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WHO Definition of Health Equity

The absence of unfair avoidable or remediable differences
INn health among population groups defined socially,
economically, demographically, or geographically

Can pragmatic trials advance
health equity?



Health Inequities and Disparities are Complex
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Achieving DEI in Clinical Research

Objectives
* Have prespecified DEI goals

* Embed DEIl goals in research concepts
* Generate evidence with DEIl relevance
* Use optimal methodology to reach DEI goals

e Conduct studies that are reachable and feasible for intended
communities

* Generate representative data to vield generalizable evidence

Washington V et al, Clinical Pharmacology & Therapeutics 113: 575-584,; 2023



Actions

Achieving DEI in Clinical Research

Washington V et al, Clinical Pharmacology & Therapeutics 113: 575-584,; 2023




Can Pragmatic Trials Make Research
More Equitable by Making it More Accessible?

* Non-restrictive eligibility criteria «

v
v

* |[ncorporation of intervention into clinical care

* [ncorporation of outcome ascertainment into routine clinical
care

 But what if clinical care is not equitably accessible? X

— Can we bring research to the patients rather than only to
clinical care?

Dember, LM. J Am Soc Nephrol 33:1649-1651; 2022



Bringing Research to the Patients:
Community-Based Trials

The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

A Cluster-Randomized Trial of Blood-
Pressure Reduction in Black Barbershops

Ronald G. Victor, M.D., Kathleen Lynch, Pharm.D., Ning Li, Ph.D.,
Ciantel Blyler, Pharm.D., Eric Muhammad, B.A., Joel Handler, M.D.,
Jeffrey Brettler, M.D., Mohamad Rashid, M.B., Ch.B., Brent Hsu, B.S.,
Davontae Foxx-Drew, B.A., Norma Moy, B.A., Anthony E. Reid, M.D.,*
and Robert M. Elashoff, Ph.D.

N EnglJ Med 378:1291-1301; 2018
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Table 2. Primary and Secondary Blood-Pressure Outcomes.*

Intervention Group  Control Group

Outcome (N=132) (N=171) Intervention Effect P Valuey
Blood pressure
Systolic blood pressure — mm Hgz:

At baseline 152.8+10.3 154.6+12.0

At 6 mo 125.8+11.0 145.4+15.2

Change ~27.0+13.7 93+160  -21.6(284t0-14.7)f <0.001 ||
Diastolic blood pressure — mm Hg

At baseline 92.2+11.5 89.8+11.2

At 6 mo 74.7+8.3 85.5+12.0

Change ~17.5+11.0 43118  -14.9 (-19.6 to -10.3)]  <0.001
Hypertension control at 6 mo — no. (%)
Blood pressure <140/90 mm Hg 118 (89.4) 55 (32.2) 3.4 (2510 4.6)9 <0.001
Blood pressure <135/85 mm Hg 109 (82.6) 32 (18.7) 5.5 (2.6 to 11.7) <0.001
Blood pressure <130/80 mm Hg 84 (63.6) 20 (11.7) 5.7 (2.5 to 12.8)§ <0.001

moditications and physician appointments

Incorporation of research into the community can help overcome distrust of researchers



Bringing Research to the Patients:
Community-Based Trials

The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

A Cluster-Randomized Trial of Blood-
Pressure Reduction in Black Barbershops

Ronald G. Victor, M.D., Kathleen Lynch, Pharm.D., Ning Li, Ph.D.,
Ciantel Blyler, Pharm.D., Eric Muhammad, B.A., Joel Handler, M.D.,
Jeffrey Brettler, M.D., Mohamad Rashid, M.B., Ch.B., Brent Hsu, B.S.,
Davontae Foxx-Drew, B.A., Norma Moy, B.A., Anthony E. Reid, M.D.,*
and Robert M. Elashoff, Ph.D.

N EnglJ Med 378:1291-1301; 2018

Primary analysis
To what extent

are all data

included?

Primary outcome

How relevant
isitto

participants?

Follow-up
How closely are
participants
followed-up?

Eligibility
Who is selected to
participate in the trial?

Recruitment

How are participants

recruited into the
trial?

Setting
Where is the
trial being
done?

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

Flexibility: adherence Flexibility: delivery

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

Loudon K et al BMJ 2015



Can Pragmatic Trials Make Research
More Equitable by Making it More Accessible?

 EHR-based approaches for identifying (and, even better, for enrolling)
eligible patients

v

— Researchers have biases about who is appropriate to enroll in research
studies

e But this does not overcome biases within EHR content such as underdiagnosis X
of conditions among minoritized populations



Can Pragmatic Trials Make Clinical Care
More Equitable?

* Biases held by clinicians about suitability of patients for medical interventions
contribute to disparities in outcomes

* Pragmatic trials often evaluate approaches to implementing interventions and
overcoming barriers to uptake when efficacy has been establishec

— If a pragmatic trial evaluates approaches to facilitate intervention uptake that are
standardized and free of biases, the post-trial incorporation into clinical care should
be less biased as well

— E.g., automated default ordering of SGLT2i for all patients with specific clinical
characteristics



Can Pragmatic Trials Make Clinical Care
More Equitable?

* Pragmatic trials can evaluate interventions that specifically target challenges in «
achieving uptake that are unique to specific populations

The NEW ENGLAND JOURNAL of MEDICINE

ORIGINAL ARTICLE

A Cluster-Randomized Trial of Blood-
Pressure Reduction in Black Barbershops

Ronald G. Victor, M.D., Kathleen Lynch, Pharm.D., Ning Li, Ph.D.,
Ciantel Blyler, Pharm.D., Eric Muhammad, B.A., Joel Handler, M.D.,
Jeffrey Brettler, M.D., Mohamad Rashid, M.B., Ch.B., Brent Hsu, B.S.,
Davontae Foxx-Drew, B.A., Norma Moy, B.A., Anthony E. Reid, M.D.,*
and Robert M. Elashoff, Ph.D.

N EnglJ Med 378:1291-1301; 2018

The RICH LIFE Project: A cluster randomized
pragmatic trial comparing the effectiveness of
health system only vs. health system Plus a
collaborative/stepped care intervention to
reduce hypertension disparities

Lisa A. Cooper, MD, MPH, <91 JjIl A. Marsteller, PhD, MPP, >™“%? Kathryn A. Carson, ScM, *™ 9 Katherine B. Dietz,
MPH, *® Romsai T. Boonyasai, MD, MPH, >4 Carmen Alvarez, PhD, RN, CRNP, ™€ Chidinma A. Ibe, PhD, >4
Deidra C. Crews, MD, ™€ Hsin-Chieh Yeh, PhD, *?<4 Edgar R. Miller, 3rd,, MD, PhD, *P:<:¢ Cheryl R. Dennison-
Himmelfarb, PhD, RN, *™%¢ Lisa H. Lubomski, PhD, *"9 Tanjala S. Purnell, PhD, MPH, ™ <9 Felicia Hill-Briggs,
PhD, *"<%¢ and Nae-Yuh Wang, PhD *-*<9, for the RICH LIFE Project Investigators

Am Heart J 2206: 94-113; 2020
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Objectives
* Have prespecified DEIl goals

* Embed DEI goals in research concepts
* Generate evidence with DEIl relevance
* Use optimal methodology to reach DEl goals

e Conduct studies that are reachable and
feasible for intended communities

* Generate representative data to yield
generalizable evidence

Washington V et al, Clinical Pharmacology & Therapeutics 113: 575-584; 2023



