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The health of the U.S. population is
declining.

Decline is steepest among
the underserved and underrepresented.



U.S. life expectancy ranks low among peers
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Communities Advancing Research
Equity for Health (CARE for Health)

NEWS RELEASES

Thursday, June 6, 2024

NIH launches $30 million pilot to test feasibility of a
national primary care research network

Initiative aims to improve health outcomes by integrating research in everyday primary care

settings.
The National Institutes of Health (NIH) is investing approximately $30 o ities Ad

s ) X . . Research Equity for Health o . aniiessbsiard
million in total over fiscal years 2024 and 2025 to pilot a national primary (CARE for Health™) a:....':;”‘.ﬁ;f' e
care research network that integrates clinical research with community- e Gromderitn  Adierlonghdinl clacioncl i iy 3..:'
based primary care. The new initiative called Communities Advancing |
Research Equity for Health - or CARE for Health - seeks to improve access w %

0;’ s

to clinical research to inform medical care, particularly for those in
communities historically underrepresented in clinical research or P

underserved in health care. Informed by the health needs of these Community-based primary care practices

Read the announcement
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Community-based primary Care

pra ctices Advancing Research .Condu?t research add.ressing Re.duc.e burdgn on providers
] issues important to diverse using innovative data
Eqwty for Health communities, particularly those  collection methods

underrepresented in

CARE 'IOI' HealthTM biomedical research Increase Improve

adherence to efficiency
Integrate Engender trust in Achieve longitudinal collection of clinical evidence-based of care
research into science by addressing  data to address health across the lifespan care delivery
the clinical care community needs

environment
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Establishing and NIH Network for Research in Primary
Care Settings

Coordinated infrastructure that embeds innovative research into routine clinical care in

primary care settings to:

« Support primary care-based clinical research in mission areas spanning prevention
and treatment and with a focus on health equity and whole person health

« Establish a foundation for sustained engagement with communities
underrepresented in clinical research

« Implement innovative study designs suitable for primary care settings that address

common health issues, inform clinical practice, and enhance dissemination and
iImplementation

thereby facilitating and accelerating research advances for adoption and implementation

into everyday clinical care, improving health outcomes, and advancing health equity for all

m National Institutes of Health



CARE for Health Engagement: Executive Summary Themes

/,%éé\ Listening Session 1: Early, Sustained Engagement of
Patients and Community Organizations

Listening Session 2: Clinical Research Network
Capabilities

Listening Session 3: Needs of Providers and Healthcare
Systems for Research Participation

®
2s0 ) Listening Session 4: Clinical Research Innovations to

Reduce Site and Provider Burden

The listening sessions engaged 78 unique
participants with perspectives from:

* Research Networks

* Hospital Systems

* Primary Care Providers and Organizations
e Patient and Community Organizations

* Federal Agencies

Public Workshop June 6, 2024 engaged 538
participants

m National Institutes of Health



Bridging Gaps and Building Connection

Building Sustainable and

Effective Partnerships

Transition from episodic
to continuous engagement

Build and maintain capacity
through mentorship,

administrative support, and

sustained staffing

Maintain ongoing
relationships (including
financially) with local
community partners

Demonstrating
Trustworthiness

Through Balanced and Bi-
directional Partnerships

%9 Co-develop and shape the
research agenda

Trust and consistency stem
from a deep-seated
physical community
presence

Active observation to
ﬁ understand and meet
community needs

Understanding the Diverse
Needs of Communities

There is no “one size fits

A
all”; adapt research

engagement approaches

Raise provider and

8[ researcher cultural
competency and enhance
community literacy

Implement decentralized
®-® research studies to
increase participation

®

m National Institutes of Health




Accounting for Provider Needs in Research

Integration

Aligning Practice Needs and

Research Structures

Establish relationships with
entire clinical team and
stakeholders

pS Enhance information
C3¢ access to relevant clinical
trials for patients

Communication and flexible
@ research designs address

misalignment between pace

of research and pace of care

Considering the Workload of

Health Care Providers

Account for the clinical
team's routine operations

Provide research support
w and resources for
administrative tasks

Reducing Burden with
Innovative Study Design and
Technology

~ Novel research allow
exploration of questions and
interventions relevant to
patient care

Artificial Intelligence,
@Hj common data models, and
data tokenization can

simplify research process

___ Consultation with
providers should inform
how technology is
integrated into research

m National Institutes of Health




Balancing Financial Implications of Research

Involvement

Addressing Financial

Sustainability

Valuing Patient and

Community Contributions

Ensure funding is
@“ adaptable to meet care
and local needs

Consider revenue impact
on providers and explore

% ways to provide financial
remuneration for time
spent on research

guen

=

Patient and communities
should be included in the
decision-making process,
to effectively co-create

Existing funding structures
pose challenges to
compensate community
organizations

