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Workshop learning objectives @

1.
2.

Clarify the definition of ePCTs and explain their utility.

Introduce attendees to the unique characteristics and

challenges of designing, conducting, and implementing
ePCTs within diverse healthcare systems.

Increase the capacity to address important patient-
centered questions with ePCTs in real-world settings.
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Workshop sessions

= What Are Embedded Pragmatic Clinical Trials?
— Wendy Weber

« Engaging & Aligning With Health System and Community
Partners

— Emily O’Brien
= ePCT Design and Analysis
— Jonathan Moyer

= Measuring Outcomes
— Angelo Volandes
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Workshop sessions - continued

= QOverview of NIH Collaboratory Trials
— Vincent Mor
— Angelo Volandes
= ePCTs in Context Part 1: Small Group Work
— Emily O'Brien
= ePCTs in Context Part 2: Panel Discussion with Collaboratory Trial Pls
— Emily O'Brien
— Vincent Mor
— Angelo Volandes
= Closing Remarks
— Emily O'Brien
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@ Resource: The Living Textbook

Visit the Living Textbook of Pragmatic Clinical Trials at
www.rethinkingclinicaltrials.org
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New Training Resources
rethinkingclinicaltrials.org

Website Features Include:

* 8 new self-paced, guided video learning
modules on conducting pragmatic clinical trials

« Enhanced video library indexed by topic

» Workshops page content from program
workshops

« Resources page with handouts, guides, and
worksheets

« Upcoming learning events and workshops

Data, Tools & Conduct

Training Resources

Learning Modules

The NIH Pragmatic Trials Collaboratory Learning
Moadules offer a serles of self-paced, guided leaming for
researchers interested in pragmatic clinical trials. These
modules are organized by topic and can be watched
sequentlally or individually. Learn from our experts as
they answer common questions about pragmatic clinical

trials.
Learn More

Videos

View our training videos, which feature NIH Pragmatic
Trials Collaboratory experts and guest speakers
presenting on toplcs that cover every phase of a
pragmatic clinical trial.

Resources

Access downloadable resources developed by the NIH
Pragmatic Trials Collaboratory, Incdluding educational
handouts, guidance documents, and worksheets that
provide Information about pragmatic dinical trials.

o] Workshops

Learn about upcoming NIH Pragmatic Trials Collaboratary
workshops and view materials from past workshops, such
as agendas, recordings, slides, participant guides, and
more.

Dissemination

View Chapters >

Ethics and Regulatory

Upcoming Events

October 27 @ 1:00 pm - 2:00 pm

Grand Rounds October 27, 2023: Digital,
Decentralized and Democratized: Lessons Ffrom The
Yaie PaxLC Trial (Harlan M. Krumhalz, MD, SM}

November 3 @ 1:00 pm - 2:00 pm

Grand Rounds Biostatistics Serles November 3, 2023:
The Perlls and Pitfalls of Complex Clustering In
Pragmatic Trials (jonathan Mayer, PhD; Mogerater:
Andrea Cook PhD)

November 10 @ 1:00 pm - 2:00 pm

Grand Rounds November 10, 2023: No Presentation
(Holiday)

View Calendar of All Events
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Best Practices for Integrating Health Equity in ePCTs

6 Best Practices for Health Care System
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6 Best Practices for Community
Stakeholder Engagement

Apply a health equity approach to stakeholder engagement throughout the

study

Engage stakeholdars thioughe
that mattar, tailoring interventions §
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Engage stakeholders whd
Consider the racial, socdial, and cult

deliver the interventior

including {

comr

e Engage the community bx
Include a period aof “pre.

\gagems

ty memk:

praforences, and nasds, and build
thiaughout is pragress. Support thy

plain rather than seientific language

o Use a mix of strategies to
populations

Partner with community lsaders an

businesses, recreation or senior cer

local radio, sodal media, and televi

Evaluate the impact of sta

Assess the experiences of stakehol
stakeholder conts

o Plan to deliver presentations (i, a

stions had an in

Disseminate results to cor

completion of the study.

