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Abstract

Digital health interventions designed to promote health equity can be valuable toolsin the delivery of health careto hardly served
patient populations. But if the design of these technologies and the interventions in which they are deployed do not address the
myriad structural barriersto care that minoritized patients, patientsin rural areas, and patients who have trouble paying for care
often face, their impact may be limited. Drawing on our mobile health (mHealth) research in the arena of cardiovascular care and
blood pressure management, this viewpoint argues that health care providers and researchers should tend to structural barriersto
care as a part of their digital health intervention design. Our 3-step predesign framework, informed by the Amplification Theory
of Technology, offers amodel that interventionists can follow to address these concerns.

(IMIR Mhealth Uhealth 2022;10(6):€31069) doi:10.2196/31069
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health care providers and patients themselves can play in
eliminating or minimizing their effect on patient and population
Heart disease is a leading cause of death in the United States, N€alth [4]. These risk factors in particular are prominent
killing roughly 655,000 Americans each year [1]. It aso o_pportunltmfor mterventlon becguse, unlike other sources of
represents a disproportionate harm to minoritized people, who 'Sk such as age and family hisiory, they are considered
often face structural barriers to health including poor accessto  medifiable” and, thus, an opportunity for providersto prevent
emergency medical servicesand treatment, insurance coverage, disease and for patientsto take action to secure their own health.
healthy foods, and safe environmentsfor physical activity [2,3].  The relationship between providers and patients here revolves
Efforts to monitor and prevent heart disease focus on the  around theimplementation of disease prevention strategiesthat
prevalence of key risk factors—including uncontrolled blood  gre hoth effective in reducing morbidity and mortality while

pressure and low-density lipoprotein cholesterol, a history of  gso being achievable within the resource constraints that shape
smoking, physical inactivity, and poor diet—and the role that
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health care delivery and patients’ daily lives. These strategies,
in other words, try to offer practical solutionsto address health
care needs using tools, technologies, and means of
communication that should be widely available to the
populations they seek to serve. For example, researchers and
providers studying racial health disparities in cardiovascular
disease treatment and outcomes use SMS text messaging to
facilitate communication between providers and patients;
electronic home blood pressure monitors to enable the tracking
of trends in blood pressure readings over time; and wearable
devices such as the Fitbit and Apple Watch to monitor health
metrics such as heart rate, exercise, and cardiac electrical activity
[5,6]. These are used because they rely on technologiesthat are
both accessible to patients on the consumer technology market
and, with regard to the use of SMS text messages and activity
trackers on smartphones, they make use of functions that are
native to these devices and easy for usersto incorporate in their
daily lives.

While this approach to using digital health technologies to
address modifiable risk factors for disease is an important
modality of care, this viewpoint argues that access to these
technologies does not guarantee the ability to afford or
sustainably usethem; it ismerely one precondition of technology
use that providers and researchers should consider when
designing technological interventions to address patient needs.
Equitably designed digital health interventions must also account
for structural determinants of health that may shape how patients
of different races, ages, and socioeconomic status, among other
characteristics, would fare when encountering these
interventions. This paper provides a predesign framework that
interventionist health servicesresearchers can implement, prior
to deploying their digital health interventions, to think about
facilitators of and barriers to technology use among patients
whose resource constraints may shape their capability,
opportunity, or motivation to address modifiable cardiovascul ar
disease risk factors. We conclude by providing a case study
where we apply this model in our ongoing work in this space.

Techno-Optimist Versus
Techno-Pessimist Views of Mobile Health
Interventions

Despite what the ubiquity of technol ogies such as smartphones
and wearabl e devices might suggest about the promise and value
of new technologies in our ongoing efforts to limit the
disproportionate harm of cardiovascular disease on minoritized
communities, their widespread commercial availability belies
a fundamental tension about what we believe technology can
do to address such disparities. This tension, broadly speaking,
is between what we can call techno-optimist and
techno-pessimist views of technology [7]. The former tends to
view technology itself as additive or transformative, presuming
that accessto agiven deviceisenough to create adesired change
within thelives of itsimagined users; the latter tendsto believe
that, without the provision of supportive infrastructures and
attention to users' specific needs and barriersto use, technology
itself may simply amplify existing inequities in access or
opportunity. This acknowledgement of the need to think
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reflexively about technology and what we believe it can do is
a central tenet of the “Amplification Theory of Technology,”
which calls on interventionist researchers to account for how
the socia conditions in which technologies are deployed
fundamentally shape how—and if—they can be used.

In the context of health broadly, and mobile health (mHealth)
interventionsin particul ar, thistheory explains how technologies
can amplify adverse social determinants of headlth if they are
not designed and deployed in a manner that is congruent with
users capabilitiesto usethem. Many researchers and providers
tend to align themselves toward the techno-pessimist position,
worrying, for example, about awidening digital divide and the
risk of creating “intervention-generated inequalities’ [8]. This
isan important concern, and it should be used to inform digital
health technology and intervention design. The model for
mHealth research that we propose here adopts this theory, and
it asserts that techno-pessimism and a continued effort to
develop technologies that address patients' needs are not only
compatible positions for usto hold, but also part of arequisite
relationship with technology itself.

Amplification Theory of Technology

We argue that this Amplification Theory of Technology, as
formulated by Kentaro Toyama [7], should inform our efforts
in designing mHealth interventions and, critically, the work we
can do to ensure the safe and sustained use of these technol ogies
by patients in underserved communities. The Amplification
Theory described in Toyama's work makes 3 assertions.

First, it argues that technology cannot function as a substitute
for ingtitutional capacitiesor human intent that ismissing among
stakeholders or environments where an intervention is to be
deployed; this is because technology is not a fixed force that,
on its own, causes certain kinds of social change [7]. Such
interventions require a scaffolding of social, political, and
technological infrastructuresto support the equitabl e deployment
of agiven technology.

Second, the theory argues that technology tends to amplify
existing inequalities. Simply making a technology accessible
to underserved populations will not ensure that the technology
is usable among these popul ations, and will certainly not address
structural conditions such as political and social marginalization,
or adifferential distribution of lifesaving resources. In contrast
to atheory of technology that presupposes either a positive or
a negative directionality of effect as a fixed impact, the
Amplification Theory of Technology argues that technology is
merely atool “that multiplies human capacity in the direction
of human intent” [7].

Third, the theory argues that technologies are most effective
when they amplify successful intervention efforts with existing
institutional capacity and intent to foster positive change, rather
than attempting to fix or substitute for “missing institutional
elements’ [7]. Technol ogies can have both positive and negative
effects, because they are magnifiers of human intent and
capacity. Thisframing isin contrast to a view that might posit
that universal access to atechnology would function asasilver
bullet for socia problems.
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We are interested in this kind of direct investment in human
capacity and opportunity to use technology as part of our
community-engaged research in Flint and Ann Arbor, Michigan,
where we are working with community members with
hypertension to devel op an mHealth intervention that promotes
physical activity and nutrition to help control blood pressure
and prevent heart disease and stroke. Weillustrate here how the
development of mHealth interventions through the lens of
Amplification Theory can help to negotiate the tension between
techno-optimist and techno-pessimist positions and, further,
provide a road map that health care providers and researchers
can use to design interventions that use technology as support
and an amplification of abroader social intervention to address
persistent health disparities.

mHealth Technologies: Promises and
Limitations

For health care providers and researchers who address disease
disparities across the diagnostic spectrum, mHeal th interventions
may offer a sense of great promise in their capacity to deliver
and improve health care. The use of SMS text messaging and
smartphone apps to educate patients, “nudge” behavior change
[9], enable continuous health monitoring [10], provide access
to patient health information, and facilitate patient-provider
communication [11] can generateimpactful new waysto support
patients and promote health. Building on existing efforts by
patients to involve themselves in the management of their care
and in decision-making processes, theseinterventions can enable
patients to become “digitally engaged” [12] by adopting new
mediatechnol ogiesthat facilitate self-management. These types
of interventions are informed by surveys and scholarship
indicating that hardly reached populations—including
minoritized people, people in rura areas, and people who may
otherwise have trouble paying for health care—typically already
have a mobile device such as a smartphone that can be used to
this end [5,11]. The possihility of reaching these patients who
may aready have the capability and opportunity to use these
technologiesis exciting.

Attention to high rates of utilization of mobile devices among
these populationsis often a central focus of studies advocating
for and evaluating the use of mHealth interventions, particularly
among minoritized people [13]. Some researchers argue that,
in the midst of a growing digital divide that exacerbates the
harms of racism in health care, |ow-wage employment, and poor
access to hospital facilities and providers, use and ownership
of mobile devices can create anew meansto self-manage disease
risk and illness. They also suggest that mHealth interventions
can offer a sense of social support to users by underscoring the
value of heath-promoting behaviors [14], thereby offering
patients agency and a social infrastructure through which they
can manage their health risks and outcomes.

However, these high rates of smartphone utilization do not tell
the whole story. For example, in addition to documenting the
near ubiquity of smartphone ownership, Pew Research reports
that a plurality of smartphone owners say they use their
smartphones, rather than a computer, to go online. But these
dataalso indicatethat there are notable demographic differences
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in this usage, including important distinctions by age. Pew notes
that 60% of smartphone users between the ages of 18 and 29
and 51% of smartphone users aged 30-49 prefer using mobile
devicesto go online, ascompared with 34% of users aged 50-64
and 28% of users aged 65 and older; conversely, 42% of
smartphone users aged 50-64 and 44% of smartphone users
aged 65 and older prefer using desktops, laptops, or tablets to
accessthe internet, as compared with 22% of users aged 18-29
and 21% of usersaged 30-49[13]. Thesefindingsillustrate how
the big picture of smartphone usage changes when we look at
it with some granularity, in this case by comparing population
segments by age. They also illustrate how, for example, an
mHealth intervention that seeksto prioritize older adultswould
need to think carefully about the digital health strategies being
employed, as well as the preferences and capabilities of the
patients they hope to help, lest they exacerbate existing
inequities in capability, opportunity, or motivation to use these
devices[15].

We are taking asimilar context-sensitive approach in our work
with patients with hypertension in Flint and Ann Arbor to look
beyond access to technology to consider the social, political,
and economic conditions that may facilitate or prevent the use
of our mHealth intervention. One problem with focusing this
kind of work on access to technology is that it can situate the
underutilization of digital technologies among particular
populations as a problem for the patient, rather than asaproblem
for a health care system that disadvantages myriad patients
within particular populations or social demographics. AsVeinot
et al [8] argue, this focus on individuals and individua-level
health behaviors can be useful in triaging patients emergent
needs, but it misses an opportunity to work toward broader,
structural solutions.

To move beyond framing this work around individual-level
behavior changein digital health technology use, we deploy the
COM-B (Capability, Opportunity, Motivation, Behavior) theory
of behavior change to explain how structural conditions may
impede patients’ use of digital health technologies to prevent
cardiovascular disease [16]. As Michie et a [16] explain, the
COM-B model offersatheory of behavior change that accounts
for social and community networks as well as generd
socioeconomic, cultural, and environmental conditionsthat can
shape aperson’s capability, opportunity, or motivation to change
a behavior. The focus of this model is on understanding
behaviors—such as nonuse of a digital health technology
recommended by a health care provider, for example—in its
proper context, where the behavior can be situated as part of a
broader socia system. The 3 conditions necessary for behavior
change, as explained by thismodel, are capability, opportunity,
and motivation; in order to design digital health interventions
that are likely to be successful, we argue, providers and
researchers must think reflexively about how these conditions
of behavior change may shape patients' relationships with the
technologies we deploy. We discuss our application of this
theory within our ongoing work on the Wearablesin Reducing
risk and Enhancing Daily Lifestyle (WIRED-L) study in the
section that follows.
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WIRED-L Study: Case Study

In our work a the WIRED-L Center, we engage in
community-based participatory research to design an mHealth
intervention that will assist patients with hypertension in
lowering their blood pressure through increased physical activity
and a healthy diet. Our approach to this work isinformed both
by this literature and our efforts to work with patient
communitiesto understand what they would valuein an mHealth
intervention. Our framework for thisintervention also includes
a 3-step process, taking place prior to the deployment of our
smartphone app, during which we apply the Amplification
Theory of Technology to identify structural barriers to the use
of our technological intervention aswell as possible actions our
collective research team can take to address these barriers and
help facilitate the sustainable use of our mHealth intervention;
we summarize these early stages of our community-engaged

Merid et &

work below, and, following those details, share our 3-step
process for thinking reflexively about technology in society in
Table 1.