Individuals and community
organizations deserve
equitable compensation

m National Institutes of Health



Approach to Network Building

éf Expand enrollment efforts of existing NIH studies and develop new studies as the infrastructure is established
N

WA Partner with existing clinical research networks and resources, expanding with new collaborations as the
“wﬁ" network grows

Engage NIHICOs as well as primary care sites and their community network partners on prioritizing and

'ETE-J planning research

@ Implement study designs across the landscape of clinical trial innovations to minimize burden on patients and
=~ providers

R h Sustained
esearc Clinical study CSEAINE

Practice-based and . ereas .
prioritization . . community
Innovations

Patient-centered and planning engagement

Vational Institutes of Health



Infrastructure to Embed Research into Primary Care

Community Clinical Science
Engagement ﬁ Center
i1

Infrastructure
Network Research components gﬁ Operations
Hubs anticipated to be Q Center
piloted and
implemented

Independent Review = IndustrY
and Monitoring Boards E ﬁ Partnerships

m National Institutes of Health



Potential Synergistic Partnerships
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Research Opportunity Announcement (ROA)

Key Elements of Pilot Launch Integrating Clinical Research into Primary Care
Settings through Network Research Hubs - A Pilot
: - .- (OT2):
* Leveraging existing
clinical research Networks Purpose: Invite applications for organizations to serve
for rapid launch as "“Network Research Hubs" and establish an

infrastructure to conduct clinical research in rural

Focus on populations that primary care settings as a two-year pilot

are medically under-

served and historically Eligibility:
under-represented in o Located in states with at least 25% of census

tracts defined as rural using the Revised 2010
RUCA Codes (codes 4-10)

o Part of or funded by NIH Institutional
Development Award Clinical and
Translational Research (IDeA-CTR) awards; the
NIH Clinical and Translational Science Award
(CTSA) Program; or the Patient-
Centered Outcomes Research Institute'’s
(PCORI) Network (PCORnNet)

biomedical research, with
emphasis in initial pilot
phase on rural populations



https://commonfund.nih.gov/clinical-research-primary-care/Primary-care-research-network-Research-Opportunity-Announcement-FY24
https://www.ers.usda.gov/data-products/rural-urban-commuting-area-codes/
https://www.ers.usda.gov/data-products/rural-urban-commuting-area-codes/

I Timeline

®  Spring 2024: Obtain perspectives from external partners to inform
®¢® planning for the network

L\
- Listening sessions and public workshop

Quick Launch in 2024: Expand existing studies to increase engagement
WA with underrepresented rural populations and to enhance accrual and

*yi collaboration

- Administered by NIH Common Fund

- Research Opportunity Announcement (May 6 - June 14, 2024); Anticipate
Initial awards in September 2024
- Anticipated initial award budget totaling ~$5.6 M in FY24

Expand in 2025 and Beyond: Launch additional studies across the
network, plan new studies, further establish and solidify the network
infrastructure

- Anticipated Budget: $25M in FY25; anticipate ramp up of ~$50-100M/year
after assessing feasibility and budget requirements e




I Phased Approach to Launching Studies

This effort is expected to be a two-year pilot

U U U U

Year 1 Year 2
Fund Network Research Hubs New Research
That will participate in selected existing In coordination with the other components of
studies. These studies may be the infrastructure and partners.
interventional or observational and are Program Evaluation
expected to be suitable for rural primary Before the end of year two, NIH will evaluate
care settings. which approaches and efforts are working for

broader implementation.

m National Institutes of Health



Beyond Year 1: Expanding Focus Populations

Pediatrics Tribal Nations

Women People without Homes Racial and Ethnic
| P o, ’ ; Minorities

Ny A v
“&U? R e
S Kl
B it o
A

5
Y
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Community Engagement Components

ﬂﬁ_é] Early in Planning

’;Ig‘ Network Research Hulbs Local Engagement
m Community Engagement Community Representatives
Committee Patient Representatives

Coordination/Learning

CARE for Health™ Community

. . Resources/Workshops/Toolkits
Engagement Coordination

\ [J
):

Collaboration with Advocacy Groups

m National Institutes of Health



Discussion

e Questions re: CARE for Health™

* Lessons Learned from NCRA Experience:

o Effective strategies to communicate CARE for
Health™ to the patient community

o Incorporating research advocacy at research
network level

e Other Advice from NCRA

m National Institutes of Health



CARE for Health: Information Resources

Additional resources can be accessed via the CARE for Health website:

To stay up-to-date on program activities, please
sign up for the listserv:

v Research Opportunity

Announcement (ROA) Get Program

v" Technical Assistance Webinar Updates
Recording and Slides

v’ Listening Session Executive Summary X 9

The listserv registration button can be found on the left side of the CARE
for Health website

m National Institutes of Health
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