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The Imperative: Why We Must Go Beyond the Urban Cc

m Scientific Need: To ensure our research findings are
generalizable and applicable to a diverse patient
population.

m Ethical Obligation: To address health disparities and
provide equal access to promising new therapies.

m Business Opportunity:To accelerate patient enrollment,
increase trial efficiency, and reach new markets.

m Regulatory & Public PressureGrowing emphasis from
FDA and public health advocates on increasing diversity
in clinical trials.



The Core Barriers

o Research-naive sites, limited
z 6 technology,lack of trained staff.

GEOGRAPHIC INFRASTRUCTURE
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Long traveldistances,
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and language barriers.



Multipronged approach needed to address the barriers

Decentralized &
Patient-Centric
Design
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Building Capacity ol Financial &
& Fostering PATIENT Logistical Support
Partnerships for patients
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Why Decentralization Matters

Patients face barriers in traditional trials

 Traveldistance, time off work, caregiver burden
« Lmmited trial sites concentrated in academic centers
 Underrepresentation of diverse populations

Decentralization enables

« Participation closer to home (telehealth, home health, retail clinics)
 Real-world diversity of patients and data
* Increased trust when care is delivered in familiar settings



Sponsor Challenges

What keeps decentralization
from scaling?
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Regulatory variability Technology inequity Site readiness gaps
Inconsistent acceptance Broadband, devices, Community and FQHC
across regions, digital literacy not sites lack infrastructure
unclear guidance evenly distributed for research
Data quality & interoperability Trial awareness & trust
Need to ensure decentralized Providers and patients often

data meet GCP standards don’t see trials as a care option



Opportunities for Sponsors

New Models for Engagement
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Hybrid trial models: Patients choose which
visits are remote vs in—-person

Retail & pharmacy partnerships: Local access
to labs, vaccines, and basic procedures

Mobile health & home visits: In-home assessments
and direct-to-patient medication delivery

Digital tools: Wearables, ePROs, and Al-enabled
monitoring for continuous data capture

Equity supports: Assistance for internet, childcare,
and transportation costs



No One Can Do This Alone

A Collaborative Ecoystem for Clinical Trials

Government & Regulators:
Create harmonized

DCT frameworks,
pragmatic guidance @
Successful

Decentrelzazed
Clinical Trials
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Advocacy & Patient Groups
Drive awareness of
trials as care options

Payers & Health Systems
Integrate trials into
standard of care pathways

PubliePrivate Partnerships

Academic Centers &
Community Sites:
Extend trial capacity into
real-world care settings

Technology Partners
Provide platforms,
home health, and

secure data systems




UndeiResourced # Always Rural

CHALLENGES

RURAL UNDER-RESOURCED
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Health Centers Messengers Engagement Units Decentralized

‘ Labs/Pharmacies

Different contexts, different solutions



Case Examples
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RESEARCH RESEARCH
INTEGRATION ACCESS
@
Partnering with Integrate Research Using Mobile Telehealth Follow-ups
FQHCs Staff, Training Research Units So-ups to Support
Providers Participation

PUBLIC-PRIVITE PARTNERSHIP FOR INFFASTRCTURE
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Co-developing With NIH And Industry Peers
Decnteralzazed
Infrastructure

10



CALL to ACTION: A New Vision for Research

fit i
Innovate & Adapt ol Partner for Health

Embrace innovaiion and & Shift fiom being a sponsor to a
flexibiity in trial design. partner in community health

b

Invest in Integrity Lead with Equity

View every dollar spent on patient support Prioirize health equity in all
as Investment in data integrity our research enve evers
and trial success

Join Us in Shaping the Future of Inclusive Research
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TOGETHER

we canmake clinical trials
Accessible  Equitable Patiesintered



Doing now what patients need next
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