A primary goa of ours isto ensure that we are designing an
intervention with—and not for—our community partners. As
such, we are working with community leaders in
community-based organizations focused on the health of older
adults, community members who have participated in prior
health studies in University of Michigan hospitals, and
community members affiliated with the Community Ethics
Review Board (CERB) [17] in Flint, Michigan, to discuss our
shared vision for thiswork. The CERB is particularly important
asit includesagroup of community volunteers and leaderswho
conduct areview processto ensure that proposed research meets
community needs, and that projects are sensitive to community
culture.

Table 1. The 3-step process applying the Amplification Theory in addressing structural barriers to health technology use.

Steps Sample questions

Examples of action

Step 1: Acknowledge the possibility of .
technology amplifying existing inequalities
rather than transforming and immediately
improving patient health

Step 2: Namestructural, environmental,and
social barriers that may prevent use within
specific communities and among specific
users

Step 3: Identify and pursue coalitionsto .
enact social, economic, and policy infras-
tructures needed to sustainably deploy inter-
ventions as designed .

Presuming access to a given technology, what
do we know about users' capability or oppor-
tunity to use the technology at the center of
our intervention?

Does any institutional capability to support
this intervention already exist?

Isthe mHealth?intervention we are deploying
accessible, affordable, and safe to use within
our partner community?

What specific conditions may limit accessibil-
ity, affordability, and safety for usersin this
community?

What are the health effects of policy decisions
such as “digital redlining,” where internet
service providers systematically exclude low-
income neighborhoods from broadband ac-
cess?

Which providers, researchers, organizations,
experts, and policymakers can help answer
these questions?

How are we ensuring that community partners
areactiveinthisprocess, driving our inquiries
and discussions about possible solutions?
What kind of funding is necessary to sustain

Create a matrix documenting differential ac-
cess or capability that may limit community
partners’ use of technological intervention.
Determine whether or not intervention relies
on “myth of scale”

Ask participants to identify environmental
barriers to safe use of mHealth interventions
(eg, lack of sidewalks and public park space
asabarrier to physical activity interventions).
Identify existing limitationsto local broadband
internet connectivity, and articulate how
structural barriers to information access can
affect health.

Contact state legislature to call for allocation
of public funding of broadband internet access
for low-income patients and familieswho may
benefit from mHealth intervention.

the benefits derived from this intervention,
and what can we do to secure it?

3mHealth: mobile health.

Weinterviewed community memberswith hypertensionin both
Flint and Ann Arbor to understand their capabilities,
opportunities, and motivations to engage in cardiovascular
disease risk factor reductions, to assess their use of technology
in their daily lives, and their interest in a technological
intervention to promote cardiovascular health. We al so engaged
in preliminary design workshops involving members of our
team of health researchers and providers as well as our
community partners. Our predesign research also included
presentation storyboards shared with community members that
created low-fidelity renderings of possible features that could

https://mhealth.jmir.org/2022/6/€31069

be built into the mHealth app to assess and design toward our
community partners’ needs.

Aswe engage thismHesalth design processthat centersthe needs
of our patients, we have gained several insights. For instance,
our Hint participants—who are predominantly Black and who
reside in a majority Black city—report a lack of safe and
accessible outdoor environmentsthat facilitate physical activity
for older adults; this is a finding borne out in research on
interventions that seek to deploy technologies within hardly
served populations, so while it does not represent a novel
discovery in this context, weinclude thisreflection here to note
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that this barrier to physical activity is not experienced by our
Ann Arbor participants—who are predominantly White and
who reside in a majority White city—and to highlight the
importance of using such disparities to inform an analysis of
the political economy of health as a part of mHealth research.
This acknowledgement of constraints in users' capability and
opportunity to use agiven technology, we argue, should directly
inform the design choices we make before we deploy an
intervention, and the community work we engage in after
deployment to sustain the use of an intervention.

To that end, we present a 3-step process (Table 1), to be carried
out prior to the deployment of atechnological intervention, that
providers and researchers can follow to ensure that the
technol ogiesthey are designing do not inadvertently exacerbate
existing inequalities, and to generate ideas about how they can
also address the structural conditions that sustain these
inequalitiesin the first place.

The first step in our predesign framework calls on providers
and researchers to acknowledge the possibility that the
technological interventions we design may amplify existing
inequalitiesin rather that than transform or immediately improve
patient health. We are drawing here on Toyama's [7] work on
the Amplification Theory of Technology. Toyama [7] warns
that we must look for the ways in which technology amplifies
underlying human forcesand social conditions. Asking questions
about the assumptions we are making about technology, the
directionality of influence we presume our technologies will
have, and the differentials in access and motivation in user
populations can enable us to address more directly theseissues
in our design, refinement, and deployment processes. The
deliverable produced here should systematically document these
beliefs and assumptions, and provide a baseline for reflection
moving forward.

The second step in our predesign framework calls on providers
and researchersto namethe structural, environmental, and social
barriers that may prevent the use of an mHealth intervention
within a specific community and among specific users. This
step isespecially important in our contemporary moment when,
following national and international attention to the
disproportionate harms that police violence and poor accessto
quality health care have on the lives of Black and other
minoritized people, providers and researchers are working to
attune themselves to the health effects of structural racism; of
coursg, this focus should always be a part of this research. In
this step, we begin by considering questions of access to
technologies, the affordability and sustainability of given
devices, and whether or not they can be used safely and
sustainably in aparticular environment, and then we move onto
situating these barriers within a structural context. We ask
questions about the socia forces that may shape individual
behaviors, through both community engagement and feedback
from the research team. The deliverable produced here should
create alist of structural barriers to health that, in addition to
reflections about the assumptions we are making about our
technol ogies and patients' capability to use them, can help shape
the decisions we make next.
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The third step in our predesign framework calls on providers
and researchersto identify and pursue coalitions of stakeholders
who can help enact the social, economic, and policy
infrastructures necessary to sustainably deploy these mHealth
interventions as designed. If our work in Step 2, for example,
identifieshow “digital redlining,” or the policies and investment
decisions that “create and maintain class boundaries through
strictures that discriminate against specific groups’ [18], can
impede patients’ use of an mHealth intervention, what kinds of
research, policy expertise, and investment decisions might we
need to address these issues[19]? Likewise, aswe are working
to identify relevant categories of expertise in this stage, how
can we ensure that the expertise of our community partners
informs these inquiries? And, finally, what concrete steps can
we take to address these structural barriers to sustain our
interventions? The deliverables produced here should include
theformation of robust teams of experts aswell as specific steps
that can be taken to depl oy this collective knowledge to address
the social and policy environments that create the need for our
innovative interventions and in which our patients and
community partners live.

Sociotechnical Tools to Address
Environmental Barriers to Health

Our interview participants and community design team members
in Flint, a predominantly Black and low-income city that is
recovering from an economic downfall following the departure
of the General Motors [20] automotive plant as well as an
ongoing toxic water crisis [21,22], report that their capability
and motivation to engage in physical activity to lower their
blood pressure is often limited by their opportunity to do so.
They identify 2 persistent barriers here: adearth of safe outdoor
spaces for exercise such as parks and sidewalks on which to
traverse their neighborhoods, and the high cost of gyms and
other indoor spaces where they might use exercise equipment
for sustained physical activity. Even when park space was
available, as one participant, a 61-year-old Black man told us,
“1 don't see anything for seniors.” This absence of available
public space made the challenge of affording a gym
membership, even before the ongoing COVID-19 pandemic
contributed to massive economic insecurity, more difficult. As
another participant, a52-year-old Black woman told us, “1 would
love to be able to have a gym membership. But there’'s only a
certain amount of income—I’'m on a fixed income...But
everything is so expensive, it's difficult.”

Notably, neither alack of accessto spacesfor physical activity
nor limited financial resources presented as barriersto capability
or opportunity for our participants in Ann Arbor, the affluent
city in which the University of Michigan campus where we
work is located. As another participant, a 48-year-old Asian
woman, remarked, “ There’'salot of paths for walking, and we
live near a playground so you can do something with the
playground...They have equipment for you.” Likewise, income
did not emerge as a barrier to physical activity within this
population. Another participant, a 72-year-old White woman,
said, “We'refortunate we areretired, we haveincome, we aren’t
dependent on the job anymore, we have a pension and social
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security. We have socia security in the literal sense of secured
money, and being able to afford a gym membership or any
equipment.”

These are thorny issuesinvolving complex interactions between
race, class, income, geography, and public policy; if we seek
to understand how technology can be used to promote healthy
behaviors among patients, we must begin by acknowledging
that these technologies are sociotechnical tools that, by
definition, emerge from the interaction of these social forces.
These technol ogies do not exist within abubble and, aswe argue
here, neither can our efforts to design them.

The Importance of Directly Addressing
Structural Barriers to Health in mHealth
Design

What we confront when we do health servicesresearch involving
digital health tools is the fundamental tension between the
promise of these devices and the ethos of innovation that spirits
them, and the much more challenging realities of structural
barriersto health that enable racial health disparitiesto persist.
MelissaS. Creary [ 23] theorizesthistens on through the concept
of “bounded justice,” a phenomenon where the good intentions
of justice-oriented stakeholders “are bounded by greater
socio-historical constraints.” It is not enough, Creary writes, to
pursue health equity and the amelioration of the indignities of
longstanding health inequities simply through the distribution
of “goods, materials, and resources’ [23]. The political idealism
of such interventions, even among so-called justice-based
inclusive programs, comeswith inherent limitationsin its ability
to repair “the underlying and deeper socia inequalities
embedded in individuals and communities, specifically those
disadvantaged by racism,” when they fail to address “the
underlying mechanisms that generated initia historical
inequalities’ in the first place [23]. We echo Creary’s call for
more reflexive thinking about and action in the name of
justice-oriented work that addressesthese mechanismsasapart
of our digital health technology intervention design.

Keeping these structural conditions at the forefront of our
thinking about digital health design is vital because, lest we
forget, we are not designing technical fixesto disease disparities
but, rather, sociotechnical ones that must also engage with the
socia and policy environmentsthat both necessitate innovation
and constrain itsdeployment. Thisiswhy we argueearly inthis
article that techno-pessimism and an effort to continue to
improve digital health technologies constitute a compatible
position and a requisite relationship with technology. The
structural conditions that inhibit the sustained use of the tools
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we hope will help improve patient health should not dissuade
us from seeking to improve care; rather, they should drive us
to think more expansively, ethically, and systematically about
this work. They should motivate us to foster collaborative
relationships with policy experts, media and informatics
scholars, and historians of medicine, as well as patients and
caregivers with a wide range of interests in and objections to
these kinds of technologies. They should center the role of
structural racism in limiting access to lifesaving resources and
in reproducing health disparities. And they should highlight
opportunities for providers and researchers to contribute to the
existing work that patient communities are engaging in to undo
these structural harms.

