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FDA excludes 
women of 

childbearing 
potential from 

early - phase trials

1977 1986

NIH encourages 
inclusion of 

women in research 
(policy, not law)

1993

NIH Revitalization 
Act mandates 

inclusion of 
women and 
minorities

2015

NIH analysis 
shows only 26% of 
studies use sex as 

a variable

Public Health 
Service Task Force 
reports exclusion 
harms women’s 

health

1985

GAO finds NIH 
policy poorly 

implemented, 
ORWH established

1990

NIH enforces 
inclusion policy, 

funding denied for 
non - compliant 

studies

1994

AMA supports FDA 
diversity action 
plans and post -
market studies

2024

FDA = Food and Drug Administration, NIH = National Institutes of Health, GAO = US General Accounting Office, 

renamed in 2004 to US General Accountability Office, ORWH = Office of Research on Women’s Health, AMA = 

American Medical Association. 
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In 2020, CDER approved 53 novel drugs 

Overall, 32,000 patients participated

2020 Drug Trial Snapshot Summary Report.  FDA.Gov , 2021, 
https://www.fda.gov/drugs/drug - approvals - and - databases/drug - trials -
snapshots. 



Current State of Representation
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Review of DTS data published between 2015 and 2019 focusing on the participation at the 
U.S. trial sites. 
Demographic trial data are compared to data obtained from the U.S. Census Bureau to 
understand the extent to which such trials represent the diversity of the U.S. population.

U.S. racial and ethnic participation in global clinical trials by therapeutic areas , Lolic M, 
Araojo R, Okeke M, Temple R. Clin Pharm Ther. 2021; 46:1576 – 1581.
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Is “Just Good Science”
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Affects accuracy, 
fairness and 

usefulness of 
medical research

Why Representation Matters

Data may not show 
how treatments work 

across different 
populations

Diverse participants 
help researchers to 

understand drug 
safety and efficacy for 

everyone
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Pharmacogenomic Differences

Understanding pharmacogenomic 
differences across racial and 
ethnic groups is essential for 
delivering fair and effective 
healthcare especially in certain 
treatments, where genetic 
variation significantly influences 
drug response
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Historical Failures

The Tuskegee Syphilis Studies and Henrietta Lacks 

Diversity, Inclusion, and Equality –  It’s Just Good Science!
https://historycollection.com/20 -photos -tuskegee -syphilis -study/
https://www.sciencealert.com/henrietta - lacks - family - reach -a-settlement -over -her -stolen - immortal -cell - line
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Data Integrity and Data Quality

Failures in data integrity can 
significantly undermine the 
credibility of clinical research 
and hinder DEI efforts. 

Data integrity (defined as the 
completeness, consistency, and 
accuracy of data) is essential for 
ensuring that clinical trial results 
are reliable and representative. 

Diversity, Inclusion, and Equality –  It’s Just Good Science!
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Healthcare Access and Engagement

Diversity, Inclusion, and Equality –  It’s Just Good Science!
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Research Fraud

Publication bias highlights the 
critical need for transparency in 
clinical research to ensure that 
treatment decisions are based 
on complete and accurate 
evidence

Underscores the importance of 
transparency, accountability, 
and inclusive evidence 
generation as foundational to 
achieving equity in health 
research

Diversity, Inclusion, and Equality –  It’s Just Good Science!
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Data Integrity: Missed Safety 

Diversity, Inclusion, and Equality –  It’s Just Good Science!



DEI –  It’s Just Good Science

21

Social Factors

Mistrust in Medical Institutions: 
underscores the critical importance 
of ethical conduct, community 
engagement, and culturally 
sensitive communication in clinical 
research, especially in regions with 
historical experiences of 
exploitation

Socioeconomical Barriers:
barriers collectively hinder 
equitable representation in 
research and reinforce the need for 
inclusive trial design and outreach 
strategies.

Diversity, Inclusion, and Equality –  It’s Just Good Science!



Deep Dive

Where Are We Now? 
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Systematic review in 2022 critically examines how race and 
ethnicity have been conceptualised, measured, and utilised 
in U.S. - based epidemiologic research published in five 
leading journals over a 23 - year period 

Martinez et al. (2022)

1050 articles 
reviewed

Over 75% of 
studies not 
stating how 

race or 
ethnicity was 

assessed

Most studies 
failed to 

distinguish 
between race 

and/or 
ethnicity

Studies 
create single 
“ethnoracial” 

construct, 
undermining 

analytical 
clarity and 

rigor

Coding 
schemes 

frequently 
centred 

Whiteness 
“White”, 

“Nonwhite” 
and “Other” 



The NIH Clinical Trials Database

NIH DATA MINING

Whilst  the  clinicaltrails .gov
database has its uses, data mining is 
challenging given the quantity of 
unstructured, free - text data and tabulated 
data non - standard coding

24Diversity, Inclusion, and Equality –  It’s Just Good Science!