Clearly state health-equity-relevant aims & hypotheses

All PCT designs shauld employ health ecuity principles, but not all will formally investigate hypotheses
relevant to health equity. If an ePCT has explicit objectives related to health equity they should be dearly
stated in the aims and hypotheses.

Pre-specify analyses related to health equity

s related to health equity should be specified duing the design phase e.g., to estimate

heterogeneity of teatment effects across participant subgroups)

Be explicitin sample size justifications with regard to health equity objectives
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ification should suppart health equity aims and hypotheses. Comparlsons between

s with high probab

ty, but may still be
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Consider stratified randomization on health-equity-relevant parameter

izatian may help ensure 8 balance of health-equity important parameters across dusters

ms, and can be espedally useful if such parametars may directlyinfluence clinical outcomes of

the aPCT.

Collect data to allow descr
participant characteristics

Design data collection to enable construction of tables andior flow diagrams to describe participants across
aquity-relevant groups that were included in the trial, recaived the intervention, and lost e

on and reporting of health-equ

Be aware of, monitor, and report differential risk-benefit across
health-equity-relevant groups
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6 Best Practices for Intervention Design
and Implementation

healtheare system,

Involve key stakeholders in intervention design

Stakeholders who represent the backgrounds of the people del;
should be involved inits design, content, delivery and adaptatior

Adapt interventions for different settings and
Most existing interventions of PLWD and their CPs need to be ad
and implemantation in different settings. Take a systematic appre
framewarks. Document and report adaptations.

Ensure intervention materials are accessible anc
health-equity-relevant groups
Ensure intervention materials are acceptable and accessible with

I o5 spoken, settings, and cultural practices.

Identify and address barriers to equitable imple

Computer access,
wansportation, time and cost,

Inequitable training, lack of
time, discriminatory attitue
[ ion bility,
Incongrue f backgraunc
with PLWD & CP

Monitor implementation across health-equity-re
corrective adaptations

Plan to monitor implamentation [reach,
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werage, intensity, uptal
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Select outcomes relevant to health disparity populations

Select outcomes with svidance of broad value in health disparity populations.

Assess the validity of outcomaes for equity-relevant groups to ensure
applicability in specific populations

Assess axisting evidence of outcome validation regarding race, ethnieity, sducational attainment and other

health-equity-relevant characteristics

Explore how cutcomes may be interpreted with respect to norms and
expectations of equity-relevant groups

Review qualitative and comparative research on sultural differences in the lived experience of peophe living
with dementia (PLWD), and the meaning of patential outcome domains,

Consider pilot work to evaluate acceptability and psychometrics of outcomes
for health disparity populations
Inthe absence of evidence of psychometric properties in specific papulations, pilot work may be needed 1o

assess an outcome measure's validity, reliability, and cross-cultural differances in thase groups.

Require linguistic and health literacy accessibility in outcome ascertainment
For dinically embedded patient/care partner relevant outcomes, ensure forward and back-translation
requirad for linguistic and health literacy accessibility.

Ensure health equity of outcorme data capture

For PLWD and care partners, assess and adapt for limited computer interet or smart phone access. For
healtheara systems, assess the nead for enhanced technical assistance for autcome data in populations at
tisk for health disparities.
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Learn more:

Best Practices for Integrating Health Equity [ NIA IMPACT
into Embedded Pragmatic Clinical Trials | |
(ePCTs) for Dementia Care

Free online program!!!

® 6 Video-based Courses
® 3 Hours
® 1 Certificate
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About you

= What best matches your professional position”?
— Academic Faculty
— Clinician or Health Care systems Leadership
— Research Support Staff
— Student or Trainee
— Other
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About you

= \Where are you in your career track?
— Student
— Post-Doctoral Fellow
— New faculty (K award, Early Stage Investigator, etc.)

— Established Faculty (Associate or Full Professor)
— Other
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About you

= What is your experience conducting pragmatic trials in
health care systems?

— Curious about pragmatic trials, but have not conducted
one yet

— Planning a pragmatic trial now

— Conducting my first pragmatic trial now
— Have conducted many pragmatic trials
— What is a pragmatic trial?
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