Beginning from an acknowledgement that we are addressing
“deep social problems’ [24], which our technological
interventions are simply unable to solve, enables us to identify
social policy approaches that may help providers and patients
to make the long-term improvements to health that they seek.
Thiswork must begin with an assessment of how we think about
the role of technology in our research. As we are reminded by
Amy Moran-Thomas's [25] writing about the use of the pulse
oximeter during the ongoing pandemic, we must be
self-reflexive and critical of the tools we design and deploy to
identify how our technologies might reproduce racial health
disparities. And we must acknowledge that our focus on
individual-level health behaviors, as Veinot et a [8] warn us,
can only get us so far.

Conclusions

Reframing how we think about our work—so that these issues
and local contexts closely inform how we define our research
problems, the kinds of solutionswe pursue, and the changeswe
work to devel op—can help usto bridge the divide between the
techno-optimist and techno-pessimist positionsin digital health
research. We should be driven by this concern about
“intervention-generated inequalities” to engage critically and
productively with the promise of mHealth, ensuring that our
work addresses the systems through which health disparities
persist. We should think about the policy questionsour datacan
illuminate, and make coalition building within and outside of
our traditional networks of expertise an essential part of our
work [2,26]. And when our work, by definition, involves the
development and deployment of digital health technologiesin
an effort to improve health outcomes, we should integrate
critical reflection about the technol ogies we deploy, the social
contexts in which our patients and community partners live,
and concerns about structural barriers to health as part of our
efforts to design just and equitable health interventions.
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Abstract

Face masks are an important way to combat the COVID-19 pandemic. However, the prolonged pandemic hasrevealed confounding
problems with the current face masks, including not only the spread of the disease but also concurrent psychological, social, and
economic complications. As face masks have been worn for along time, people have been interested in expanding the purpose
of masks from protection to comfort and health, leading to the release of various “smart” mask products around the world. To
envision how the smart masks will be extended, this paper reviewed 25 smart masks (12 from commercial products and 13 from
academic prototypes) that emerged after the pandemic. While most smart masks presented in the market focus on resolving
problemswith user breathing discomfort, which arise from prolonged use, academic prototypeswere designed for not only sensing
COVID-19 but also general health monitoring aspects. Further, we investigated several specific sensors that can be incorporated
into the mask for expanding biophysical features. On alarger scale, we discussed the architecture and possible applications with
the help of connected smart masks. Namely, beyond a personal sensing application, a group or community sensing application
may share an aggregate version of information with the broader population. In addition, this kind of collaborative sensing will
also addressthe challenges of individual sensing, such asreliability and coverage. Lastly, weidentified possible service application
fields and further considerations for actual use. Along with daily-life health monitoring, smart masks may function as a general
respiratory health tool for sports training, in an emergency room or ambulatory setting, as protection for industry workers and
firefighters, and for soldier safety and survivability. For further considerations, we investigated design aspects in terms of sensor
reliability and reproducibility, ergonomic design for user acceptance, and privacy-aware data-handling. Overall, weaimto explore
new possibilities by examining the latest research, sensor technologies, and application platform perspectives for smart masks as
one of the promising wearable devices. By integrating biomarkers of respiration symptoms, asmart mask can be atruly cutting-edge
device that expands further knowledge on health monitoring to reach the next level of wearables.

(JMIR Mhealth Uhealth 2022;10(6):€38614) doi:10.2196/38614
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Introduction

After the World Health Organization declared COVID-19 a
“pandemic” (a global epidemic) attributed to SARS-CoV-2
infection [1], masks have been used by the general population
all over the world for precautionary health reasons[2,3]. Asa
result, peoplewear masksat all timesand in all places; however,
the pandemic has revealed the limitations of current mask
deployments regarding not only the spread of the disease but
aso concurrent psychological, social, and economic
complications.

To improve these limitations, smart face masks designed with
electronic sensors have been recently proposed. The continuous
use of masks has led to the designs of various face mask
products, which have become available on the market. Theterm
“smart” has been used to signify possible additional
functionalities of the “smart (face) masks’ around the world,
leading to an expansion of the mask’s usage, including masks
for protection, health, and environmental sensing [4-6].

While the COVID-19 pandemic is seemingly under control
owing to vaccination, thereis aneed for innovative, Internet of
Things (loT)—-based smart-mask solutions to help people
transition to a postpandemic world, where the emergence of
infectious SARS-CoV-2 variants is prevalent along with the
heightened possibility of further, yet unknown, virus pandemics,
and to combat airborne diseases [7,8]. In combination with
data-driven applications, |oT and smart connected technologies
can play a critical role in individual protection and extend to
group sensing for the prevention, mitigation, and continuous
remote monitoring of patients. Such a benefit of group sensing
is shown with a contact-tracing app, where it could instruct a
person in close contact with patientswith COVID-19to quickly
self-isolate to reduce disease transmission [9].

Here we present a viewpoint for smart masks in the form of
emerging loT-based solutions by examining the current status

https://mhealth.jmir.org/2022/6/€38614

of smart masks, potential sensorsfor their functional expansion,
connected architecture of smart masksfor individual and group
health care, and further considerations for actual deployment
of such technology in thefield. The details are as follows:

«  Current status of existing commercial and academic smart
masks

«  Smart mask expansion in terms of personal health care and
disease diagnosis

«  Connected architecture and applications of smart masks

«  Further real-world considerations

Features and Applications of Current
Smart Masks in the Field

Relevant smart masks available in the market were found
through web searches, including Amazon, using the following
search terms: “Smart Mask,” “Facial,” and “Electronics” The
search for publicationswas performed using 5 databases (Google
Scholar, Web of Science, ScienceDirect, PubMed, and EBSCO)
on the basis of the following combinations of search terms:
“Smart mask” OR “Smart face mask,” “sensor,” “1oT,” AND
“Healthcare”

We defined 3 major inclusion criteriaof reports on smart masks
inthisreview.. Specifically, these criteriainvolve thefollowing:
(1) sensing: sensors attached to the mask; (2) actuation:
functional manipulation of the mask; and (3) connectivity:
communicating sensor data using mobile, cloud storage, or
|oT-based networks. Only articles published between January
2020 and May 2022 were included to examine smart masks
developed after the COVID-19 outbreak. Finaly, the study
selection procedure resulted in 12 smart mask products and 13
smart mask research prototypes reported in this study. Tables
1 and 2 list their functions and features, respectively. Detailed
selection criteria are provided in Multimedia Appendix 1.
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Table 1. Commercially available smart masks with their key features.
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Name and purpose

Function

Feature

Air control with respiration rate-sensing

AO AIR Atmos mask [10]

LG PuriCare (2nd Gen) [11]

Ventilation
ATMOBLUE Face Mask [12]

Belovedone Air Purifier [13]
Philips Fresh Air Mask [14]
Xiaomi Purely [15]

CSE&L AIRVISOR [16]

CELLRETURN CX9[17]

Razer Zephyr [18]

Communication aid

CLIU Pro[19]

Donut Robotics C-FACE [20]

TrendyNow365 LED Mask [21]

Automatic fan control with respiration
rate-sensing and filter status check

Automatic fan control with respiration
rate-sensing

Three fan speed modes and air quality check

Two fan speed modes

Three fan speed modes
Three fan speed modes
Three fan speed modes

Sterilization and LED skin care

Two fan speed modes and lighting

Air quality check and built-in microphone

Speech to text and voice translation

Text display on mask surface

S2 Filter status and respiration
AP: Fan on/off control
CC Bluetooth

S: Respiration rate

A: Fan on/off control
C: Bluetooth

S: Air quality

A: Fan speed control
C: Bluetooth

A: Control fan speed
A: Control fan speed
A: Control fan speed

A: Control fan speed

A: LEDY sterilization and skin care

A Control fan speed and customizablelighting
zones
C: Bluetooth

S: Air quality, mask wear time, and head mo-
tion
C: Bluetooth

A: speech-to-text message, voice call, and
tranglation
C: Bluetooth

A: Display custom LED letters
C: Bluetooth

8S;: sensing.

BA: actuation.

CC: connectivity.

dLED: light-emitting diode.
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Table 2. Smart mask research prototypes from academic journals.
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Name and purpose

Function

Feature

External pathogen detection and elimination

ADAPT [22]

COVID-19 detection

SARS-CoV-2-sensing face mask [23]

Lightweight and zero-power smart face

mask [24]

AGA7-SmartMask [25]

Respiratory disease-monitoring

Smart face mask with Heat flux sensor

(26]

Smart facemask for wireless CO,
monitoring [27]

Smart face mask with ultrathin pressure

sensor [28]

Smart face mask with wearable pres-

sure sensor [29]

Smart medical mask for health care
personnel [30]

Lab-on-Mask [31]

General health monitoring

Pathogen sensing and mist spray activation

Detects COVID-19 infection

Monitor cough and check mask-wearing

Monitor cardio-respiratory variables and to detect
cough

Noninvasive body temperature and breathing
rate-monitoring

Monitor CO, in DSV

Breath monitoring

Breath monitoring

Detect respiratory breathing, fever, and alert possi-

ble faceirritation

Monitor cardio-respiratory variables

*  S* Airborne particle sensing
N Muitigation module on/off
*  C% Bluetooth

«  S: Paper-based nucleic acid diagnostics

« S Mask deformation
+ cRA transponder

* S Breathe pattern, skin/DSV® temperature,

humidity, air pressure, HR', and Sp029
« C:Bluetooth

« S Facial skin temperature and breathing rate
*  C:LoRa"and Wi-Fi

« S CO2 concentration
*  C:NFC

« S DSV pressure change
«  C: Wi-Fi connection

« S DSV pressure change
«  C: Bluetooth connection

« S DSV temperature, mask strain
. C: Wi-Fi

* S HRBP, Sp02, and skin temperature
«  C: Bluetooth connection

FaceMask [32] Monitor cardio-respiratory variables and mask- e S Humidity, DSV or externa temperature,
wearing volatile organic compounds. And head motion
«  C: Bluetooth connection
Facebit [33] Monitor HR, respiration rate, mask fit, andwear « S HR, respiration rate, mask fit, and wear time
time « C: Bluetooth
Masquare [34] Monitor cardio-respiratory variables o S Respiratory pressure, HR, SpO2, and head
motion
«  C: Bluetooth
83: sensing.
BA: actuation.

CC: connectivity.

4RF: radiofrequency.

®DSV: dead space volume.

HR: heart rate.

95p0,: blood oxygen saturation.
P oRa: long range.

INFC: near-field connection.
IBP: blood pressure.
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Most commercial masks used in daily life provide actuations
based on use, such as exchangeable filters, self-sterilizers,
embodied microphones, and integrated fans. In total, 4 smart
masks had sensing capabilities such asair pathogen check, filter
status, and breath monitoring. Intotal, 11 smart masksincluded
actuation with mostly inner fan speed control and LED lighting
control. A total of 7 smart masks supported a connectivity
feature through a Bluetooth connection with the smartphone.
The masks that supported all 3 features (ie, sensing, actuation,
and connectivity) were those of Atmos AO AIR [10], LG
PuriCare (2nd Gen) [11], and ATMOBLUE [12]. These smart
masks offer inner fan control actuation and Bluetooth
connectivity while using different sensing (filter, respiration
rate, and air-quality checks). Commercial masks have focused
on mitigating discomfort such as breathing difficulty, excessive
moisture inside the mask, fogging of glasses, and hygiene
problems caused by long-term use [35-37]. Besides protection,
the masks of CLIU [19], Donut Robotics [20], and
TrendyNow365 [21] aimed to overcome speech problems with
mask-wearing. Additional investigations, such asmask material,
weight, and battery usage time, are presented in Multimedia
Appendix 1.

