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About CISCRP

• Independent, 501(C)(3) non-profit

• Boston-based

• Globally active

• Founded in 2003

❖ Dedicated to engaging the public and 

patients as partners in clinical research

❖ Collaborate with foundations, associations, 

advocacy groups, industry, academic 

institutions, government agencies
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Objectives

• Identifying the approaches and challenges 
to improving diversity in clinical research

• How patient and community partnership is 
key to improving DEI

• Fostering collaboration to build public and 
community trust and engagement

• How regulatory and cross-disciplinary 
guidance can guide your efforts 

• Review concrete examples of diversity 
initiatives and projects
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Definit ions & Regulations



“Defining” Diversity, Equity, and Inclusivity

❖ Clinical trial diversity is the intentional inclusion of a 

patient population who differ from each other based on 

factors such as: Race, Ethnicity, Gender, Age, Sexual 

orientation, Geographic location, Education level, 

Socioeconomic status, Health status

❖ Health equity happens when everyone has a fair 

opportunity to attain their highest level of health.

Achieving health equity requires:

❖ Acknowledging and addressing historical and 

contemporary injustices.

❖ Overcoming economic, social, and other obstacles to 

health and healthcare.

❖ Eliminating preventable health disparities.
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Important Regulatory Developments

FDORA

Public Law 117-328; Title III--food And Drug Administration; Subtitle F--Cross-
Cutting Provisions;  Chapter 1--Clinical Trial Diversity and Modernization

• Signed into Law December 29, 2022

• Diversity Action Plan Required for Phase 3 Studies and other pivotal studies

• Device studies are included in the requirement (with exceptions)

• Action plan contains 

(A) the sponsor's goals for enrollment in such clinical study

(B) the sponsor's rationale for such goals; and

(C) an explanation of how the sponsor intends to meet such goals, including demographic-

specific outreach and enrollment strategies, study-site selection, clinical study inclusion and 

exclusion practices, and any diversity training for study personnel;
https://www.congress.gov/bill/117th-congress/house-bill/2617/text
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Regulatory Guidance

Enhancing the Diversity of Clinical Trial 
Populations — Eligibility Criteria, 

Enrollment Practices, and Trial Designs 
Guidance for Industry 

NOVEMBER 2020 (FINAL)

Purpose:”…in part, to satisfy the mandates of 
the FDA Reauthorization Act of 2017 (FDARA)”

• Broadening eligibility criteria to increase 
diversity in enrollment

• Make trial participation less burdensome for 
participants

• Adopt enrollment and retention practices 
that enhance inclusiveness 

• Expanded access
https ://www.fda.gov/media/127712/download
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Diversity Plans to Improve Enrollment 
of Participants From Underrepresented 

Racial and Ethnic Populations in 
Clinical Trials

APRIL 2022 (DRAFT)

Purpose: “…approach for developing a Race and 
Ethnicity Diversity Plan”

Describe specific trial enrollment and retention strategies, 
including but not limited to:

i. site location and access (e.g., language assistance for persons 
with limited English proficiency, reasonable modifications for 
persons with disabilities, and other issues such as transportation); 

ii. sustained community engagement (e.g., community 
advisory boards and navigators, community health workers, patient 
advocacy groups, local healthcare providers, etc.);

iii. reducing burdens due to trial/study design/conduct 
(e.g., number/frequency of study-related procedures, use of local 
laboratory/imaging, telehealth); 

https://www.fda.gov/media/157635/download



Tools & Resources

• Multi-Regional Clinical Trials (MRCT) 
Center: “Achieving Diversity, Inclusion, and 
Equity in Clinical Research” Guidance

• MRCT Website with toolkit and case studies

• EMPACTA and similar publications on 
achieving DEI in trials

https://mrctcenter.org/diversity-in-clinical-research/wp-content/uploads/sites/11/2021/09/MRCT-Center-Diversity-
Guidance-Document-Version-1.2.pdf
https://mrctcenter.org/diversity-in-clinical-research/
https://www.ncbi.nlm.nih.gov/pmc/articles/PMC8785867/
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https://mrctcenter.org/diversity-in-clinical-research/wp-content/uploads/sites/11/2021/09/MRCT-Center-Diversity-Guidance-Document-Version-1.2.pdf
https://mrctcenter.org/diversity-in-clinical-research/wp-content/uploads/sites/11/2021/09/MRCT-Center-Diversity-Guidance-Document-Version-1.2.pdf
https://mrctcenter.org/diversity-in-clinical-research/
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Workforce Diversity

“Global Investigative Site Personnel Diversity and Its Relationship with Study Participant Diversity”
Getz, et. al., Ther Innov Regul Sci. 2022 Sep;56(5):777-784. doi: 10.1007/s43441-022-00418-9. Epub 2022 Jun 10.

