Accessed 3/2/2022
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Top 10 Social Media Recruitment Rules

https://edgeforscholars.org/top-10-social-media-recruitment-rules/, Accessed 3/2/2022

31

Top 10 Social Media Recruitment Rules

• Follow IRB guidelines
• Create your online 

persona
• Research demographics
• Seek out training
• Budget appropriately

• Plan your social media 
strategy and calendar

• Have support
• Control comments
• Track and measure 

success
• Use ResearchMatch.org

https://edgeforscholars.org/top-10-social-media-recruitment-rules/, Accessed 3/2/202232
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Conceptualizing diversity, equity, & 
inclusion among research participants 
and the biomedical workforce

•A diversity of perspectives and lived experiences is 
fundamental to achieving research and training excellence.

34 https://diversity.nih.gov/toolkit & https://www.sshrc-crsh.gc.ca/funding-financement/nfrf-fnfr/edi-eng.aspx#3, accessed 3/2/2022
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Equity: One (of many) definitions

• The removal of systemic barriers and biases
enabling all individuals to have equal opportunity
to access and benefit from the program.

https://www.sshrc-crsh.gc.ca/funding-financement/nfrf-fnfr/edi-eng.aspx#3, accessed 3/02/2022
35

Inclusion: One (of many) definitions

• The practice of ensuring that all individuals are 
valued and respected for their contributions and 
are equally supported

https://www.sshrc-crsh.gc.ca/funding-financement/nfrf-fnfr/edi-eng.aspx#3, accessed 3/2/2022
36
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Strategies to Enhance Scientific Workforce 
Diversity

NIH Scientific Workforce Diversity Toolkit. https://diversity.nih.gov/sites/coswd/files/images/
SWD_Toolkit_Interactive-updated_508.pdf, accessed 3/2/2022

37

Unintended Effects of Unpaid Internships

19
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Lessons Learned from Conducting 
Recruitment and Retention Consultations

•
• Assess grade level readability

Use plain language
• Challenge assumptions
• Pay attention to design features
• Provide training for staff
• Use teach-back to confirm understanding
• Adequate compensation / incentives

Start Local: Concentric Circle Model of Recruitment

https://www.wcgclinical.com/insights/clinical-trial-operational-excellence/unlocking-the-full-potential-of-your-patient-recruitment-roi, 
Accessed 3/2/2022
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Emerging Questions

• How can organizations support health literacy
• Handling uncertainty in clinical trials
• How to best explain randomization
• Which, if any, audio-visual supports are most

helpful for improving informed consent

Thank You
Aisha T. Langford, PhD, MPH
Assistant Professor of Population Health
Co-Director, CTSI Recruitment & Retention Core 
NYU Grossman School of Medicine
E-mail: Aisha.Langford@nyulangone.org
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