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Introductions

NAME, AFFILIATION CURRENT FOCUS IN CNS & DEI 
 



1. Expanding Patient Reach: Breaking Down Barriers 🌐

2. Recruitment Strategies: Moving Beyond One-Size-Fits-All 📝

3. Retention Efforts: Ensuring Ongoing Engagement 🔄

4. Representative Data Analysis: Achieving True Inclusivity 📊

Being Truly Inclusive in CNS Clinical Trials? 🧠🌍



“Underrepresentation” of target 
population in medical product 

development can 
make generated evidence inapplicable 

to those who weren’t included in the trials 
and, therefore, biased



Imprecision Medicine

“For every person they do help 

(blue), the ten highest-grossing 

drugs in the United States fail to 

improve the conditions of between 

3 and 24 people (red).”





https://www.statnews.com/2018/09/19/black-patients-cancer-clinical-trials/

Less than half of trials assessed (N=20k+) reported data from 
all five race/ethnicity groups 

 
 

 



Virtual Public Workshop to Enhance Clinical Study Diversity 
(FDORA) - CTTI (ctti-clinicaltrials.org)

https://ctti-clinicaltrials.org/virtual-public-workshop-to-enhance-clinical-study-diversity/
https://ctti-clinicaltrials.org/virtual-public-workshop-to-enhance-clinical-study-diversity/


Various Potential for Biases in Clinical Trials

• Site selection
• Patient Reach
• Recruitment  
• Retention
• Data analysis
• Inference 
• ……..



Group discussion

• What works 
• How 
• Real-world examples 
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AllofUS Recruitment Effort 
The “All of Us” Research Program | NEJM

https://www.nejm.org/doi/full/10.1056/NEJMsr1809937


AoU Program Investigators, NEJM, 2019

A wide variety of data, 
including full genome 
sequencing, EHR, and 

digital health data



315,227
314,994



8100+ 314,000+

314,000+



User Engagement Summary

Type of Engagement Number of 
participants

Basic 314994

Overall Health 314994

Lifestyle 314994

Personal Medical 
History 

89260

Health Care Utilization 98541

Family History 91695

Covid Survey 62651

EHR 265704

Fitbit 8152



n% : percentage distribution of subjects in each survey

Table1: Demographics characteristics and percentage distribution of participants in each survey
Starting Cohort != Long Term



FDA Draft Guidance



ISCTM’26 Diversity Sessoion

Discuss Agenda

Proposed Speakers

Availability of data/studies
Proposed Agenda - ISCTM’26 Session - 
Google Docs

https://docs.google.com/document/d/1-OyXErkrJIV6Ij8210jvXuImFkYR44LdRICboXCSv9A/edit?tab=t.0
https://docs.google.com/document/d/1-OyXErkrJIV6Ij8210jvXuImFkYR44LdRICboXCSv9A/edit?tab=t.0


Mullins CD, Vandigo J, Zheng Z, Wicks P. Patient-centeredness in the design of clinical 
trials. Value Health. 2014 Jun;17(4):471-5. doi: 10.1016/j.jval.2014.02.012. Epub 2014 
May 5. PMID: 24969009; PMCID: PMC4497570.



Clinical Trial Index: Leveraging 
geographic and social 
determinants of health data to 
support clinical trial site selection

Purpose
The CTLC is designed to overcome the 

barriers that have historically plagued 
minority accrual in neurological clinical 

trials.  

Visualizations

Users Identify treated populations by geography 
(zip code, county, state, metropolitan statistical 
areas, and state and congressional legislative 

districts), by demographic cohort (age, gender, 
race and ethnicity), and by provider (primary and 

specialty care, hospital, clinic and pharmacy). 

Applications
Using data derived from the CT Index and advisors, 

an action plan was to help match clinical trial 
operations activities to the needs of the diverse 

patient populations at the community level. 
Initiatives may relate to site selection, clinical trial 

enrollment and retention. 







Thank you!


