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Disclaimer

The views and findings expressed in this document are those of the 
authors and do not imply endorsement or reflect the views or policies 
of the U.S. Food and Drug Administration or the affiliated organization 
or entity of any member who contributed to this work. Individuals have 
served in their individual capacity. 
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PREVIOUS WEBINAR 
RECORDINGS AND SLIDES 

AVAILABLE TO DOWNLOAD 
HERE

http://mrctcenter.org/diversity-in-clinical-research/news-and-events/mrct-center-leaning-in-webinar-series/


https://mrctcenter.org/diversity-in-clinical-research/©MRCT Center 4

Today’s topic

April 14, 2021 Leaning In 
Webinar Series



https://mrctcenter.org/diversity-in-clinical-research/

Our Vision
Improve the integrity, safety, and 
rigor of global clinical trials.

Our Mission
Engage diverse stakeholders to 
define emerging issues in global 
clinical trials and to create and 
implement ethical, actionable, and 
practical solutions.

The Multi-Regional Clinical Trials Center (MRCT Center)

5©MRCT CenterApril 14, 2021 Leaning In 
Webinar Series



https://mrctcenter.org/diversity-in-clinical-research/April 14, 2021 Leaning In 
Webinar Series

Achieving Diversity, Inclusion, 
and Equity In Clinical Research

Guidance and Toolkit

mrctcenter.org/diversity-in-clinical-research   
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Leadership

• RADM Richardae Araojo, PharmD, MS, U.S. FDA 

• Barbara E. Bierer, MD, MRCT Center 

• Luther T. Clark, MD, Merck & Co., Inc. 

• Milena Lolic, MD, U.S. FDA 

• David H. Strauss, MD, Columbia University 

• Sarah White, MPH, MRCT Center 

MRCT Center staff: 

• Carmen Aldinger, PhD, MPH

• Hayat Ahmed, MS

• Laura Meloney, MS, MPH

• Joshua Smith-Sreen, MPH
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And the invaluable contributions of >50 
workgroup members, representing:

• Patients, Patient Advocates
• Academia
• Pharmaceutical companies
• CROs
• Non-profit organizations
• Trade associations
• Government agencies
• Research institutes

Each serving in their individual capacity.
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Guidance Document

• Multi-stakeholder contributions and 
consensus

• Practical and actionable recommendations

• Accountability section considers how each 
stakeholder can change the paradigm

• Toolkit provides adaptable resources not 
easily found elsewhere
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Diversity in Clinical Research Website: mrctcenter.org/diversity-in-clinical-research

New 
Updates 

Out
Now
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Upcoming Leaning In Webinars
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• How can institutions, sites and organizations 
plan, resource, and develop a program to 
address diversity and inclusion in clinical 
research?

• What strategies can be used with leadership 
to commit to and set expectations for 
diversity initiatives?

• What are some examples and experiences of 
organizations that are building and 
maintaining momentum toward inclusion in 
clinical research?

30 September 2020  NHC ©MRCT Center 11

Driving Inclusion: How To Begin?
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Today’s speaker

Anya Harry, MD, PhD
Head, Global Demographics & Diversity
GlaxoSmithKline
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Representation in Clinical 
Research

Anya Harry MD, PhD
Head, Global Demographics & 
Diversity

How to Begin



ü Prepare transformation with impacted teams
ü Organize the effort into focused workstreams e.g., supportive data systems, study site engagement, 

community and professional organization engagement and policy 

ü Build internal awareness and seek input, understand the drivers for the audiences
ü Drive to embed the change within the culture for sustained impact

ü Communication plan for implementation

ü Develop a narrative summarizing the current landscape, rationale (scientific, regulatory, patient) 
future recommendations, business impact, risks and implementation plan, including milestones 

ü Helpful: lean canvas as well as a logic model to understand key partners, activities, resources, etc.

ü Identify the gaps and unmet needs
ü Seek and align with key stakeholders and advocates within the organization 

Transformation at the grassroots and enterprise levels
How to begin

Advocacy 
& Team

Business Case

Cross 
Functional 
Framework

Training & 
Implementation
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Thank You

Better Science 

Help More Patients

Build Trust

Better Data 
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Today’s speaker

Christopher Romero, MD, PhD, FACP
Medical Director, USA
PanAmerican Clinical Research
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DRIVING INCLUSION IN CLINICAL 
RESEARCH. HOW TO BEGIN

