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Learning goals

» Understand the meaning and
importance of health equity in
embedded pragmatic clinical
trials (ePCTs)

= Recognize common barriers
to ePCT equity using the
PRECIS-2 framework
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The Necessity of Health Equity in Research

= Helps us “level up” the health of
iIndividuals, groups, and communities
with greatest need

= Must be front and center as we design
and implement studies

= Without health equity, access may be
undermined and effectiveness could be
misrepresented

Image attribution: Interaction Institute for Social Change, by artist Angus Maguire
https.//interactioninstitute.org/illustrating-equality-vs-equity/ &
www.madewithanqus.com
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The Necessity of Health Equity in Research

Kaplan-Meier Curves for non-Hispanic Whites and Blacks

diagnosed with MCI at Baseline

Enrollment factors such as referral source amplify systematic
differences already existing between Groups A and B. This creates a
design flaw, especially problematic when the systematic differences
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Gleason CE, et al. Association between enrollment factors and incident
cognitive impairment in Blacks and Whites: Data from the Alzheimer's
Disease Center. Alzheimers Dement. 2019;15(12):1533-45.



Develop and Disseminate Guidance

E.ligibility
Pragmatic Explanatory Continuum Indicator .  participate Inthe tra? -
Summary (PRECIS-2): http://www.precis-2.org/ ?L"l?ﬁ‘é{%‘f{é’ﬁ!" 5 Howa?fét':(}t;'ﬂg?,{ams
included? trial?

Enrollment bias occurs at every level of
selection

Setting

-Not merely at participant level == o e
«“Healthy worker bias” can
occur at the level of the HCS o

What expertise and
resources are needed
to deliver the
intervention?

How closely are

too participants

followed-up?

«ePCT does not sidestep this — —

What measures are in place
intervention

ISsue to make sure participants
adhere to the intervention? be delivered?
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http://www.precis-2.org/

Health Equity Considerations Using PRECIS-2

Several selection factors in determining who
will be involved in an ePCT

* Many healthcare systems (HCS)
are segregated

* Willingness to participate may
influence HCS selection,
particularly HCSs serving minority
populations

* Difficult to maintain accurate and
complete identification of
demographic characteristics in
electronic health record (EHRS)
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Eligibility
Who is selected to
participate in the trial?

Recruitment
How are participants
recruited into the
trial?

Primary analysis
To what extent

are all data

included?

Setting
Where is the
trial being
done?

Primary outcome

How relevant
isitto

participants?

Organisation
What expertise and
resources are needed
to deliver the
intervention?

Follow-up
How closely are
participants
followed-up?

Flexibility: adherence Flexibility: delivery
What measures are in place How should the
to make sure participants intervention
adhere to the intervention? be delivered?



Health Equity Considerations Using PRECIS-2

. E.ligibility
We may inadvertently perpetuate |  partpate inthe ar |
biases and disparities f el g 5 Have e paricipams
are all data recruited into the
included? trial?

* Background and training of
providers may impact delivery

* Limitations due to existing vy Where s the
language or health literacy barriers participants? e

* Flexibly adapting of evidence-
based interventions to diverse
populations may be ad hoc or may o clocety o Wit sl ane
not occur at all llowed-up? S leere

intervention?

* Adherence to intervention may be
uneven or inequitable as a result

Flexibility: adherence
What measures are in place
to make sure participants
adhere to the intervention?

Flexibility: delivery
How should the
intervention
be delivered?
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Develop and Disseminate Guidance

Eligibility
Who is selected to
participate in the trial?

Outcomes must be relevant and
important to minoritized populations

Instruments to assess outcomes may not
be translated or validated for linguistically

Primary analysis
To what extent
are all data
included?

trial?

Recruitment
How are participants
recruited into the

and culturally diverse groups Primary outcome | Setting

* High risk of differential rates of i e S
attrition/retention in standard/usual
follow-up care

° SUbgroup analyses reqUIre SUﬁ:ICIGnt Horvo:llgtérypare Whgtri?(::es:it;gr;nd

participants reso

followed-up?

minority participants to enable
comparisons, or may falsely suggest

lower effectiveness for minorities if there Fexbilty: adherence Fexbity: delvery
is differential delivery or implementation Hipm e ik o e How shouding

adhere to the intervention? be delivered?

urces are needed

to deliver the

intervention?
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Measures of Equity in Designing ePCTs

HEALTH CARE DATA
SYSTEMS SOURCES
Demography Missing-ness &
(within/among gaps in data
HCS) sources
Diversity
(relative to HCS SELClle;
: outcomes
census, disease
burden,
Community) Data burden
T
]

fﬂ. N | H ED I | a h [I ratu rYRethfnking Clinical Trials®

Health Care Systems Research Collaboratory

ETHICS/
REG

Engagement
metrics for
vulnerable
populations

Consent
language &
format
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OUTCOMES DESIGN/ IMPLEMENT
STATS
Triangulation DAGs GOl Score
and alignment
of outcomes Quantitative
across all bias analyses  CFIR analyses
stakeholder (modified E-
groups value)
Favorable /
Floating unfavorable
catchment area adaptation
metrics
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Summary

* Health equity is a crucial and unique aspect of ePCTs
* Only way to ensure effective and generalizable research

* Vital to implement PRECIS-2 domains with health equity lens

* A health equity lens implies limitations in the current use of
PRECIS-2 to develop ePCTs

* PRECIS-2 only helps us see how pragmatic a trial design is

* Does not inform about study biases
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Key Takeaways

Health equity considerations may be examined by reviewing

* \Which HCSes are included

* Bioethical elements of consent

* Data burden

e (Calculations to identify selection biases, at multiple levels
* |Implementation adaptations
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Resources

Visit the Living Textbook of IMPACT Training Modules
Pragmatic Clinical Trials at ePCT Video Learning Library

www.rethinkingclinicaltrials.org www.impactcollaboratory.org

MEMBER LOGIN
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LIVING TEXTBOOK COLLABORATORY L

TRANSFORMING DE

About Us Cores/Teams Grants & Funding Opportunities Learning Resources News & Events

@ ABOUT RESOURCES GRANDROUNDS NEWS

Training Videos
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DESIGN ST T Learn more about how to conduct ePCTs

for people living with dementia

The NIA IMPACT Training Modules are short videos designed to ntroduce the important components

Rethinking Clinical Trials: A Living Textbook of GET STARTED and considerations related to embedded pragmatic clinical trials (ePCTs) for people living with
N . . dementia and their care partners. These videos are appropriate for investigators, health systems
Pragmatlc Clinical Trials What s the leaders, research staff and others who want 1o learn about the design and comduct of ePCTs.

NIH COLLABORATORY? &

Wel to the Li Textbook of tic cli 1 L " .
scome © HVIng Texabook of pragmatic einica Training modules are organized by topics/cores. Each tile below opens up into a series of relevant

trials, a collection of knowledge from the NIH Health What isa modules. Sign up here to be induded on the madling list to be informed sbout new and upcoming
Care Systems Research Collaboratory. Pragmartic training content and opportunities.
W clinical trials present an opportunity to efficientdy PRAGMATIC CLINICAL
MLUSRGINICECN ... otc high-quality evidence to inform medical TRIAL? &

decision-making. However, these trials pose different
challenges than traditional dlinical trials. The Living Textbook reflects a collection of
special considerations and best practices in the design, conduct, and reporting of TRAINING RESOURCES &
pragmatic clinical trials.

Click Here to sign up to receive news and
announcement of upcoming training opportunities
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