While commercial smart masks were focused on user comfort,
academic prototypeswere designed for sensing capabilitiessuch
as health monitoring and disease detection. For example, in
terms of COVID-19 detection, Nguyen et al [23] integrated a
cell-free sensor to detect SARS-CoV-2, and Ye et a [24] and
Fois et a [25] focused on detecting abnormalities such as
coughing behavior. Not specific to COVID-19 but to cope with
genera respiratory disease, Lazaro et al [26], Escobedo et al
[27], Zhong et a [28], Yang et a [29], Kim et a [30], and Pan
et a [31] monitored breathing patterns. From a general health
monitoring perspective, Gravina et al [32], Curtiss et a [33],
and Fischer et al [34] monitored biosignals such as heart rate,
respiration rate, and body temperature. Acquired sensor readings
were then analyzed through smartphone apps for display.

All prototype masks were considered with regard to their
physiological sensing capabilities. A total of 12 smart masks
were considered with connectivity features using Bluetooth
connectivity, near-field communication (NFC), a long range,
and Wi-F connectivity with the smartphone. Ye et al [24]
further demonstrated aradiofrequency (RF) featureusing silver
nanowires attached to the inner layer for monitoring cough and
mask usage. Overal, the current features of smart masks
avalable in the market offer environmental (air quality)
monitoring, mask quality—monitoring, and functions for user
comfort. On the other hand, research prototypes can be
summarized as health monitoring and respiratory disease
detection.

Possible Directions for Feature Extension

Our investigation of research prototypes showed that existing
masks support health monitoring and disease diagnosis on the
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basisof vital signssuch asrespiration, blood oxygen saturation,
and body temperature. In this section, we further explore what
other biosignals can be measured and what applications can be
used through a smart mask as awearable device for health care
and safety. In addition, we argue that it is critical to reduce the
posterior auricular (back of the ear) discomfort and pain caused
by long-term wearing of the mask, aswitnessed by amask frame
extension that supports an ear strap introduced recently [38]. In
consideration of the ear strap frame, we would like to present
a viewpoint on the extension of the application of the smart
mask and its potential as a biosignal measuring device. To
systematically search for feasible sensors, the expressions
“smart” and “intelligent” textiles or “wearable electronic”’ are
keywords used for selection. Sensors that sense and react to
biosignals, environmental conditions, or stimuli, such as those
from breath, skin, head motion, air, or other sources, were
investigated. M ultiple biosignal sources can be recorded around
the face with sensors incorporated into the smart masks to
measure biosignalsand interior or exterior environmental factors
[22,39].

For the facial part of the mask, pressure sensors can be used to
obtain the respiration rate and inhalation volume to monitor
breathing patterns[28,29]. These are piezoel ectric-like sensors
that are sensitive enough to respond to exhale volume pressure
and flexible, lightweight, and energy-efficient circuits that can
fit into the mask. With continuous monitoring of breathing
patterns, we expect to observe users’ lung health or screen
patientswith chronic lung disease[40]. In addition to analyzing
breath, chemical sensors can be used as markers for personal
health problems and respiratory diseases by targeting specific
molecules [41-48]. These sensors are based on metal oxides
whose target compounds can be easily switched with specific
reagents. Several applications include acetone for diabetes
[41-43], hydrogen sulfide for small intestinal bacterial
overgrowth [44,45], and toluene for lung cancer diagnosis
[46-48].

As the mask directly contacts the faciad skin, a
photoplethysmographic (PPG) sensor can be adopted to conduct
pulse oximetry and measure heart rate variability, oxygen
saturation, and blood pressure. These metrics are widely
researched for indirect measures of physical and mental health
[49-51], physical stress[31,49], and hypertension or hypotension
[51-53], respectively. Electrooculography (EOG) [54,55],
electrodermal activity (EDA) [56,57], and electromyography
(EMG) [50,52,53] can also be adopted to measure various
biophysical signals that arise from facial skin. For example,
eye-blinking EOG measures have been linked to attention [58]
and may infer the user's mental state. The electrodermal
response from EDA and facial muscle activation from EMG
can be used as a measure of emotion such as anxiety or
depression [55-57,59]. In addition, facial surface EMG was
adopted for monitoring pain through facial expressions [60]
(Table 3).
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Table 3. Possible sensor integration on the masks.

Sensors and features

Applications

L ocation: mask main body
Type: biosignal information
Source: breath (respiration)
Pressure sensor
Respiration rate or volume
Chemical sensor
Ketone: acetone
Hydrogen sulfide
Toluene
Sour ce: facial blood vessels
Photoplethysmography sensor
Heart rate variability
Oxygen saturation
Blood pressure
Source; skin
Electrooculography sensor
Eye blink
Electroder mal activity sensor
Electrodermal response
Temperature sensor
Temperature change
Electromyography sensor
Facial muscle
Facia muscle
Source: head
Inertial measurement unit
Motion
Type: environmental information
Source: air
Chemical sensor
Environment air quality
Source: external temperature
Thermometer
Temperature
Source: external humidity
Humidity sensor
Humidity
L ocation: mask support frame
Type: biosignal information
Source: ear
Electroencephalography sensor

Brain activity

Personal health or sport [27,28]
Personal health or disease (diabetes) [41-43]

Personal health [44,45]
Personal health or disease (lung cancer) [46-48]

Physical health or mental health [49-51]
Physical stress[31,49]
Hypertension or hypotension [51-53]

Concentration [54,55]

Emotion [56,57]

Communicable diseases [25,26,31,32]

Emotion [55,59]

Pain [60]

Posture [61]

Local air quality [22,39]

Local temperature [62]

Local humidity [63-65]

Drowsiness or fatigue [66]
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Sensors and features Applications
Source: neck
Inertial measurement unit sensor
Motion Posture [61]

Electrocar diogr aphic sensor

Heart

Heart disease [67,68]

A smart mask can also measure air pollution and several other
environmental variablessuch asair quality [22,39], temperature
[62], and humidity [63-65]. The inclusion of sensing
air-tightness and the quality of filters can help ensure the
additional benefits of smart masks by improving safety by
providing an air-tight fit around the face. If the mask uses a
support frame, such as a head or neck strap,
electroencephal ography (EEG) and el ectrocardiography (ECG)
sensors can be applied to measure the electrical activity of the

brain and heart. EEG signals have been used to detect a user's
fatigue or drowsiness like fatigue in driving [66]. Integrating
ECG can be an advantage over PPG readings as it records the
heart's electrical activity at its source [67,68]. Lastly, inertial
measurement unit sensors can be attached to the ear strap for
activity sensing that can discern fall or head collision [61]. The
possible sensor attachments on a facial mask and ear strap are
depicted in Figure 1.

Figure 1. The possible sensor attachmentson (A) afacial mask and (B) the ear strap. ECG: electrocardiography; EEG: €l ectroencephal ography; EMG:
electromyography; EOG: electrooculography; GSR: Galvanic skin response; PPG: photoplethysmography.

(A)

Temperature or humidity

Breath

Toward Connected Smart Masks

In this section, we attempt to seek opportunities beyond personal
protective equipment to group management, so-called
group-sensing, through connected smart masks as wearable
devices for hedlth care and safety. The advantages of
group-sensing include continuously measuring and managing
a population's physical and menta health through the sensors
inside the smart mask or via connected smart mask platforms.
Such advantages are particularly useful in dealing with
infectious diseases that spread through contact and saliva, such
as COVID-19 [69]. The smart masks of those at risk can be
managed, and remote caregiving can be supported viaconnected
devices. Asinaprior study on smartwatches[70], their everyday
health conditions (eg, breathing and heart rates) can be tracked
and analyzed to detect early signs of respiratory behavior
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Movement (head and neck)

changes, which could be related to COVID-19 infection.
Namely, beyond a personal sensing application, a group or
community sensing application may share an aggregate version
of information with the broader popul ation. The architecture of
connected masksisshown in Figure 2 by extending prior mobile
sensing architecture [71,72].

For group sensing, the smart mask should be able to transmit
the collected datato the server by using wirel esscommunication
protocols such as Wi-Fi, long-term evolution, 4G and 5G
networks, Zigbee, and narrowband 10T without manual operation
[73]. Besides, the analysis results should allow the user to take
action or receive an alarm related to a particular hazard. Most
smart masks integrate communication modules to use
smartphones for displaying sensing results and as a gateway
terminal to interact on the web [27,33,74,75]. In addition,
smartphones allow short-distance connections such as Bluetooth,
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NFC, and radiofrequency identification, where acquired data
can be transferred to local 10T gateways [73]. Furthermore,
server clouds and relevant analytics technology are required to
store smart mask data and process large sets of datato develop
applications such as hedth care, safety monitoring, and
intervention for the users. This kind of collaborative sensing
will also address the challenges of individual sensing, such as
reliability and coverage [76].

The information gathered in cloud servers can be used with
machine learning (ML) and data mining applications [75,77].
The advantages of utilizing ML for group sensing results are
system optimization and acquired data processing [77]. For

Figure 2. Connected smart mask architecture.
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With modern technological advances, it has become possible
to collect big data and create new knowledge that we have not
been able to analyze before. Unlike conventional wearable
devices, smart masks can collect biomarkers of respiration or
the respiratory system and expand further knowledge on
wearables. Previous work by Curtiss et a [33] and Hyysalo et
al [75] shows detailed aspects of the connected smart mask
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instance, collecting data on device failures, usage time, filter,
and battery can be analyzed for design considerations and
maintaining the optimal operation of asmart mask. Furthermore,
Gravina et al [32] reported the application of ML in smart
masks, where they tested mask wear classification from sensor
signals. Intermsof datamining, amore detailed air quality map
can be created as the user wears a smart mask with
environmental sensorsand moves around places collecting data.
Moreover, GPS for community sensing can facilitate real-time
sensing and locati on-based monitoring of masks and actions of
multiple usersin some local environments, such as COVID-19
contact-tracing, local airborne pathogen detection, or emergency
services.

&
LT

Firefighter

W=y

Industrial worker

Classification

‘ is
2% ER

Intervention Emergency

platform and deployment considerations. Curtiss et a’s [33]
Facebit smart mask accompanies a mobile app that displays
sensing results such as heart rate, respiration rate, mask fit, and
wear time. This app communicates with Facebit through
Bluetooth and stores data in a local database. For now, stored
data are used to track a user’'s mask-wearing time and send a
notification to replace the mask. As an open-source smart mask
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research platform, this work demonstrates proof-of-concept
connected smart masks and presents further research on
personalizing algorithms and applications for respiratory health
tools. Hyysalo [75] illustrated the software architecture of the
smart mask platform, including the mask, mobile app, and
backend hedlth artificial intelligence. In addition, this study
envisioned a smart mask ecosystem [78,79]—a collection of
infrastructure, analytics, and applications, to draw personal
health trajectories.

Further Considerations for Real-World
Use

Lastly, we present and discuss viewpoints on the application
fields of the connected mask and further considerations for
practical use. Asthe smart face mask isapromising respiratory
monitoring tool, we explored relevant fieldswhereit can benefit
direct needs. Aside from the primary field of daily-life
health-monitoring, we envision several real-world uses such as
sports training, ambulatory setting, industry and firefighter
safety masks, and military applications. In the following
sections, several directionsfor real-world deployment scenarios
of smart masks arefirst discussed. Theresfter, we discuss sensor
accuracy and reproducibility issues, most critical ones in
measuring biosignal s through all wearable devices. Ergonomic
design for the general population needs to be considered for
public acceptance of smart masks. Finaly, privacy-aware
data-handling is necessary for security to collect and manage
personal biosignals.

Service Application for Real-World Use

Daily Life Health Monitoring

The smart mask presents an opportunity to apply advanced
analyticsto health care. The analysis of physiological changes,
such as breathing pattern, pulse rate, and tidal volume, enables
usto monitor respiratory health, diagnose relevant diseases, and
point of care through continuous monitoring. In addition, other
variousfeatures can be obtained, aswe discussed in the possible
Sensor extension scenarios, for instance, stressand fatigue [80].

