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• The views and findings expressed today are those of the individuals, serving in their 
individual capacity, and do not imply endorsement or reflect the views or policies of 
the U.S. FDA, NIH, or any affiliated organization or entity.

• The MRCT Center is supported by voluntary contributions from foundations, 
corporations, international organizations, academic institutions and government 
entities (see www.MRCTCenter.org) as well as by grants.

• We have no personal conflicts of interest with this presentation.
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The MRCT Center and our work in 
Diversity, Equity and Inclusion (DEI)
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Our Vision
Improve the integrity, safety, and 
rigor of global clinical trials.

The Multi-Regional Clinical Trials Center (MRCT Center)
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Our Mission
Engage diverse stakeholders to define 
emerging issues [across all stages of] 
global clinical trials and to create and 
implement ethical, actionable, and 
practical solutions.



The MRCT Center, contd.
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https://mrctcenter.org

https://mrctcenter.org/2022-impact-report/

https://mrctcenter.org/2022-impact-report/
https://mrctcenter.org/2022-impact-report/
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Diversity, Inclusion, 
and Equity in Clinical 
Research Guidance 
Document and Toolkit 
launched in 2020.

MRCT Center DEI Guidance Document and Toolkit

https://mrctcenter.org
/diversity-in-clinical-
research/
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https://mrctcenter.org/diversity-in-clinical-research/
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MRCT Center Specific Work on Inclusion of People with Disabilities in Clinical 
Research
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https://www.nature.com/articles/s41591-022-02035-3
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2022.00520

https://www.nature.com/articles/s41591-022-02035-3
https://www.healthaffairs.org/doi/full/10.1377/hlthaff.2022.00520


The Accessibility by Design (AbD) 
in Clinical Research Toolkit
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The Accessibility by Design (AbD) Toolkit: Background

• 1 billion people (240 million children) globally, and 1 in 4 US adults with a disability. Yet, people 
with disabilities are often excluded from clinical trials.

• Product safety and efficacy, and the generalizability of study results, are dependent upon the 
inclusion of the populations who will use the product.

• FDA requires the submission of diversity actions that are focused on race and ethnicity. However, 
the guidance requests considerations beyond race and ethnicity, such as the inclusion of people 
with disabilities. Proposed Rule 1557 of the Affordable Care Act (ACA)  prohibits discrimination in 
access to health care for people with disabilities.

05/04/2023 ©MRCT Center 10



The Accessibility by Design (AbD) Toolkit: Overview

• Purpose: Some resources for accessibility are publicly 
available, but they are often limited to one specific 
topic (e.g., web design). Few resources are specific to 
clinical research.

• Audience: Sponsors, CROs, IRBs, academic research 
centers, investigators and their research teams.

• Goal: “One-stop shop” for accessibility resources to 
use in the planning, conduct, and communication of 
clinical research.

• Format: Document/PDF

• Process: Two rounds of review with disability rights 
leaders, researchers, nurses, people with disabilities, 
and family caregivers.
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The AbD Toolkit: Overview, contd.

• Focused on clinical research, although many aspects are also applicable to clinical care.
• Generally applicable for supporting inclusion of people with different disabilities, with the exception 

of people who lack decisional capacity.
• Does not include specification for pediatric participants.
• Does not include specification for disability data collection standards, the different steps necessary 

for physicians to decide when and how to do a  capacity assessment, or description of what 
“reasonable accommodations” may be when sites have widely varying levels of resources.
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The AbD Toolkit: Themes

• Preparing for AbD : General Considerations

• Implementing AbD: Communication 
Accessibility

• Implementing AbD: Physical Accessibility

• Innovating AbD: Newer Strategies for 
Inclusion

• Upholding AbD: Accountability and Advocacy
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The AbD Toolkit: 
Key Points

05/04/2023 14©MRCT Center

Key points: 

• Example at right
Implementing AbD: 
Communication Accessibility

• Goals coded by skill & 
feasibility: 
• Green circle (    ) “easy”
• Blue square (    ) 

“moderate
• Black diamond (     ) 

“advanced”
• Links to complementary 

trainings, tools, and resources.



The AbD Toolkit: Tools
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Tools: 

Example at right

Tool A.II.i: Planning inclusive 
eligibility criteria to reduce 
inappropriate exclusion of 
people with disabilities 
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The AbD Toolkit: 
Tools contd. 
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Tools:

Example at right

Tool C.I.ii. Map of 
example challenges in 
the participant 
journeys of people 
with disabilities.

*Note: Use in 
combination with Tool 
C.I.i. Site assessment 
of limitations for 
inclusion of people 
with disabilities



The AbD Toolkit: 
Tools contd. 
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Tools:

Example at right

Tool D.I: Information 
brief for individuals 
asked to act as 
supporters for supported 
decision-making



The AbD Toolkit Website

AbD toolkit website: https://mrctcenter.org/diversity-in-clinical-research/tools/abd_toolkit/
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https://mrctcenter.org/diversity-in-clinical-research/tools/abd_toolkit/
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Questions, Comments, Suggestions
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