482 Variables –  only 42 are standardised

Here min_age has variously been recorded as 
   “Min xx Years”
   “xx Yrs”
   “xx Years”
   “Years: xx + exclusive”
   “xx Weeks”



The NIH Clinical Trials Database

NIH DATA MINING

Much of the relevant information is available in free text form. 
Given the lack of standard layout and variations in terminology extracting this 

data programmatically was challenging. 

25Diversity, Inclusion, and Equality –  It’s Just Good Science!

A task for an AI Agent!
Unfortunately, that was beyond the scope and budget available for this project



A Simple Graphical Interface to the API

NIH DATA MINING
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The API provides a far richer data 
source that the web - query tool. 
We can simplify the process of 

accessing the data but problems 
with the data standardisation still 

remain.



A Simple Graphical Interface to the API

NIH DATA MINING

27Diversity, Inclusion, and Equality –  It’s Just Good Science!
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The requirement to embed DEI into clinical research has 
gained substantial traction, driven by both ethical 
considerations and the need for scientifically robust data 
that reflects real - world populations. 
Regulatory agencies have responded with a suite of 
guidance documents that underscore the necessity of 
inclusive trial design, recruitment, and reporting practices.

Diversity, Inclusion, and Equality –  It’s Just Good Science!
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“Enhancing the Diversity of Clinical Trial Populations, Eligibility Criteria, Enrolment 
Practices, and Trial Designs -  Guidance for Industry”, published November 2020.  
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“Collection of Race and Ethnicity Data in Clinical Trials Guidance for Industry and Food 
and Drug Administration Staff”, Issued on 26 October 2016, updated January 2025.  
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“Diversity Plans to Improve Enrolment of Participants from Underrepresented Racial 
and Ethnic Populations in Clinical Trials Guidance for Industry” -  Draft Guidance, 
published in the Federal Register on April 14, 2022. 
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“NIHR Research Inclusion Strategy 2022 –  2027” -  Issued 26 September 2022, 
Version: 3.0 -  July 2025
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"Guidance for developing and submitting an Inclusion and Diversity Plan –  second 
draft" , published 13 May 2025



Path Forward

What Can We Do?  
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In early 2025, the FDA quietly removed its draft guidance on 
enhancing diversity in clinical trials. This regulatory shift raises 
concerns about the future of inclusive research practices and their 
impact on equitable healthcare outcomes. 

While the FDA’s withdrawal of DEI guidance in 2025 was unexpected, 
the pursuit of diversity in clinical trials remains a scientific 
imperative, regardless of shifting political landscapes.



Path Forward –  What Can We Do? 
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EMBEDDING DIVERSITY IN RESEARCH LEADERSHIP
Diversity within research teams  is essential for driving meaningful DEI initiatives in 
clinical trials. 
Diverse leadership fosters broader perspectives and more representative decision -
making, helping to identify and address blind spots in trial design and execution. 
Build trust and credibility, people are more inclined to trust leaders who resemble them



Path Forward –  What Can We Do? 
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UPDATE MANDATES AND DOCUMENTATION
Current diversity planning and demographic reporting rely on a narrow set of self - identified 
race and ethnicity categories that are shaped by socio - geographic constructs rather than 
scientific constructs. 
This approach can oversimplify complex identities and limit the accuracy of data used to 
assess representation. 
More nuanced frameworks are needed, such as incorporating intersectional data, using 
granular ethnicity classifications and applying genomic ancestry markers where appropriate 
to complement self - reported data
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EARLY DIAGNOSIS AND RESEARCH INITIATIVES
Earlier diagnosis of disease also plays a vital role in improving DEI in clinical trials. When 
individuals are diagnosed sooner, they are more likely to be identified and recruited for 
research opportunities
Earlier diagnosis enables trials to better reflect the real - world patient population, leading to 
more inclusive study designs and more generalizable results. 
By ensuring that diverse groups are represented from the outset, clinical research becomes 
more equitable, more relevant, and ultimately more impactful for all communities.
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EMBEDDING EQUALITY: INCLUDE ETHINICITY FRAMEWORK 
Addresses a critical gap in clinical research: the underrepresentation of ethnic minority 
groups in trials
The Framework encourages trialists to move beyond participant numbers and consider who is 
included and why
 Who should my trial apply to?
 Are the groups identified likely to respond in different ways?
 Will my study intervention make it harder for some groups to engage?
 Will the way I have designed the study make it harder for some groups to engage?
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THE ACCESSIBILITY AND USABILITY OF PUBLIC CLINICAL TRIAL DATASETS

Accessible 
GUI Tools to 

submit 
detailed 
queries Extraction 

and 
tabulation of 

key data from 
text - based 
documents

Inference of 
demographics 

from other 
data when 

this has not 
been 

recorded*
*with the 

caveat that 
the inference 
methodology, 

be clearly 
stated

Use of 
Machine 

Learning and 
AI tools to 

facilitate the 
extraction of 

data from 
unstructured 

text



Conclusion

If our science doesn’t reflect everyone, represent everyone, who are we actually healing?
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