vo. | NIA IMPACT

Yo% | COLLABORATORY

TRANSFORMING DEMENTIA CARE

The IMPACT Collaboratory

Partha Bhattacharyya, PhD
Ama Donkor, MPH
Lisa Onken, PhD
Marcel Salive, MD

National Institute on Aging
April 20, 2022




The NIA IMPACT Collaboratory

To support a center for collaborative research within and among health and long-term care systems to encourage pragmatic trials
of innovative dementia care. The IMPACT Collaboratory will...

‘ Build investigator capacity

Develop and disseminate knowledge

‘ Catalyze stakeholders’ collaboration

‘ Support design and conduct of ePCTs & serve as a platform
for ePCTs

W,
v v
N

(LB

National Institute
on Aging




IMPACT Collaboratory: A National Resource

9 01. Pilot Grant Program

One-year pilot studies are meant to generate the preliminary data necessary
to design and conduct a future full-scale Stage IV effectiveness ePCTs

09. Training Workshop & Training Modules
Opportunities for early-stage and mid-career investigators

to learn more about designing and conducting ePCTs to
improve care for PWLD and their care partners

ay Demonstration Project Grant Program
V. ' Demonstration will generate evidence on effective care delivery

Data & Resources. Ny (\ 4 practices for PLWD that can be expanded and/or implemented in
Data and resources are available to help build the v JE—
nation’s capacity to conduct ePCTs within health - ' "U . )
v

care systems for PLWD and their care partners.
03. Career Development Awards (CDA) Program

oo CDAs will support the development of early-stage MD, PhD, or
equivalent researchers who seek careers conducting ePCTs for PLWD

and their care partners.

07. Lived Experience Panel
Established in collaboration with the Alzheimer’s
Association, the panel is a diverse community of

PLWD or individuals caring for PLWD.

04. Health Care Systems (HCS) Embedded Research Program

. Junior and senior investigators will get an opportunity to work directly with
06 : Learnlng Health Network | health care systems interested in improving the care provided to PLWD and
EHE

Consortium of individuals representing care settings and {@ their care partners.

organizations with the goal of improving care quality, equity and
accessibility for PLWD and their care partners.

Faculty Scholars Program
Program is designed to support development of investigators in the design and conduct of embedded
pragmatic clinical trials for PLWD and their care partners by integrating them into the activities of the
IMPACT Collaboratory.
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Rationale

To develop and implement a successful
ePCT, researchers must secure
arganizational partners, recruit clinicians and
participants, and inspire haalth system
leaders to support and sustain successful
programs/interventions. Communicating
value and creating a persuasive rationale is
critical to engaging key stakeholders.

Guidance Documents

What is a Value Proposition?

A value proposition is “a clear, simple
statement of the benefits, both tangible and
intangible, that the evidence-based
programfintervention [evaluated in an ePCT]
will provide to a particular stakeholder, along
with a recognition of the approximate financial,
time, implementation, and other costs.
associated with those benefits.”

(Aaker, 2010)

6 Steps for Developing a Value Proposition

programfintervention.

Identify stakeholders that need to be engaged to conduct the ePCT or the

Gather information about the stakeholders’ concemns and priorities.

This may vary by stakeholder.

Identify the costs and benefits (resources, time, financial) for each stakeholder group.

values.

Consider what is nacessary to batter align the programiintervention with stakeholders’

Prepare material(s) describing the value proposition(s).

Effectively communicate the value proposition to key stakeholders.
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Best Practices for Integrating Health

Equity into Embedded Pragmatic
Clinical Trials for Dementia Care

Rationale

The MIH Revitalization Act of 1993 was enacted to compel scientists to design
for, and report on, the effectiveness of interventions brgender and racial/
athnic graups, yat the evidence base for underrepresented people living

with dementia (PLWD] is sparse. Higher rates of dementia and worse health
outcomes have been documented for many minoritized populations relative to
PLWD who are non-Hispanic White, yet these populations that experience health
disparities are vastly underreprasented in dementia efficacy trials. A concerted
affort to integrate health equity into study designs is necessary ta ensure
researchers are conducting quality science and avoiding harm where evidance
gaps exist. However, the efficacy, safety, and tolerability of treatments have not
been sufficiently assessed for many groups that experience Alzhaimer's dissase
[AD} and AD-Related Dementias (ADMADRD), creating critical knowledge gaps at
atime when our aging population is becoming increasingly diverse.