PanAmerican Clinical Research, LLC

Christopher Romero, MD/PhD FACP

Medical Director, USA



USA 
LEADERSHIP 
IN CLINICAL 

TRIALS

clinicaltrials.gov



DISPARITIES IN GLOBAL DISEASE 
BURDEN



FDA DRUG TRIALS SNAPSHOT



DISEASE INCIDENCE MISREPRESENTED 
IN CLINICAL TRIALS



TEXAS COVID-19 DEMOGRAPHICS: 
CONFIRMED CASES



TEXAS COVID-19 DEMOGRAPHICS:  
MORTALITY



PANAMERICAN CLINICAL RESEARCH MISSION:

• PanAmerican’s community-oriented and 
patient-centric approach produces 
unparalleled patient recruitment & 
retention and the highest quality data. 
With experienced research 
physicians in major clinics and 
limited-resource communities, 
PanAmerican delivers results while 
providing health resources and 
education to underserved 
populations.

Driving research 
outcomes and building 
healthier communities.



PANAMERICAN CLINICAL RESEARCH
• Over 16 years of Clinical Research 

Experience in the U.S. and Latin America 
(LATAM).

• 1200+ site network throughout Latin 
America.

• Physician & GCP trained Study Specialist 
at each site performs community 
education, outreach & recruitment.

• PanAmerican employs epidemiologists & 
physicians with research experience 
throughout Latin America who track 
disease trends & use local knowledge to 
identify communities for trials.

• Coordinating with LATAM sites on 
projects and public health efforts.



Engage 
community 

leaders

Engage 
community, 

clinics, 
schools

Conduct 
Health Fairs 
& Screenings

Refer 
patients to 
trial site  & 

health 
resources  

Conduct 
ongoing 

community 
follow up &  

activities

HOW WE SERVE

Physician & GCP trained Study
Specialist at each site performs
community education, outreach & 
recruitment,  & establishes referrals
from physician specialists.



You have to 
have the 
respect and 
the trust of  
the community 
to approach, 
enroll, and 
retain patients. 
PanAmerican 
continues its 
support of 
communities 
through:                                                   

Health fairs & education

Disease screening & resource referrals

Organized access to rare disease trials

Community medicine supply coordination 

SUPPORT FOR LIMITED-RESOURCE 
COMMUNITIES





RIO GRANDE 
VALLEY, TEXAS

• 4 county region along Southern 
US Border

• 1.3 million inhabitants

• >90% Hispanic population

• >34% living below the poverty 
line

• 1/3 adults have <9th grade 
education

• McAllen, TX: highest % obesity 
and lowest rates of physical 
activity



THE TRUE BURDEN OF DISEASE

Texas Observer, 2019.



THE FORGOTTEN AMERICANS: THE 
LOWER RIO GRANDE VALLEY COLONIAS



THE FRONTLINE OF IMMIGRATION

Dignity, LLC. 2021



SUCCESS IN A CHALLENGING 
ENVIRONMENT



COMMUNITY RELATIONSHIP KEYS

• Local talent, local knowledge.

• Service to the community is paramount.

• Trust is earned and lost, not purchased and sold.

• Relationships take time to build.

• One on one, face to face interaction is the standard.



REPRESENTATIVE STAFFING

• Research staff recruited from local community and 
trained in GCP and clinical research.

• Culturally sensitive research personnel are able to 
relate and understand nuances of local population.

• “Hire the smile, train the skill” approach resulting in 
highly personable research team.

• Staff connections to community fosters trust. 

• Familiarity with the medical community enables 
collaboration.



COMMUNITY SERVICE

• Traditional activities:  health fair and community events.

• Pandemic activities:  Supporting COVID-19 testing and vaccination 
efforts.

• Partner with patient advocacy groups to promote health literacy.

• Partner with non-profits to promote health and wellness in 
underserved communities.

• Partner with City and County Health Departments to facilitate 
their missions.

• Collaborate with local University researchers to promote their 
research endeavors.



ACTION ITEMS

Find Find the diamonds in the rough by engaging with minority 
serving student organizations.

Work Work with local schools and universities to expose students 
to the world of clinical research as a career option.

Care about 
and support

Care about and support the projects that matter to your 
partners.

Excite Excite local media and news outlets about research occurring 
in their community.

Build Build sustained and organic community engagement.



BARRIERS TO CLINICAL 
TRIAL INCLUSIVITY 

• Variations in regulatory environments in Lat Am. 
hinder participation compared to US Sites.

• Translated study material availability at startup. 

• Community awareness and acceptance of clinical 
trials.

• Medical community acceptance of clinical trials.

• Decentralized trial technical barriers.

• Uninsured participants and newly diagnosed 
disease or adverse events.

• Migrant populations and timelines for retention.

• Trained / experienced research personnel 
shortage.
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Join us:

MRCTcenter.org
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Discussion and Questions