• address under-representation in clinical trials through identifying, hiring and supporting investigative site 
personnel to best reflect the patient communities that they serve

• significant correlation between site personnel diversity and patient enrollment diversity worldwide

• significant relationship between proportion of given race or ethnicity of investigative site personnel and the 
corresponding race and ethnicity of patients enrolled

• highest personnel diversity in private community-based practices, investigative sites and site networks

https://pubmed.ncbi.nlm.nih.gov/35687265/
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Co m m u n ity  In s igh ts  & 
Ex a m p les  o f  D EI  Ed u c a t io n  a n d  En ga gem en t  In it ia t iv es



Perceptions and Insights Global Surveys

• Measuring Clinical Research Perceptions and Experiences

• 12,400+ respondents globally
• Past trial participants

• Members of the public

• Biannual
• 2021 reports available (4th iteration)

• 2023 survey underway!

• Publically Available Data  

• Reports (sub-group stratification) 

• Publications (longitudinal analysis) 

• Webinars
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Building Trust Remains a Top Objective

©2023 CISCRP All Rights Reserved
CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/



Reasons for Lack of Trust
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Financial motivations, withholding information about health risks, and past mistreatment of 
clinical research participants are cited as the top reasons respondents do not trust pharma

CISCRP 2021 Perceptions and Insights Global Study
https://www.ciscrp.org/services/research-services/perceptions-and-insights-study/

• Black respondents were more concerned than any other race about past events where participants were mistreated (47%)
• White respondents were distrustful due to pharma’s focus on money (72%) more than other racial groups (47-51%)
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Awareness: learn and understand the audiences’ attitudes and values 

Competency: match the audiences’ Logic, Language, & Experience (LLE)

• Logic: recognize attitudes and beliefs, address misconceptions with educational 
messages  

• Language: phrases and terms familiar to the audience can be used if 
appropriate and related to technical terms 

• Imagery: sensitive and positive 

• Experience: provide examples, model ideal behaviors,  and ensure the 
recommended behaviors are realistic

Humility: Examining the effect of one’s own attitudes and values 
• Towards the recommended behavior
• Towards the target audience: implicit bias testing

Understanding and Respecting Cultures
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https://www.ciscrp.org/the-importance-of-diversity-in-clinical-research-video/


For Us, With Us
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✓ Co-development with community 

members and subject matter 

experts who have experience 

working with those communities 

✓ User-testing via anonymous 

survey of 500 community 

members 

✓ Diversity of ethnic and racial, genders 

and socioeconomic backgrounds

✓ Culturally relevant and 

competent topics, language, 

images, and design

✓ Address communities’ key 

concerns and barriers to 

participation
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Kids are people too! Pediatric Inclusion
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Outreach and Awareness
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✓ Highlight the critical importance of patient diversity 

and inclusion within clinical trial participation

✓ Enhance public awareness, literacy and 

understanding of clinical research with educational 

articles/ads​

✓ Improve public perception about clinical research 

study participants



Investigator/Site Education & Training

Improve awareness, knowledge and skills with workshops, 
webinars, videos, infographics

▪ Diversity, Equity, and Inclusivity (DEI) Awareness 

▪ DEI and Cultural Competency Practices

▪ Health Literacy Techniques for Informed Consent Process

▪ Patient Engagement Practices to Improve Recruitment & Retention 
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Innovative Engagement
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Grass-roots campaigns to engage and educate 
patients and the public in clinical research
✓ Live Education Events

✓ MT Pharmacy

https://www.youtube.com/watch?v=w90COWBW03g&feature=youtu.be


Journey to Lasting Impact
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2018

• “Journey to Better Health RV”

• Los Angeles

• Identify and train community educators

• Improve education event registration

2023+

• FDA’s Office of Minority Health and Health 

Equity Innovation AWARD

• “Evaluating Impact of Mobile Community 

Education Engagement Initiative…”

• Philadelphia & Baltimore

• Partner with community leaders

• Collaborate with organizers of existing events 

to enhance receptivity and impact



Thank you!

C.I.S.C.R.P CISCRP @CISCRP @CISCRP

Stay Connected

http://www.facebook.com/CISCRPpage
http://www.linkedin.com/company/CISCRPpage
http://www.instagram.com/CISCRP
http://www.twitter.com/CISCRP
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