Sports Training

In particular, smart masks can be adopted for measuring the
cardiopulmonary exercise load, which is an important index in
evaluating exercise capacity. Previously, this was done by
wearing additional equipment in wired or wireless form with
controlled settings[81]. Thistest can be easily accessibleto the
general population; for example, in a gymnasium or through
home-based training through smart mask application.
Furthermore, owing to the recent COVID-19 pandemic, there
isincreasing demand for indoor exercise platforms such as Zwift
[82], whereindividuals can virtually compete with users on the
internet and measure exercise ability and improvements. The
smart mask can contribute as a wearable device for additional
exercise measures in such settings.

Emergency Room or Ambulatory Settings

In the emergency room or ambulatory settings, masks have been
used to deliver air and monitor respiration. We expect smart
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masksto be adopted to track health status without any additional
device. Additionally, nosocomia infections, such as
ventilator-associated pneumonia, can be detected with the use
of the smart mask [83].

Industry Workers and Firefighters

Many workers at coal mines, construction sites, and chemical
plants and firefighters at fire scenes are prone to hazardous gas,
thus, wearing a mask is mandatory for safety issues. Smart
masks can be used to track the health status of people who have
been poisoned by gas or toxic substances or have been exposed
by measuring the surrounding situation. Besides, rea-time
environmental monitoring can ensure user safety and prompt
responses to fast-changing hazardous events through the
detection of gas leakage or toxic events [84].

Soldier Safety and Survivability

Recently, there has been ongoing research on wearable devices
such as vests and helmets to collect biosignals for the safety
and survival of soldiers [85]. The smart mask can also be a
promising wearable device in respiratory monitoring. It is
expected that safety and survival can be further improved by
collecting the soldier’s biosignals, location information, or
information about the surrounding environment. These measures
help monitor the soldier's physical and mental health status and
decision-making. Moreover, breath analysis can predict and
monitor the onset of pulmonary injury due to various
environmental and infectious exposures [36].

Accurate and Reliable Sensors

One major requirement for such predictive diagnostics is that
sensor information must be accurate and reliable. The type of
sensor and its placement affect the measurements. For instance,
potential inaccuracies rise with excessive motion artifacts
involving many physical activities, such as sports, firefighting,
or military action. Although the reviewed articles described
potential applications and demandsfor health intervention, they
provided little evidence related to the usability and practicality
of the proposed device. As the temperature and humidity rise
owing to mask-wearing, the adhesion between the sensor and
the skin may decrease, and sweat generated by humidity may
negatively affect accurate sensor signal measurement. Beyond
sensing accuracy and reliability, it is important to consider
additional metrics, such as smart mask interoperability,
versatility, power consumption, and durability, to examine the
usefulness of the system as well as comfort and ease of use for
different population characteristics [87,88].

Ergonomic Design for Usability

If userswear heavy equipment such asahelmet for along time,
it can strain their head and neck [89-91]. Masks with smart
functions also increase in weight, unlike existing masks, owing
to the addition of batteries, sensors, and fans. Therefore, it places
a burden on the head and neck and may cause deformation in
posture. If the systems within smart masks became more
complicated, these could become more uncomfortable and make
users reluctant to wear them. Detailed surveys on usability and
performance evaluation from daily life trials need to be
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conducted to ascertain the usability of smart masks [92-94].
Maximizing and optimizing the battery lifetime of the smart
mask ensures user satisfaction and comfort [95,96]. If the device
supports recharging, the rechargeable battery of the mask isa
major contributor to the mask’s weight. If the communication
between the smart mask and the smartphone requires much
energy and acquiring data from sensors may rapidly drain the
battery, a larger battery capacity is then required. Thus, the
overall weight of the mask increases. Therefore, in developing
a smart mask, it is necessary to consider the battery size and
material related to weight. In addition, since the material of
their mask isin contact with the skin surface, it is necessary to
use an approved suitable material [97]. Overall, the potential
reluctance of users can be reduced by incorporating simple
protocolsfor the number of sensorsand user specificity, comfort,
including weight, and fashion considerations for the general
population [98,99].

Privacy-Aware Data-Handling

One challengein devel oping connected smart mask architecture
systems is the collection of personal information and privacy
infringement. With the advancement of the IoT, rea-time
monitoring data are shared and analyzed to identify factors
related to events. Although this monitoring isintended to assist
users, some aspects of personal privacy are violated [100-104].
Prior studies have shown that privacy concerns related to
wearable cameras are often influenced by users socidl,
behavioral, and environmental contexts [105]. For example,
wearable camera users are often conscious of bystander privacy,
and likewise, bystanders are concerned about potential privacy
violations (eg, subtleness and ease of recording) [106]. In
addition, advanced data processing methods may have privacy
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implications. For instance, personal physiological data or
location information can be misused because of poor data
management policies. In these scenarios, health monitoring
results may encourage the tracking of work performance (ie,
using the datafor secondary purposes without explicit consent).
This practice may influence the review of workers
performances and may cause monitoring to become a
surveillance practice beyond health monitoring. Beyond
secondary use, the security of the devices themselves can also
be problematic, asthe low computing power within smart mask
systems may make them vulnerable to unauthenticated access
[107,108]. Assmart mask technology istill initsinfancy, these
implications are not yet fully understood and should be
considered in future implementation strategies.

Conclusions

This study examined recent smart masks in conjunction with
accompanying systemsthat could be used to prevent COVID-19
and other respiratory diseases. We then offered our viewpoints
on smart masks in the form of emerging loT solutions.
Reviewing commercialy available smart masks revealed the
trend that smart masks were mainly designed to address user
discomfort. However, recent research prototypes were taking
further steps, not only dealing with COVID-19 but toward
general health monitoring by supporting breathing and
physiological signal sensing. Thus, we sought further functional
expansion on smart masks by investigating previous maobile
sensing studies. In addition, we extensively discussed novel
opportunitiesfor group health management through a connected
smart masks platform. We believe that smart masks can serve
as a truly cutting-edge device that expands the coverage of
health monitoring and helps reach the next level of wearables.
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Abstract

Background: Wearable health care devices have not yet been commercialized on alarge scale. Additionally, peoplein different
countries have different utilization rates. Therefore, morein-depth studies on the moderating effect of national culture on adoption
intention in wearable health care devices are necessary.

Objective: This study aims to explore the summary results of the relationships between perceived usefulness and perceived
ease of use with adoption intention in wearable health care devices and the impact of the moderating effect of national culture
on these two relationships.

Methods: We searched for studies published before September 2021 in the Web of Science, EBSCO, Engineering Village,
China National Knowledge Infrastructure, IEEE Xplore, and Wiley Online Library databases. CMA (version 2.0, Biostat Inc)
software was used to perform the meta-analysis. We conducted publication bias and heterogeneity tests on the data. The
random-effects model was used to estimate the main effect size, and a sensitivity analysis was conducted. A meta-regression
analysis was used to test the moderating effect of national culture.

Results: This meta-analysisincluded 20 publications with atotal of 6128 participants. Perceived usefulness (r=0.612, P<.001)
and perceived ease of use (r=0.462, P<.001) positively affect adoption intention. The relationship between perceived usefulness
and adoption intention is positively moderated by individualism/collectivism (3=.003, P<.001), masculinity/femininity (3=.008,
P<.001) and indulgencefrestraint (3=.005, P<.001), and negatively moderated by uncertainty avoidance (3=-.005, P<.001). The
relationship between perceived ease of use and adoption intention is positively moderated by individualism/collectivism (3=.003,
P<.001), masculinity/femininity (=.006, P<.001) and indulgence/restraint (3=.009, P<.001), and negatively moderated by
uncertainty avoidance (3=-.004, P<.001).

Conclusions: This meta-analysis provided comprehensive evidence on the positive relationship between perceived usefulness
and perceived ease of use with adoption intention and the moderating effect of national culture on these two relationships.
Regarding the moderating effect, perceived usefulness and perceived ease of use have a greater impact on adoption intention for
people in individualistic, masculine, low uncertainty avoidance, and indulgence cultures, respectively.

(JMIR Mhealth Uhealth 2022;10(6):€30960) doi:10.2196/30960
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Introduction

Background

A wearable health care device can be defined as “an
autonomous, noninvasive device that can perform specific
medical functions such as long-term monitoring or improving
health” [1]. The device can detect important vital indicators,
such as heart rate, and enables rapid and remote autonomous
detection and self-management of arrhythmia. These data can
also betransmitted to medical ingtitutionsto achieve the purpose
of remote health monitoring, thereby effectively reducing the
number of patient visits and medical costs[2].

Since the outbreak of COVID-19, people have paid increasing
attention to health, and the adoption of wearable hedth care
devicesisgradualy increasing [3,4], but these devices have not
yet been commerciaized on a large scale. Therefore, it is
necessary to conduct in-depth research on the factors that
influence the adoption of wearable health care devices to
promote the commercialization of the devices.

Many studies have examined adoption intention toward wearable
health care devices [5-7]. These studies have mostly adopted
the technology acceptance model (TAM) [8,9] and the unified
theory of acceptance and use of technology (UTAUT) [5,6] as
the main frameworks. In addition to the variables included in
TAM and UTAUT, other variables such as trust [9-11],
perceived privacy risk (from the privacy calculus model) [1,12],
and consumer innovation (from the theory of innovation
diffusion) [9,13] have been considered in the literature. Of the
two models, TAM is the most concise and influential model
[14] and provides a basis for tracing the influence of externa
factors on adoption intention. This model discusses the
relationship between perceived usefulness, perceived ease of
use, and adoption intention [15]. It is easy to understand, with
information technol ogy features, astrong theoretical foundation,
and sufficient empirical support [16-20].

Figure 1. Research framework. H: hypothesis.
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Studies that used this as the main model to analyze wearable
health care device adoption intention, however, did not form a
unified understanding, and there were conflicting conclusions
on the relationship between perceived ease of use and adoption
intention. Many studies have empirically confirmed this
relationship [8,21,22]; however, some results have shown that
thiseffect isnot obvious[13,23]. Some studies have specifically
explored the differences in conclusions caused by moderator
variables in population characteristics and focused on the
influence of different ages[8,24], genders[9], and experiences
[25] on adoption intention in wearable health care devices to
promote further commercialization of the devicesin peoplewith
lower acceptance rates. Moreover, scholars have discovered
that national culture also affects wearable health care device
adoption intention [6,26], and large differences exist in the
utilization rate of wearable health care devices in different
countries [27]. Although the study by Meier et a [27] pointed
out that under different cultural dimensionsthere are differences
in wearable health care device use, it did not concentrate on
how each cultural dimension affects adoption intention.

In view of the inconsistent conclusions in the existing studies
and the insufficient exploration of the moderating effect of
national culture, this study explores summary results of the
rel ationships between perceived usefulness and perceived ease
of useinwearable health care device adoption intention and the
impact of the moderating effect of national culture on adoption
intention by using the meta-analysis method. The results of this
study could have implications for global wearable health care
device providers in developing and marketing their devices
successfully across borders, for effective enhancement of
peopl€e's health conditions, and for national health agencies to
decrease medical expenses.

Theoretical Framework and Hypotheses

Research Framework

Theresearch framework used in thisstudy ispresented in Figure
1. We chose TAM as the main model and Hofstede's cultural
value dimensions to represent national culture.

Individualism/
collectivism

Masculinity/
femininity

Perceived
usefulness

Perceived
ease of use

Adoption
intention

Uncertainty
avoidance

Indulgence/
restraint
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As mentioned above, TAM is the most concise and influential
of the model swith a strong theoretical foundation and sufficient
empirical support [14,16-20]. The dimensions used to anayze
cultural value mainly come from Rokeach [28], Hanson [29],
and Hofstede [30]. The dimensions developed by Hofstede are
themost recognized and commonly used framework for studying
cross-cultural issues on technology adoption [31-34]. The
formation process of the value of the cultural dimension has“a
rigorous research design, a systematic data collection, and a
coherent theory to explain national variations’ [35], achieving
the aggregation of the properties of individuals as observed
within a country. Therefore, every cultural dimension can be
treated as a country-level variable [36]. Hofstede's cultural
vaue contains 6 dimensions:. power  distance,
individualism/collectivism, masculinity/femininity, uncertainty
avoidance, long-term/short-term orientation, and
indulgence/restraint [30]. This study focuses on the moderating
effects of 4 of theser individualism/collectivism,
masculinity/femininity, uncertainty  avoidance, and
indulgence/restraint.

