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P atients are increasingly turning to digital tools to help
manage medical conditions, attracting significant atten-

tion from entrepreneurs and developers. Investment in digital
health technologies increased from $1.1 billion in 2011 to
$14.6 billion in 2020, with diabetes, cardiovascular disease,
and mental health as the top-funded disease categories.1 Dig-
ital health encompasses a broad spectrum of technology-
enabled products, ranging from wellness-focused mobile ap-
plications (e.g., fitness trackers) to digital therapeutics pre-
scribed by physicians to treat specific diseases (e.g., digitally
delivered cognitive behavioral therapy for substance use dis-
order). Between these two extremes is a vast set of services
that provide “digital care” for the management of chronic
diseases. A loosely defined but rapidly growing category,
digital care moves beyond wellness but rarely includes dis-
crete, standardized therapies. Rather, these products offer per-
sonalized care pathways that collect data and deliver tailored
content to patients and clinicians through web-based plat-
forms. For a patient with diabetes, a digital care product might
track blood sugars and HbA1c, provide trends and insights for
the patient and their physician, and deliver timely reminders to
take needed medications.2

Market-driven enthusiasm for digital care has outpaced our
understanding of its possible benefits. As digital care products
proliferate, patients and their clinicians must navigate a
burgeoning set of potential options, often with inadequate data
to guide informed decision-making. For example, the Ameri-
can Diabetes Association recently concluded that “insufficient
evidence of clinical validity, effectiveness, accuracy, and safe-
ty” limits the usefulness of digital health technologies for
diabetes.3 A likely result is wasted time, energy, and resources
on products that offer limited utility for patients.
These knowledge deficits lie in contrast to other areas of

health care. When clinicians choose between medications or

counsel patients on treatment options, and when payers make
coverage decisions, they are accustomed to drawing on peer-
reviewed literature, consensus-based guidelines, and approval
from independent regulatory organizations. Such trusted
sources of information are comparatively weak or completely
absent for most digital care products. Digital care developers
sometimes conduct pilot studies with early customers, but the
nature of these studies varies widely. Rarely do they employ
randomization or other rigorous designs,4 and only few are
found in the peer-reviewed literature. While time and expense
understandably limit early-stage companies from conducting
thorough evaluations, the status quo is discouraging. The poor
availability and low quality of data limit optimal decisions by
clinicians, patients, and payers, and prevent digital care prod-
ucts from competing on their ability to demonstrably improve
health. Separating the wheat from the chaff in digital care
requires new approaches to evidence generation and standard
setting.
Digital care developers have an obligation to produce cred-

ible evidence about their programs but, absent sufficient mar-
ket demand for this evidence, have limited incentives to do so.
To strengthen these incentives, private payers, governmental
agencies, and employers could use the levers at their
d i sposa l— i nc lud ing cove rage po l i cy and da t a
aggregation—to catalyze an expansion of the evidence base.
For example, payers could refuse to cover digital care pro-
grams lacking strong evidence, or only cover non-validated
tools contingent on plans to rigorously evaluate, and ideally
disseminate, results. Since certain digital care programs target
narrow patient populations, payers could also work together to
create distributed trial networks—alongside health
systems—to understand the impact of digital care programs
at scale.
An expanded evidence base could set the stage for a novel

accreditation body that devises transparent standards and ap-
plies them fairly across the market, raising the bar for evidence
and efficacy in digital care. This accreditor—responsible for
synthesizing available evidence and certifying digital care
programs that meet widely accepted standards—could draw
features from several existing models.
The Food and DrugAdministration (FDA) has, for decades,

been the gold standard for regulation. When its safety and
efficacy standards are properly applied, FDA approval assures
clinicians, patients, and payers that new drugs and devices
have proven benefits that outweigh any risks. The FDA is
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successful in this role because it has statutory authority to
require that substantial evidence of effectiveness be demon-
strated through well-conducted trials. Its role in digital health,
though, is limited, as few tools currently meet the definition of
a regulated medical device. As a result, most digital care
products on the market have not undergone formal FDA
review. Of course, some elements of traditional FDA review
processes, like animal studies, cannot be applied to digital care
programs. And others, such as trials to demonstrate safety in
healthy subjects, may be less relevant for certain digital care
products. However, key aspects are well-suited for digital care,
including rigorous trial design, expert advisory groups, inde-
pendence, and transparency. A limitation of the FDA process
is the significant time and expense incurred by both developers
and the agency to shepherd products through the stages of
approval, which conflicts with the rapid pace of innovation in
digital care and the limited funding of individual start-ups and
developers.
Non-governmental models for standard setting and ac-

creditation also exist. The Institute for Clinical and Eco-
nomic Review (ICER) assesses the marginal value of drugs
by determining comparative clinical effectiveness and in-
cremental cost-effectiveness with validated methodology.
While these metrics are often technically complex and
sometimes define value narrowly, ICER supplements FDA
review in an important way by considering the costs of
interventions as well as their benefits. Consensus over
condition-specific incremental cost-effectiveness ratios
(e.g., dollars per unit reduction in HbA1c) would allow
payers, clinicians, and patients to compare the value of
competing digital care products and compare these products
to other interventions.
Another model is the National Committee for Quality As-

surance (NCQA), which manages voluntary accreditation pro-
grams for health plans and care delivery organizations. NCQA
currently certifies some care delivery interventions—including
patient-centered medical homes and population health
programs—based on a set of consensus-based criteria. The
process requires detailed applications, surveys, virtual reviews,
and regular reporting, but is relatively swift, usually taking less
than 12months from application to decision. Although optional
and resource intensive, and thus not universally pursued by
eligible entities, NCQA certification is a meaningful signal in
the industry. For example, more than 95 organizations, includ-
ing many payers, offer financial and other incentives to medical
homes recognized by NCQA.5

Elements from the approaches and processes of the FDA,
ICER, and NCQA could be leveraged for standard-setting and
accreditation in digital care. Consensus-driven standards, like
those used by the FDA for drug and device approval, would
help set clear expectations for standards of evidence and
clinically meaningful outcomes. Standards would need to vary
by clinical indication and intended goals. Disease-specific
standards could define, for instance, the percent reduction in
HbA1c a digital diabetes program must achieve to be

considered effective, as well as the price at which it would
be considered cost-effective, using ICER-like methods. At
minimum, we should expect the demonstration of at least
one measurable, statistically rigorous, and meaningful effect
on a clinically relevant metric before a digital care program is
adopted at scale.
If pursued, an accreditation process could be modeled

after that used by NCQA (i.e., voluntary, thorough, and
expedient) but tailored to digital care. Similar to FDA
approval, the process should include review by practicing
clinicians with relevant specialty expertise to assess the
clinical significance of any submitted evidence. The result-
ing stamp of approval would help digital care programs
attract new customers, encourage developers to submit their
products for review, and ultimately raise the bar for evi-
dence and efficacy throughout the industry. It is worth
noting that, compared to drugs and devices, digital care
programs are not static. Those that employ artificial intelli-
gence and machine learning may change in difficult to
detect ways, and do so quite rapidly. A critical feature of
any standard-setting, approval, or accreditation process will
be the need for ongoing review of evolving products.
Digital care programs are an increasingly common, and

potentially innovative, approach to help patients and their
clinicians manage chronic disease. However, only by bringing
to digital care the discipline and rigor applied to other areas of
medical innovation will this potential be fully realized. A
heightened focus on standards and accreditation would in-
crease the volume and quality of evidence for digital care
programs, supporting high-value investments by payers, com-
petition among developers, and more informed decisions by
patients and their physicians.
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