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Clinical Trials: Diversity in Trial Type,
Phase, and Target Populations 
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Fairness and Inclusion in COVID-19 Trials 

https://www.healthaffairs.org/do/10.1377/hblog20200609.555007/full/, Accessed 10/9/2022 

https://www.healthaffairs.org/do/10.1377/hblog20200609.555007/full/


 

 

  
    

 
 

        
         

 
          
    

 
 

   

Strategies to Enhance Inclusion of 
Vulnerable Groups in COVID-19 Trials 

 Pay attention to inclusion and exclusion criteria 
 Ensure that people are aware of and explicitly 

invited to participate when eligible 
 Conduct trials where people live or get their care 
 Minimize participation burden 

https://www.healthaffairs.org/do/10.1377/hblog20200609.555007/full/, Accessed 10/9/2022 

https://www.healthaffairs.org/do/10.1377/hblog20200609.555007/full/
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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 time 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 trial 
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  

     
S Seek  the  counsel  of  

 
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. 

want to know their options. 

stakeholders. 



 

 

       
 

 
 

 
   

 
  

  
   

 

           
  

Stakeholders may include, but not limited to: 
Researchers 
Patients 
Caregivers 
Community health workers 
Community-based 
organizations 
Faith-based organizations 
Internal clinicians 
External referring clinicians 

Administrators  
Communication  and  
marketing  professionals  
Health  information  
technology  professionals  
Institutional  review  board  
professionals  
Pharmaceutical  companies  
Media  partners  
Policymakers  

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. 



 

 

 

   
       
         
       

    
        

 
       
      
    

Know Your Numbers 
Key numbers to track in a clinical trial include: 

• Number of potentially eligible patients or “pool of patients” 
• Number of people invited by different channels (patient 

portals vs. mailed letters) 
• Number of responses by different channels (patient 

portals, social media, email) 
• Number of interested, but not eligible patients 
• Number of declines by eligible patients 
• Number of enrolled patients 



 

 

 
 
 

 



 

 

 
 

   
        

  

 
          

   

Context and Setting 
•Cancer patients in UC San Francisco Clinical Trial 
Management System database 

•Enrolled in a clinical trial for breast, genitourinary, or 
gastrointestinal malignancy between 1993 and 2014 



 

 

 
 

   
       

 
 

Outcome of Interest 
•Distance traveled from home to center calculated 
using a GoogleMaps application programming 
interface. 



 

 

 
 

 
  

     
 

 
     

   
 

Results 
•1,600 patients were enrolled in breast (55.8%), 
genitourinary (29.4%), or gastrointestinal (14.9%) 
cancer CTs 

•Overall median unidirectional distance traveled 
from home to study site was 25.8 miles 
(interquartile range [IQR] 11.5-75.3) 



  

 

 

 

      
 

 
        

     

Results Cont. 
•Longest distance traveled was for NIH-sponsored 
trials, with a median of 39.4 miles (p < .001). 

•Phase I (8.4%) studies had the longest distance 
traveled, with a median of 41.2 miles (p = .001). 



  

 

 

 

  
      

        
  

Results Cont. 
•Patients from lower-income areas (n = 799) 
traveled longer distances compared with patients 
from higher-income areas (n = 773; 58.3 vs. 17.8 
miles, respectively; p < .001) 



 

 

 

 



 

 

 
 

 

  
      

 

Question 
Were racial, ethnic, and geographic location 
demographics of participants enrolled in 2 
remote clinical trials with online recruitment more 
diverse compared with those of participants in a 
clinic-based COVID-19 study? 



 

 

 
 

   
   

 
   

      
 

Context and Setting 
• Cohort study 

• Secondary analysis of 1410 participants 
enrolled in 3 COVID-19 studies conducted in 
2020 during the early COVID-19 



 

 

 
 

   
        

      
   

 
       

 
  

 

Key Findings and Conclusion 
•Remote clinical trials with online recruitment had 
increased racial, ethnic, and geographic location 
diversity among study participants 

“These findings suggest that remote clinical trials 
with online advertising may be considered as a 
strategy to improve diversity among clinical trial 
participants.” 



      

 

 

 

 
 

     
    

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

20 https://diversity.nih.gov/toolkit & https://www.sshrc-crsh.gc.ca/funding-financement/nfrf-fnfr/edi-eng.aspx#3, accessed 10/8/22 

https://diversity.nih.gov/toolkit
https://www.sshrc-crsh.gc.ca/funding-financement/nfrf-fnfr/edi-eng.aspx#3


    

 

 

 

     
 
 
 

  
       

 

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#2, accessed 9/6/2022 21 

https://www.sshrc-crsh.gc.ca/funding-financement/nfrf-fnfr/edi-eng.aspx#2


 

 

 

 

     

  
      

 
 
 
 
 
 
 
 
 
 
 
 
 

   

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#2, accessed 9/6/2022 
22 

https://www.sshrc-crsh.gc.ca/funding-financement/nfrf-fnfr/edi-eng.aspx#2


 

 

 

 

  
    

 

Group Question: How would you ensure
that all potentially eligible people are invited 
to consider clinical trials? 