First, power distance refersto the degree to which people accept
an unegual distribution of power [37]. When commodities can
represent the differencesin theidentity and power of consumers,
their purchasing behavior is more susceptible to the influence
of power distance [30]. Therefore, power distance is more
closely related to luxury purchases in studies on consumer
behavior [38,39]. However, a wearable health care deviceis a
health-related and life-oriented product that isnot conspicuous.
Therefore, power distance hasaweak correl ation with adoption
intention toward wearable health care devices. This paper will
not discuss the moderating effect of power distance on the
rel ationships between perceived usefulness and perceived ease
of usein adoption intention.

Second, people in a short-term orientation culture value
technol ogiesthat bring usefulnessto current life and work, while
people in a long-term orientation culture value technologies
that bring usefulness to future life [40]. Wearable health care
devices are used not only by patients with chronic diseases
[41,42] but also by healthy users for disease prevention [43].
Thus, the importance placed by people in both cultures on
perceived usefulness depends on whether the concept is
future-oriented or present-oriented. However, the measurement
of this concept in the existing literature does not distinguish
between these orientations [8,44]; thus, it is difficult to judge
themoderating effect of long-term versus short-term orientations
on the relationship between perceived usefulness and adoption
intention. Moreover, since perceived ease of use is closely
related to perceived usefulness [45], the moderating effect of
long-term versus short-term orientation on the relationship
between perceived ease of use and adoption intention also
becomes difficult to judge. Therefore, this study does not
analyze and test the moderating effects of long-term and
short-term orientation.

Relationships Between Perceived Usefulness and
Perceived Ease of Usein Adoption I ntention

TAM illustrates the rel ationships between perceived usefulness
and perceived ease of usein adoption intention [46]. Perceived

https://mhealth.jmir.org/2022/6/€30960

Zhang et a

usefulness refers to the degree to which people feel that using
technology ishelpful to their work and life[15]. Perceived ease
of userefersto how much effort people need to use technol ogies
[15]. The relationships between these variables and adoption
intention have been proven in many studiesrelated to technology
adoption. For example, Hung et al [47] and Wu [48] showed
that perceived usefulness and perceived ease of use positively
affect the intention to adopt mobile commerce. In our research
context, perceived usefulness is not only generally embodied
in the improvement of work and life efficiency [13], it is
specifically embodied in the improvement of the users’ health
level [9,44]. Theserelationships regarding wearabl e health care
devices have been confirmed in multiple studies [21,22]. Thus,
we hypothesized the following:

Hypothesis 1a (H1a) and hypothesis 1b (H1b): perceived
usefulness and perceived ease of use positively affect adoption
intention toward wearable health care devices.

Moderating Effects of I ndividualism Versus Collectivism

Individualism versus collectivism reflects the degree to which
people prefer to care for themselves and their families
[30,37,49]. People in an individualistic culture put more
emphasis on themselves, while people in a collectivist culture
put more emphasis on their families[30,50]. Therefore, people
inanindividualistic culture value freedom and self-responsibility
more and thus value their own health more [30]. This concern
for health leads people in individualistic cultures to pay more
attention to perceived usefulness of devices before purchase.

People in an individualistic culture are more accustomed to
using emerging technol ogies such as email, online banking, and
e-shopping intheir daily lives. Peoplefrom collectivist countries
emphasize time spent with family and friends over time spent
on the internet [30]. Therefore, people in an individualistic
culture might have a higher frequency of using wearable health
care devices. If the products are not easy to use, their
experienceswill be deeply affected. In addition, perceived ease
of use positively affects the perceived usefulness of wearable
health care devices [45] since perceived ease of use could help
realize the function of the devices [51,52]. Moreover, people
in an individualistic culture emphasize perceived usefulness
more than people in a collectivist culture. Thus, people in an
individualistic culture value perceived ease of use more, and
we hypothesized the following:

Hypothesis 2a (H2a) and hypothesis 2b (H2b): The higher the
degree of individualism, the higher the value placed on
perceived usefulness (H2a) and perceived ease of use (H2b)
toward adoption intention of wearable health care devices.

Moderating Effects of Masculinity Versus Femininity

Masculinity represents a preference for achievement, heroism,
decisiveness, and material rewardsfor success, while femininity
represents cooperation, humility, and quality of life [30]. The
perceived usefulness of TAM emphasizes performance
improvement and achievement, which is consistent with
masculinity [53]. The meaning of achievement changes with
time and context. In traditional societies, men pay attention to
hunting and fighting, and in modern societies, men value
economic achievement [30]. Regarding adoption intention for
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wearabl e health care devices, many people use them to measure
sports achievements and enjoy competing with their peers[54].
Therefore, individualsin masculine cultures use wearabl e health
care devices to satisfy their achievement motivation, and they
valuethe perceived usefulness of the wearable health care device
more.

People in masculine cultures hope to have challenging jobs to
prove their competence and feel a sense of accomplishment,
while peoplein feminine cultures hopeto have asafer and higher
quality life [30,37]. However, liking challenges does not mean
that people in masculine cultures do not value perceived ease
of use of wearable health devices. The greatest sense of
accomplishment users get from wearable health care devices
comes from recording their own sports achievements and
competing with others [54] rather than showing they are good
at using devices that are not easy to use. The increase in
perceived ease of use contributesto the realization of functions
of the device, such asfunctions of measurement, recording, and
querying [45,51,52], which can effectively enhance the user’'s
sense of accomplishment. Because peoplein amasculine culture
pay more attention to a sense of accomplishment than people
inafeminine culture[30,37], peoplein amasculine culture al so
value perceived ease of use more, and we hypothesized the
following:

Hypothesis 3a (H3a) and hypothesis 3b (H3b): The higher the
degree of masculinity, the higher the value placed on perceived
usefulness (H3a) and perceived ease of use (H3b) toward
adoption intention of wearable health care devices.

Moderating Effects of Uncertainty Avoidance

People in a culture of high uncertainty avoidance value risk
aversion more than people in a culture of low uncertainty
avoidance [30]. The adoption of new technologies will bring
about new risks, such as privacy risks [1] and imperfect
technology [55,56]. This might make people in a high
uncertai nty avoidance culture hesitate to adopt new technol ogies.
However, wearable health care devices can collect physical
health data to control health risks, thereby making health
conditions clearer and predictable [57], which isvery attractive
to peoplein a culture of high uncertainty avoidance. However,
this does not mean that people in a high uncertainty avoidance
culture will decide whether to adopt a wearable health care
device based on its perceived usefulness. To reduce uncertainty,
they are often prepared to engage in risky behavior [49] and are
more impulsive [30]. For example, the higher the degree of
uncertainty avoidance, the higher the maximum speed limit of
acountry (region) [30]. In addition, peoplein ahigh uncertainty
avoidance culture have more concerns about heal th than people
inaculture of low uncertainty avoidance [30]. Therefore, when
faced with health-related decisions, peoplein aculture of high
uncertainty avoidance are more likely to ignore meticulous
thinking about the perceived useful ness of wearable health care
devices and purchase products on impulse.

Regardless of whether people in a culture of high uncertainty
avoidance consider the perceived usefulness when purchasing
wearable hedth care devices, their purchase stems from
health-related safety requirements [58]. Their need for safety
takes precedence over other needs [30], such as the need for
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comfort and convenience represented by perceived ease of use.
Therefore, people in a culture of high uncertainty avoidance
pay less attention to the perceived ease of use of wearable health
care devices than people in a culture of less uncertainty
avoidance. Moreover, because perceived ease of use canimprove
the perceived usefulness of wearable health care devices
[45,51,52] and peoplein aculture of low uncertainty avoidance
are more concerned with perceived usefulness, people in a
culture of low uncertainty avoidance perceived ease of use more,
and we hypothesized the following:

Hypothesis 4a (H44a) and hypothesis 4b (H4b): The higher the
degree of uncertainty avoidance, the less the value placed on
perceived usefulness (H4a) and perceived ease of use (H4b)
toward adoption intention of wearable health care devices.

Moderating Effects of I ndulgence Versus Restraint

People in a culture of indulgence believe that enjoying life and
entertainment are basic human needs, and natural desires should
be satisfied [30]. People in a culture of restraint believe that
human behavior should be restricted by social norms and
prohibitions, and enjoying leisure activities, overconsumption,
and similar indulgence behaviors are wrong [59]. Therefore,
people in a high-indulgence culture are more likely to buy
wearable health care devices because of the nonpractical
functions of the products such as gamification [60] and
innovation [61] rather than practical functions. A larger
proportion of people in cultures with greater indulgence claim
that their personal health is very good [49]. When people are
more confident with their health conditions, they arelesslikely
than people in cultures of restraint to consider perceived
usefulness when deciding to purchase health products.
Therefore, the greater theindulgence, the lower the value placed
on perceived usefulness toward adoption intention of wearable
health care devices.

Although peopleinarestraint culture value perceived usefulness
more, and perceived ease of use determines the functional
realization of wearable health care devices [45], peoplein an
indulgence culture place more emphasis on perceived ease of
use. Thismay be because peoplein an indulgence culture prefer
pursuing the enjoyment of life[30] over spending timelearning
to use wearable health care devices. If adevice is not easy to
use, people in indulgence cultures are less likely to make the
purchases. Conversely, people in arestraint culture are taught
to be frugal and to limit their desires[30,37], and they believe
the pursuit of pleasureiswrong [59]. Therefore, if the perceived
usefulness of a device meets their requirements, they will buy
and use a device regardless of perceived ease of use, and we
hypothesized the following:

Hypothesis 5a (H5a) and hypothesis 5b (H5b): The greater the
indulgence, the lower the value placed on perceived usefulness
(H5a) and the higher the value placed on perceived ease of use
(H5b) toward adoption intention of wearable health care devices.

Methods

Method Selection

Meta-analysis is a quantitative technique that generates a
summary effect sizefor each relationship path [62]. Thismethod

IMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€30960 | p.31
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

has two functions. First, it helps scholars obtain a summary
view of the results [63]. Second, this method is useful for
hypothesistesting and moderator analysis[64]. This study used
meta-analysisto explore the summary view of the relationships
between perceived usefulness and perceived ease of use in
adoption intention of wearable health care devices and the
impact of the moderating effect of national culture on adoption
intention. Therefore, the meta-analysis method is appropriate
for this study.

Data Sources and Search Strategy

We conducted a literature search by using keywords such as
“wearable*,” “health*,” “fitness” “wellness,” “medical,”
“accept*,” “adopt*,” and “intention” to search for studiesinthe
Web of Science, EBSCO, Engineering Village, ChinaNational
Knowledge Infrastructure, IEEE Xplore, and Wiley Online
Library databases. We then manually searched the references
of the papers found for additional relevant titles to reduce the
influence of publication bias.

Sdlection Criteria

The study selection criteria were formulated considering the
recommendations of Cooper [62] and the aim of this research.
Studies included were empirical; reported sample size,
correlation coefficient, and country of origin of the surveyed
population; were related to adoption intention for wearable
health care devices; and surveyed ordinary usersand not nursing
staff. Studies that did not use TAM or UTAUT as the main
model, studies using continuance intention as the dependent
variable (because the purpose of this paper is to promote the
commercialization of devices rather than the maintenance of
users after adoption), multiple studies using the same data (one
of the studies would be retained in the paper), and review
literature were excluded.