The sparse evidence applicable to health disparity populations detived from
ADYADRD efficacy trials extends to pragmatic clinical trial designs embedded
in health care systems (2PCTs, HCS). ePCTs aim to evaluate interventions in real-
waorld settings. ePCTs have unique design features that introduce additional
novel challenges with respect to health equity, yet to date thera is wery little
guidance on how to intagrate heallh-equit,.-rele-:ant considerations into

the design of impact ePCTs, including those targeting PLWD and thair care
partners.
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Additional
Resources

This best practices package
includes a glossary of terms and key
references for additional resources
and publications. The community-
based participatary research,
implementation science, and cultural
adaptation literature offer some
additional guidance. We encourage
investigators to seek more in depth
guidance incorporating haalth-
equity-relevant features into the
ePCT from these resources as well
as from methodelogical and content
experts and key stakeholders.




Long Term Care Data Cooperative (LTCDC)

Building the LTCDC

Long-Term Care
DATA COOPERATIVE

Initially focused on COVID-19 & RADx-UP
Expanding from 1,000 to include 10,000 NHs using 4 different EMRs
Link Data to Medicare Claims & Medicare Advantage Encounters
Weekly Data Transfer/Updates
Generate Routine Reports Such as Facility Specific Reports on Hospital Transfers

Using the LTCDC - A “Launch Pad”

Examples of anticipated uses of data for future research:
Public Health Surveillance

Pharmaco-epidemiological Research
Observational Studies on Impact Of New Treatments & New Policies

Recruiting Facilities for Cluster RCTs, Clinical Research, Patient Monitoring, etc

Long-Term Care
DATA COOPERATIVE

National Institute
on Aging




Long Term Care Data Cooperative: Geography of Facilities a Start...
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IMPACT Collaboratory: Grants & Training Opportunities

Pilot Studies Grant Program ¢~ | Training Workshop
* 2 Requests for Applications (RFAs) annually (ol | = Annual training opportunity for early to mid-career investigators to
» $175k in direct costs for 1 year (] O develop competence in conducting ePCT to improve dementia care
* Goal: Pilot study to prepare for an embedded pragmatic clinical trial (N = No cost to participants
(ePCT) of a non-pharmacological interventions fordementia care /
| Adjunct Faculty Program
Demonstration Projects Grant Program
/'\, » Annual RFA = Annual opportunity for early to mid-career investigators to integrate into
. . IMPACT Core/Teams for 1 year to develop skills in the design and
@ * $500k in total direct costs for 2 years sotidiict STEPCTS ToFdamientla -oafe
» Goal: Full-scale ePCT in health care systems of non-pharmacological ) N lary support offered
J interventions for dementia care SREAly SUpbp

IMPACT ePCT Video Learning Library

7~ | Career Development Award Program
« Annual RFA . Training videos on important considerations for conducting ePCTs in
0@ = $100k per year in direct costs for 2 year E dementia care .
l * Goal: Mentored training grant for early-stage investigators * Nowzostpubicaly Bvaiable
/ to gain skills needed to conduct ePCTs for dementia care
] Health Care Systems (Hcs) Scholars Program The National Institute on Aging (NIA) IMPACT Collaboratory (U54AG063546) was established in
« Annual RFA 2019, bringing together a multidisciplinary group of over 60 investigators representing over 30
| I * $120k in direct costs for 1 year academic institutions, to build the nation’s capacity to conduct pragmatic clinical trials (ePCTs) of
_ * Goal: Embed scholars in health care systems to strengthen research non-pharmacological interventions within health care systems (HCS) to improve the care of
/ partnerships to conduct ePCTs to improve dementia care people living with AD/ADRD and their care partners.
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IMPACT Collaboratory: Pilot & Demo Projects Awardees




For More Information

https://impactcollaboratory.org
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Building the nation’s capacity to conduct pragmatic clinical
trials embedded within healthcare systems for people living
with dementia and their care partners

ENGAGE

from 3Q institutions

Grand Rounds 18: Mission Moment: Dr.
Promises and Pitfalls of Brenda Nicholson on

Existing Data in Nursing Living with Dementia

and feasibilif
=] ragmatic cluster S
Homes A king  rece o) randomised trials mempZavsss | During COVID-19 m
Thursday, June 17,2021 - Joan Teno, Thursday, May 20, 2021 - Thereare |, [ BrendaNicholson, MD, a member of -
IMD, MS and Debra Saliba, MD, MPH, i i of studies - the ..
discuss the use of administrative e J

described as pilot or feasibility
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Project Scientists:
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Division of Behavioral and Social Research

Marcel Salive, MD, MPH
Division of Geriatrics and Clinical Gerontology

Coordinator:
Ama Donkor, MPH
Division of Behavioral and Social Research
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