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THE PROBLEM.

The striking loss of  

women and men  

from 

underrepresented 

backgrounds is 

apparent across the  

career spectrum



Why is it important to have more inclusive 
clinical trials?
• Workforce



Translational ScienceTeams  and
Workforce
Research shows that diverse teams working together and capitalizing 
on innovative ideas and distinct perspectives outperform homogenous 
teams. Scientists and trainees from diverse backgrounds and life 
experiences bring different perspectives, creativity, and individual 
enterprise to address complex scientific problems. There are many 
benefits that flow from a diverse NIH-supported scientific workforce, 
including: fostering scientific innovation, enhancing global 
competitiveness, contributing to robust learning environments, 
improving the quality of the research, advancing the likelihood that 
underserved or health disparity populations participate in, and 
benefit from health research, and enhancing public trust.



Comments

• Expand definitions of leadership beyond PI

• Need broader institutional commitment to DEI work for effective implementation

• Cross institutional efforts might catalyze change in climate

• Tension between “giving up” power and interest in diversity

• Perception "qualified" people are being asked to step aside for "unqualified" people 
vs create higher level of excellence with more creative leadership

• Need to ensure accountability



PRINCIPLES BEHIND DIVERSITY PROGRAM CONSORTIUM

1. Need for evidence-based recruitment and training

2. Exploration of psychosocial factors on individual and institutional climate

3. Study the science of workforce diversity

4. National strategy to sustain workforce diversity in academic and beyond



Why is it important to have more inclusive 
clinical trials?
• Better data- more inclusive

• Safety



Factors Determining 

Pharmacological Response

Pharmacokinetics Pharmacodynamics

Dosage
Side effects

Clinical 
response

Genetics
Environmental 
factors

Culture Ethnicity
Other 
factors
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CYP2D6 Super Extensive Metabolizers
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• Fosters scientific innovation

• Improves quality of the research

• Increases likelihood that research outcomes will benefit 
individuals from underserved or health disparity 
populations

• May increase participation of health disparity populations 
in clinical studies

• Expands public trust

• Enhances global competitiveness

Benefits of Diversity

1
8



• Building Trust and Acknowledging Past Wrongs. Some patients may not trust medical research due to the historic record of mistreatment, including 
from the U.S. Public Health Service Tuskegee Syphilis Study and the exploitation of Henrietta Lacks, whose cancer cells were harvested without her 
knowledge and have been used over the decades since. Today, patients and research participants’ rights are protected by law and ethics committees, 
including institutional review boards that oversee clinical trials. Our companies are also committed to enhancing diversity among clinical investigators, 
working with communities to educate about the role of clinical trials and improving our community outreach so that those who want to participate 
can do so.

• Reducing Barriers to Clinical Trial Access. To enhance clinical trial diversity, it is imperative for researchers to plan studies and development programs 
that promote inclusion of diverse populations, implement protocols that define the intended treatment and enrollment populations and seek input 
from those communities throughout the process. For example, sponsors should consider recruitment challenges and enrollment barriers that may 
occur as a result of factors such as planned visit schedules, location and financial implications, as well as how these factors might be addressed. It’s 
also important that researchers adopt practices for determining science-based eligibility criteria that do not inhibit the diversity of the clinical trial 
population.

• Using Real-World Data to Enhance Information on Diverse Populations Beyond Product Approval. During the post-approval phase, collecting clinical 
real-world data or evidence can be an important method of supplementing trial data, in compliance with all applicable local laws and regulations. 
These data can also serve as an effective and efficient means to enhancing understanding of drug effects in diverse patient populations.

• Enhancing Information About Diversity and Inclusion in Clinical Trial Participation. Lastly, biopharmaceutical companies that adopt these new 
principles commit to sharing information about their policies or practices to increase clinical trial diversity online to promote transparency and 
accountability.

PhRMA members’ new clinical trial diversity principles

Many organizations have recently adapted principles or guidelines …But are they effective

https://transceleratebiopharmainc.com/initiatives/patient-experience/


Enhancingdiversityandinclusivityinclinicaltrials

GuidingPrinciples

Set accrual goals to addressinequities

Establishaccountability processes

Acknowledge/addressstructural racism and
historical research abuse

Share findingsw community

Minimizeparticipant burden

Top 3strategiesfrom breakout

Train research teams in cultural humility & 
effectivecommunications

Integrate voicesof marginalized groups  
into study design and recruitment 

planning

Partner with trusted community orgs