This article treats performance expectation, which belongs to
UTAUT, as equivalent to the concept of perceived usefulness,
which belongs to TAM. This article treats effort expectation,
which belongs to UTAUT, as equivalent to the concept of
perceived ease of use, which belongs to TAM. On one hand,
other studies have regarded perceived usefulness and
performance expectation [65-69] and perceived ease of use and
effort expectation [69] as the same concept. On the other, the
same results of multiple operationsindicate that these operations
focus on the same components and can enhance our confidence
in the conclusions [62].

https://mhealth.jmir.org/2022/6/€30960
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Data Extraction

The extracted information included the first author’s name, year
of publication, sample size, correlation coefficient matrix, and
the location of the questionnaire collection. If the author did
not report the l ocation, we used the country (region) the authors
came from. We got Hofstede's cultural values by searching for
that country (region) on the website of Hofstede's cultural
dimensions[70]. Therequired datawere extracted independently
by two researchers.

Analysis Procedure

The meta-analysis consisted of 4 parts conducted using CMA
(version 2.0, Biostat Inc) software. Funnel plots, Egger
regression, and Rosenthal fail-safe N tests were used to
determine whether publication bias existed [71,72]. The
heterogeneity of various items was assessed using a Cochran
Q test. When P<.05, the heterogeneity test was passed. We a so

calculated the 12 statistic, an indicator of heterogeneity in
percentages [73].

Fixed-effects and random-effects models are the two main
methods for calculating effect size [74]. We used the results of
the heterogeneity test to select the appropriate model [73].
Because factors such as gender and age might affect the
rel ationships between perceived usefulness and perceived ease
of use in adoption intention [46], we used a random-effects
model to calculate the main effect size. Sensitivity analysiswas
conducted to determine whether the elimination of any data
item would influence the overall results. We conducted
meta-regression analyses to estimate the moderating effects of
national culture. For each regression, the correlation coefficient
wasthe dependent variable and the value of the national culture
dimension was the independent variable.

Results

Study Selection

A total of 156 papers were found in our search on September
4, 2021. After deduplication, 84 remained, with 8 additional
papers identified in the references. Next, 40 papers were
excluded based on thetitles and abstracts. After reading thefull
texts of the remaining 52 papers, we deleted 32 that did not
meet the selection criteria, with afinal total of 20 publications
reporting on 22 effect sizes. Two of the 20 papers contained 2
studies. Therefore, 22 studies were included. Figure 2 shows
the study flowchart with details.
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Figure 2. Preferred Reporting Items for Systematic Reviews and Meta-Analyses flowchart.
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Study Char acteristics Description

This meta-analysis included 20 publications
[5-10,12,13,21,25,26,45,75-82] with 6128 participants. The 20
publications were conducted in 7 countries (regions) and
published between 2015 and 2021. The sample sizeranged from
100 [5] to 877 [13]. A total of 22 studies analyzed the
relationship between perceived usefulness and adoption intention
[5-10,12,13,21,25,26,45,75-82], and 18 studies anayzed the
relationship between perceived ease of use and adoption
intention [5-8,10,12,13,21,25,26,45,75,77,78,80,81,82], and 2
of the studies were from the same publication [25]. The
characteristics of the included studies are presented in
Multimedia Appendix 1.
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* 13 studies did not provide comrelation
coefficient matrix

* 14 studies took confinuance infention as
the dependent vanable

* 1 studyused duplicate data

Meta-analysis

Publication Bias Test

Theresults of publication biastest are shownin Table 1, Figure
3, and Figure 4. According to the funnel plot, the studies on the
perceived usefulness—adoption intention and perceived ease of
use—adoption intention relationships were distributed on either
side of the center lines, which indicates that the studies about
theserelationships do not have publication bias. If the Rosenthal
fail-safe N is greater than 5M+10 (M isthe number of research
papers), publication bias does not exist. Table 1 shows that
neither relationship had publication bias. According to theresults
of the Egger regression intercept, neither relationship had
publication bias. Since no publication bias was found using 3
different tests, the main effect sizes of the meta-analysis are
considered valid.
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Table 1. Results of publication bias test.
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Relationship Rosenthal N Egger regression intercept

Intercept SE LL2 uLP P value
PUC.A 4967 7.489 3.784 -0.405 15.384 06
PEOUC-A| 5047 5.973 4.116 -2.754 14.699 17

3 L: lower limit.

bup: upper limit.

®PU: perceived usefulness.
NE adoption intention.
€PEOU: perceived ease of use.

Figure 3. Funnel plot of studies on the perceived usefulness—adoption intention relationship.
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Figure 4. Funnel plot of studies on the perceived ease of use—adoption intention relationship.
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Heterogeneity Tests effect. In addition, the random-effects model should be used
9 y when estimating the main effect size.

Table 2 shows that the effect sizes of these studies are
heterogeneous. Therefore, it is necessary to test the moderating
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Table 2. Heterogeneity test results.
Relationship Heterogeneity
Q df (Q) P value 12
PUZAIP 598.249 21 <.001 96.490
PEOUC-AI 495,531 17 <.001 96.569

3pU: perceived usefulness.
bAI: adoption intention.
®PEOU: perceived ease of use.

Estimation of Main Effect Size

The random-effects model was used to test the perceived
usefulness—adoption intention and perceived ease of
use—adoption intention relationships. Table 3 shows that the
perceived useful ness—adoption intention (r=0.612, P<.001) and
perceived ease of use—adoption intention (r=0.462, P<.001)
relationships were significant. The correlation coefficients are
both around 0.5, which means that the perceived
usefulness—adoption intention and perceived ease of

Table 3. Main effect size estimates.

use—adoption intention relationships have moderately positive
correlations[83]. In addition, the results of sensitivity analysis,
presented in Figures 5 and 6, showed that the 2 correlation
coefficients after any study removed fluctuates between 0.597
and 0.627 (perceived usefulness-adoption intention) and
between 0.441 and 0.499 (perceived ease of use-adoption
intention), indicating that the results of the meta-analysis have
high stability. Therefore, these results confirm hypotheses Hla
and H1b.

Hypothesis Relationship k Main effect size estimates Supported
Point estimate 95% ClI Z-value P value
L2 ulb
Hla pUC-Alf 22 0612 0.519 0.690 10.224 <.001 Yes
H1b PEOU®-AI 18 0462 0336 0571 6.544 <.001 Yes

& L: lower limit.

buL: upper limit.

®PU: perceived usefulness.
dal: adoption intention.
€PEOU: perceived ease of use.
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Figure5. Sensitivity analysis results regarding the effect size of the perceived usefulness—adoption intention relationship.
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Estimation of Moderating Effects of National Culture

The results are shown in Table 4. Individualism positively
moderates the perceived usefulness—adoption intention (3=.003,
P<.001) and the perceived ease of use-adoption intention
(B=.003, P<.001) relationships. These results confirm hypothesis
H2a and H2b. Masculinity positively moderates the perceived
useful ness—adoption intention (=.008, P<.001) and perceived
ease of use—adoption intention (B=.006, P<.001) relationships.
These results confirm hypotheses H3a and H3b. Uncertainty

Zhang et a

usefulness—adoption intention (3=—005, P<.001) and perceived
ease of use—adoption intention (3=—004, P<.001) relationships.
These results confirm hypotheses H4a and H4b. Indulgence
positively moderates the perceived usefulness—adoption intention
(B=.005, P<.001) and perceived ease of use—adoption intention
(B=.009, P<.001) relationships. These results confirm hypothesis
H5b but not hypothesis H5a.

The results are summarized in Figure 7. The confirmed
hypotheses are represented by a solid line, and the unproven

avoidance  negatively =~ moderates  the  perceived  hypotheses are represented by a dashed line.
Table 4. Results of moderating effects of national culture.
Hypothesis  Relationship Point estimate SE Lower limit  Upper limit Z-vaue Pvalue  Supported
Individualism/collectivism
H3a PURAIP 0.003 0.001 0.002 0.005 4.331 <.001 Yes
H2b PEOUC-AI 0.003 0.001 0.002 0.005 4.095 <.001 Yes
Masculinity/femininity
H3a PU-AI 0.008 0.001 0.006 0.01 7.171 <.001 Yes
H3c PEOU-AI 0.006 0.001 0.004 0.008 5.588 <.001 Yes
Uncertainty avoidance
H4a PU-AI -0.005 0.001 —0.006 -0.004 -9.075 <.001 Yes
H4b PEOU-AI -0.004 0.001 -0.005 -0.003 -7.721 <.001 Yes
Indulgence/restraint
H5a PU-AI 0.005 0.001 0.003 0.007 5.124 <.001 No
H5b PEOU-AI 0.009 0.001 0.007 0.011 7.960 <.001 Yes
3Py perceived usefulness.
PA: adoption intention.
YPEOU: perceived ease of use.
Figure 7. Meta-analysisresults. H: hypothesis.
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Discussion

Findings on Main Effects

Theresults of this study showed that perceived usefulness (H1a)
and perceived ease of use (H1b) positively affect adoption
intention. Theseresults are consistent with most of theliterature
on adoption intention in wearable health care devices [9,21].
The results are also consistent with the meta-analysis resultsin
many other research contexts, such as mobile health service
adoption [14] and mobile payment adoption [84]. Therefore,
the relationships between perceived usefulness and perceived
ease of use with adoption intention have once again proved to
be robust. Moreover, the results for H1b can help clarify the
debate on the relevance direction. This result does not support
the uncorrelated result of the relationship between perceived
ease of use and adoption intention [63]; thus, the relationship
between these two variables should not be ignored in actual
work.

Findings on Moder ating Effects of National Culture

Gender, age, voluntariness of use, and experience areimportant
moderating variables in UTAUT [46], and gender and age are
important in TAM3 [85]. The results of the moderating effects
in this paper show that national culture also needsto be afocus
in the research context of technology adoption, especially in
the context of adoption intention in wearable health care devices.
The specific conclusions are as follows:

The results on the moderating effect of
individualism/collectivism found that individualism positively
moderated the relationship between perceived usefulness and
adoption intention (H2a) and the rel ationship between perceived
ease of use and adoption intention (H2b). The test results of
H2aand H2b are consistent with the results of Hung and Chou
[31] and Zhang et a [86]. H2a states that people in
individualistic cultures value personal health more [30], and
thusthe higher the degree of individualism, the higher the value
placed on perceived usefulness toward adoption intention of
wearable health care devices (H2a). However, this assumption
ignoresthe fact that an important advantage of wearable health
care devices is the implementation of health monitoring and
reduction of health risks and costs [2]. People in a collectivist
culture are willing to invest less income to maintain health
compared to peoplein anindividualistic culture [87]. From this
point of view, people in a collectivist culture need devices to
protect their health and reduce medical costs. The test result of
H2a showed that the importance of mentioned facts in H2a is
greater than that of ignored facts. Therefore, H2aisreasonable.

The results on the moderating effect of masculinity/femininity
showed that masculinity/femininity positively moderates the
influence of perceived usefulness (H3a) and perceived ease of
use (H3b) on adoption intention. The test result of H3a is
consistent with the findings of Hung and Chou [31], and both
results are consistent with the findings of Zhang et a [86]. In
our study, people in highly masculine cultures regard health
achievements as an aspect of competition. Thismight be because
healthisasymbol of strength, whichisconsistent with the most
essential masculine temperament [30]. The test result of H3b
is contrary to the findings of Hung and Chou [31]. This result

https://mhealth.jmir.org/2022/6/€30960
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is possible as the perceived ease of use of technologies
determinesthe user experience, and peoplein afeminine culture
value the quality of life more [30]; therefore, people in this
culture might value perceived ease of use more. However, when
theimpact of perceived usefulness on adoption intentionislarge
enough, users who value perceived usefulness will also value
perceived ease of use because the perceived ease of use of
wearable health care devices could help realize the function of
the devices [51,52]. Therefore, the test results of H3b are
reasonable.

