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T hough randomized controlled trials (RCTs) are the gold
standard in medicine, extensive evidence shows their
influence on clinical practice is often delayed, with the very
aspects that increase internal validity of the studies limiting its
applicability in real-world settings.'™ In this issue of JGIM,
Moin et al. examined the effectiveness of shared decision-
making for diabetes prevention using a pragmatic trial design.’
Using a cluster-randomized design of 20 primary care clinics
within a regional health system, Moin et al. found that partic-
ipants receiving the shared decision-making intervention led
by a pharmacist had higher uptake of efforts to increase
prevention of diabetes, specifically use of metformin or par-
ticipation in a local Diabetes Prevention Program (DPP).” In
addition, within the target population of overweight or obese
adults with prediabetes, weight loss was greater at 12 month
for intervention participants compared with a propensity
score—matched control group.’ This article highlights a num-
ber of decisions that are necessary, and the real-world evidence
that can result from a well-designed pragmatic trial.

In 1967, Schwartz and Lellouch outlined pragmatic designs
as a way to test effectiveness of an intervention in routine
practice using broad patient groups as opposed to testing
efficacy of an intervention in a well-controlled setting like
RCTs.® Rather than a strict categorization, pragmatism has
been conceptualized as a continuum, initially with a set of 7
domains, and more recently with 9 dimensions to consider.”
As such, pragmatic features are to be adopted where feasible
without compromising the quality of a trial in its ability to
answer the research question.' The 9 dimensions for assessing
the level of pragmatism can be categorized into characteristics
specific to recruitment of individuals, characteristics of the
intervention and its delivery, and characteristics of follow-up
and outcomes.” 7 Studies can use pragmatic aspects within
their trial design while maintaining the rigor necessary for
valid results. For example, Moin et al. did not consent patients
in the control arm of the study, did not provide incentives for
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participation, and delivered the trial within the primary care
clinic to mirror usual care as much as possible.” However, as a
result of the design, they were limited in their outcomes and
conducted a number of sensitivity analyses to examine how
reliable their results were given those limitations.”

Use of a pragmatic design does require significant fore-
thought to ensure results can be used by providers in a real-
world setting, rather than simply having designed an interven-
tion that can be deployed similar to usual care, but lacking
evidence of effectiveness. Moin et al. used two primary out-
comes of interest: uptake of either DPP or metformin at
4 months follow-up and weight change at 12 months follow-
up.” Participants were monitored through attendance data from
DPP suppliers, EHR medication reconciliation notes, and
natural language queries of EHR progress notes to capture
participation in another structured weight loss program.’
Weight change was calculated based on weight measures
available in the EHR.> While these are all pragmatic ap-
proaches, and other than natural language processing could
be accomplished with minimal increase in resources for usual
care, the internal validity of adherence without asking partic-
ipants may be limited. Though concerns with lengthy ques-
tionnaires are valid, pragmatic trials have been conducted
using brief, sensitive measures that are useful for clinicians
and policy makers as well as researchers.®

A combination of measures is recommended by Glasgow
et al. in designing high-quality pragmatic trials.” Additional
factors such as quality of life, behavior change, and economic
outcomes are recommended as important outcomes for
informing both clinical decision-making and policy recom-
mendations and should be considered in future studies.® The
lack of consent by control participants is a pragmatic consid-
eration that will impact decisions on measures; however, given
the rise in use of brief patient-reported outcome scales in
regular practice screening procedures, collection through the
clinic staff as part of both intervention and usual care groups
could be considered.” '

High-quality pragmatic trials should be seen as one way to
increase the likelihood of translating trial data into clinical
practice and an equally valid option for large-scale random-
ized studies designed to inform care. While significant focus
has been placed on using evidence from well-powered RCTs,
the need for answers developed and tested in a more pragmatic
fashion can be seen in the delay in using evidence and the
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continually increasing cost of care. The importance of high-
quality evidence to inform clinical care and policy changes
cannot rely on only one kind of clinical trial.> As shown by
Moin et al. in this issue of JGIM, a pragmatic approach to a
trial design can provide important information when planned
and conducted with attention to high internal and external
validity.” Decisions regarding recruitment, intervention deliv-
ery, and outcome measurement all require use of a continuum
of options from explanatory to pragmatic, rather than focus on
one type fitting all questions.
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