23 



            

 

 

      
 
 
 

Opt Out vs. Opt In Systems 

Credit:Seiya Tabuchi | Stock photo ID:1344046292 | Upload date: September 30, 2021 24 

https://www.istockphoto.com/portfolio/ELUTAS?mediatype=photography


    

 

 

 

     
 
 
 

 
 
 
 

Example of an Opt Out System 

25 https://nyulangone.org/files/notice-of-privacy-practices-february-1-2016.pdf, Accessed 9/6/2022 

https://nyulangone.org/files/notice-of-privacy-practices-february-1-2016.pdf


 

 

 

 

      Screenshot from my own patient record 

26 



  

 

 

 

     
 

Example of an Opt In System 

https://www.researchmatch.org/ 27 

https://www.researchmatch.org/


 

 

 

 

   
 

Example Invitation from ReseachMatch.org 

28 

https://ReseachMatch.org


 

 

 

 

       
 

 
 
 

 
 
 
 

   

Who is in the Biomedical, Clinical, Behavioral
and Social Sciences Research Workforce? 

https://extramural-diversity.nih.gov/diversity-matters/get-the-facts, accessed 8/27/2021 
29 

https://extramural-diversity.nih.gov/diversity-matters/get-the-facts


 

 

 

 
 

      Getting People in the Door: Recruitment 

30 



   

 

 

 

    
 

 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

       

Strategies to Enhance Scientific Workforce 
Diversity 

NIH Scientific Workforce Diversity Toolkit. https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-31 
updated_508.pdf, accessed 10/9/2022 

https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf
https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf


    

 

 

 

     
  

     
 

       
    

        
 
 

 
 

Strategies for Promoting Diversity 
• Systematically review hiring and promotion 

procedures and policies 
• Be transparent: collect and publicize aggregate 

diversity metrics 
• Commit resources and provide diversity tools 

to Divisions and Departments 
• Evaluate impact and adjust strategy if needed 

32 https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf, 
accessed 3/9/21 

https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf


    

   

 

 

 

       
 

 
       

 
 

        
 

 
 

Strategies for Promoting Diversity 
• Review and ensure equality in salary and 

resources 

• Ensure width, breadth, and fairness in talent 
searches 

• Sponsor all faculty through promotion for awards 
and inclusion in professional networks 
https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf, 

33 accessed 3/9/21 

https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf


    

 

 

 

 
 

     
    

 
      

  
 
 
 
 
 

 
 

Strategies for Promoting Diversity 

• Endorse and promote work-life balance 
resources for all faculty 

• Conduct anonymous climate surveys and make 
changes if necessary 

https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf, 
accessed 3/9/21 

34 

https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf


   
 

 

 

 

    
   

       
        

  
       

 
       

Conducting Unbiased Talent Searches 
• Develop clear criteria and standards for the 

position before anyone is recruited or contacted 
• Create a clear evaluation system in advance and 

avoid global scoring 
• Conduct anonymous voting, if the size of the 

pool is large enough 
• Ensure that search committees are diverse 

https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf, accessed 10/22/2022 
35 

https://diversity.nih.gov/sites/coswd/files/images/SWD_Toolkit_Interactive-updated_508.pdf


 

 

 

 

     
 
 

Unintended Effects of Unpaid Internships 

36 



 

 

 

 

      
 
 

Keeping People in the Door: Retention 

37 
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https://www.facultydiversity.org/news/dearkerryann31, accessed 8/26/2021 39 

https://www.facultydiversity.org/news/dearkerryann31


   
 

 

 

 

      
 

            
             
            
               

 
          

  

What limiting beliefs are driving your
awkward feelings? 
Here are a few possible limiting beliefs that may be at work: 
• Faculty of color can only be mentored by other faculty of color. 
• Faculty of color only need mentoring on issues related to race. 
• There are no needs that faculty of color have that can be met by 

you. 
• Mentoring means giving advice to mentees based on your 

personal experience. 

https://www.facultydiversity.org/news/dearkerryann31, accessed 8/26/2021 
40 

https://www.facultydiversity.org/news/dearkerryann31
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Background & Methods 
• Study coordinators play an essential role on study 

teams; however, there remains a paucity of 
research on the supports and services they need 
to effectively recruit and retain study participants. 

• A cross-sectional survey was conducted with 147 
study coordinators from NYU Langone Health 

42 



 

 

 

 

 
   

  
    

 
  
  
  
   

Perspectives about the importance of
participant-study coordinator concordance 
• Respondents were asked to assess the 

importance of participant-study coordinator 
concordance regarding: 
– Age 
– Gender 
– Race/ethnicity 
– Language spoken 

43 
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Emerging Questions and Group Discussion 

• What aspects of diversity should be prioritized in 
clinical trials? 

• What is the ideal construction of a study team? 

45 



 

 

 
 

 
 
 
 
 
 
 
 
 

 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  

mailto:Aisha.Langford@nyulangone.org

	Clinical Trials: Diversity in Trial Type, Phase, and Target Populations
	Fairness and Inclusion in COVID-19 Trials
	Strategies to Enhance Inclusion of Vulnerable Groups in COVID-19 Trials
	The ASK Approach to Enhancing Clinical Trial Participation
	Stakeholders may include, but not limited to:

	Know Your Numbers
	Context and Setting
	Outcome of Interest
	Results
	Question
	Context and Setting
	Key Findings and Conclusion
	Equity: One (of many) definitions
	Inclusion: One (of many) definitions
	Who is in the Biomedical, Clinical, Behavioral and Social Sciences Research Workforce?

	Getting People in the Door: Recruitment
	Conducting Unbiased Talent Searches
	Unintended Effects of Unpaid Internships
	What limiting beliefs are driving your awkward feelings?
	Background & Methods
	Perspectives about the importance of participant-study coordinator concordance
	Emerging Questions and Group Discussion