The results on the moderating effect of uncertainty avoidance
showed that uncertainty avoidance negatively moderates the
relationship between perceived usefulness (H4a) and perceived
ease of use (H4b) with adoption intention. These results are
consistent with those of Hung and Chou [31]. The test results
for H4a are consistent with the findings of Yoon [88] and Lin
[33]; neither study tested H4b. These results show that people
inaculture of high uncertainty avoidance areindeed morelikely
to adopt technol ogies on impul se and then ignore the perceived
usefulness and perceived ease of use of technologies. The
negative moderating effect of uncertainty avoidance is easier
to understand in this study since health is indeed an important
thing for people in a high uncertainty avoidance culture [30]
and might lead to irrational buying behaviors.

The results on the moderating effect of indulgence/restraint
showed that indulgence strengthens the relationship between
perceived ease of use and adoption intention (H5b); however,
it does not weaken but strengthens the relationship between
perceived usefulness and adoption intention (H5a). H5a states
that people in indulgence cultures are less likely to value the
perceived usefulness of wearable health care devices because
people in such cultures are more likely to consider themselves
healthy [30]. However, this reasoning process ignores the fact
that people in an indulgence culture consume more junk food
and are more obese [30]. In this regard, people in this culture
need more wearable health care devicesto monitor their health
and encourage them to exercise. Thus, indulgence hasa positive
moderating effect. The test result of H5a showed that peoplein
indulgence cultures rely more on the reality of their health
condition when making decisions on adoption intention of
wearable health care devices.

Limitations

Our study has several limitations. First, this study focused only
on the moderating effect of national culture on the relationship
between the variablesin TAM and adoption intention. However,
the existing literature showsthat trust [9-11], perceived privacy
risk [1,12], customer innovation [9,13], and other variables
affect people's acceptance of wearable health care devices.
Subsequent research should further explore the impact of
national culture on the relationship between these variablesand
adoption intention. Second, this study does not discuss the
moderating effect of national culturein different subgroupssuch
as gender and age, classic moderating variables in TAM and
UTAUT [46,85], because we were unable to obtain more
detailed national cultural values of different genders and ages
fromthe official website of Hofstede's cultural dimensions[70].
However, these studies were necessary. For example,
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individualism isrelated to theincomelevels of individuals[30].
Therefore, the individualism scores of people of different ages
in different countries might change when the world’s economic
structure changes. Thus, it is necessary to conduct subgroup
analysis of different ages.

Implications for Practice

The results of this study could have implications for global
wearable hedth care device providers and national health
agencies. These results could help wearable health care device
providersincrease the adoption of the devicesworldwidein two
ways:. guiding providers to develop more attractive and
innovative devices by considering cultural factors and steering
people toward wearabl e health care devices at the product sales
stage. National health agencies can use these resultsto persuade
people to use the devices for health management, conduct
preventive treatment, and decrease medical expensesinthelong
term.

The application of these conclusions needs to target different
national cultures. For example, for people in high masculinity
cultures, such as Slovakia, Japan, and Hungary, health care
device providers and national health agencies should pay more

Zhang et a

attention to perceived usefulness in the process of promoting
the commercialization of wearable health devices.

When applying these conclusions, we should pay attention to
not only the conclusions about the moderating effect of national
culture but also the reasons for these conclusions. This can
improve the efficiency of the persuasion process. For example,
health care device providersand national health agencies should
promote user adoption intention by emphasizing the perceived
usefulness of the devicesfor potential usersin ahigh masculinity
culture and remind these potential users that they can compare
their sport achievements with their peers for motivation using
the devices.

Conclusions

This meta-analysis provided comprehensive evidence for the
positive relationships between perceived usefulness and
perceived ease of use with adoption intention and the moderating
effect of national culture on these relationships. Regarding the
moderating effect, perceived usefulness and perceived ease of
use have a greater impact on adoption intention for people in
individualistic, masculine, low uncertainty avoidance and
indulgence cultures, respectively.
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Abstract

Background: Artificial intelligence (Al) hasrevolutionized health care delivery in recent years. Thereisan increasein research
for advanced Al techniques, such as deep learning, to build predictive models for the early detection of diseases. Such predictive
models leverage mobile health (mHealth) data from wearable sensors and smartphones to discover novel ways for detecting and
managing chronic diseases and mental health conditions.

Objective: Currently, littleis known about the use of Al-powered mHealth (AIM) settings. Therefore, this scoping review aims
to map current research on the emerging use of AIM for managing diseases and promoting health. Our objectiveisto synthesize
research in AIM models that have increasingly been used for health care delivery in the last 2 years.

Methods: Using Arksey and O'Malley’s 5-point framework for conducting scoping reviews, we reviewed AIM literature from
the past 2 years in the fields of biomedical technology, Al, and information systems. We searched 3 databases, PubsOnline at
INFORMS e-journal archive at MISQuarterly, and Association for Computing Machinery (ACM) Digital Library using keywords
such as “mobile healthcare,” “wearable medical sensors,” “smartphones’, and “Al.” We included AIM articles and excluded
technical articlesfocused only on Al models. We also used the PRISMA (Preferred Reporting Items for Systematic Reviews and
Meta-Analyses) technique for identifying articles that represent a comprehensive view of current research in the AIM domain.

Results: We screened 108 articles focusing on developing AIM models for ensuring better health care delivery, detecting
diseases early, and diagnosing chronic health conditions, and 37 articles were eligible for inclusion, with 31 of the 37 articles
being published last year (76%). Of the included articles, 9 studied Al models to detect serious mental health issues, such as
depression and suicidal tendencies, and chronic health conditions, such as sleep apnea and diabetes. Several articles discussed
the application of AIM models for remote patient monitoring and disease management. The considered primary health concerns
belonged to 3 categories: mental health, physical health, and health promotion and wellness. Moreover, 14 of the 37 articles used
AIM applications to research physical health, representing 38% of the total studies. Finally, 28 out of the 37 (76%) studies used
proprietary data sets rather than public data sets. We found a lack of research in addressing chronic mental health issues and a
lack of publicly available data sets for AIM research.

Conclusions: The application of AIM models for disease detection and management is a growing research domain. These
models provide accurate predictions for enabling preventive care on a broader scale in the health care domain. Given the
ever-increasing need for remote disease management during the pandemic, recent Al techniques, such as federated learning and
explainable Al, can act as a catalyst for increasing the adoption of AIM and enabling secure data sharing across the health care
industry.

(JMIR Mhealth Uhealth 2022;10(6):€35053) doi:10.2196/35053
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Introduction

Initially, information technology systems were mainly used to
record patient data[1], but the rapid devel opment in technol ogy
over theyears has paved theway for dataanalyticsand machine
learning (ML) to be applied in the health care domain [2].
Advanced artificial intelligence (Al) techniques combined with
therapid integration of medical internet of things (10T) devices
[3] hasled to an increase in research on digital health care and
preventive medicine [4]. Such research focuses on mobile health
(mHealth) technol ogiesthat are used to monitor seriousailments,
like asthma, diabetes, and sleep apnea, and to ensure patient
well-being and safety [5]. mHealth is a critical sector of the
health care information technology industry that has grown
rapidly in recent years [6]. This growth has been fueled by the
rise in wearable technologies [7], mobile sensors [8], and the
exponential increase in the number of 10T devices in general
[9]. Such devicesareincreasingly used in hospital s and medical
ingtitutions [10] for constant patient monitoring [11] and
intensive care unit capacity monitoring. Coinciding with the
increaseintheuse of 10T devices, the wearing of health devices
outside hospital premises for remote in-home care has aso
increased [12]. This has led to both a greater level of research
[13] and higher investment in mHealth [14]. Researchers have
stressed mHealth’simportance in challenging times such asthe
current pandemic to enable the provision of remote health care
facilities [15]. Recent research indicates that there has been a
significant increase in mHealth usage since COVID-19 [16].
Al has helped scholarsto research new avenues of clinical care
that are focused on ensuring the maintenance of social distancing
and better hygiene and have developed remote mHealth
capabilities that can enable patient care during and after
COVID-19[17,18].

With the increase in mHealth research, there have been
significant improvements in the level of Al available to
researchers as well. These improvements offer more accurate
insights and results than does traditiona ML while
simultaneously preserving patient privacy and ensuring a high
data security standard. Deep learning (DL) and federated
learning (FL) [19,20] are some examples of these newer
techniques that ensure data security and privacy. Consequently,
researchers have used Al techniques to study novel scenarios
and tasks within the health care IT domain, from using it to
classify and predict disease occurrence [21], to detecting the
presence of chronic illnesses [22], and even assisting doctors
in making decisions about preventive health care programs[23].
Al has been successfully integrated with the health care sector,
and many systematic literature surveys outline its importance
to this domain [24-26].

Recently, research related to Al techniquesin the mHealth sector
has increased considerably [27]. This can be attributed to the
rapid evolution and acceptance of teleheath during the
COVID-19 pandemic [28]. As a result of several changes in
telehealth policies (telehealth integration into hospital portals,
expanding insurance coverage for telehealth services, and

https://mhealth.jmir.org/2022/6/e35053

increasing patient choices for telehealth services) [29,30],
telehealth has emerged as a viable alternative to providing care
to noncritical patients[31], thus enabling hospitals and medical
institutions to direct their resources to serving critical patients.
The adoption of mHealth devices has also increased during this
period [16], providing both localized and personalized patient
information [32] and resulting in the generation of a large
amount of data which is particularly well-suited to train Al
models. ML agorithms running locally on smart and wearable
devices have led to novel insights. For instance, researchersuse
Al to study neurogenerative disorders like Parkinson [33] and
Alzheimer [34] disease, which exhibit latent temporal symptoms
that are difficult to characterize without mHesalth sensors. This
symbiosis of Al and mHealth technologies is crucia for the
development of remote health careinfrastructure that can better
inform physicians and benefit millions of patients.

Using mHealth sensors, researchers have documented disease
progression [35], depicting how an illness spreads or manifests
over time in a patient. These insights can be significant in the
early diagnosis and treatment of chronic diseases and
management of symptoms hitherto undetectable by traditional
patient monitoring within hospitals and assisted living facilities.
This confluence of Al and mHealth has given rise to a new
domain of research that studies the combination of these 2
research streams. It is known as Al-powered mHealth (AIM)
[36]. Using Al techniques in the application of mHealth
scenarios can have numerous benefits, such as the automatic
detection of chronic disease occurrence[21], real-time prediction
and intervention for suicide prevention [37], facilitating
emergency response [38], enabling patient rehabilitation [39],
providing noninvasive care [40,41], and preventing medical
errors. Preventable medical error isasignificant cause of death
in the USA. Clinica decision-making technology can
significantly reduce it by using rea-time data from wearable
health sensors [42,43].

AIM devices can power ubiquitous health care solutions through
remote patient monitoring [44], which isessential for providing
health services in remote and medically underserved aress,
where patients are not connected with modern health care
systems. AIM can a so enable at-risk minority populationswho
do not have accessto health care facilitiesreceive quality health
care with ease [45,46]. With the development of newer Al
techniques, such as DL, reinforcement learning, and few-shot
learning, the domain of AIM will only grow in the future
[47,48]. Furthermore, mHealth has implications for remote
patient-monitoring and telehealth research and practice, which
is becoming a reality much faster than the medical industry
expected because of the COVID-19 pandemic [49].

Prior research focusing on the application of Al in the health
caredomain noted that certain implementation factors exist that
prevent large scale automation of the health care sector [50].
However, with the advancement in Al techniques and the advent
of DL, there has been a significant rise in both AIM research
and practice. Previous surveys of mHealth have focused on only
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niche conditions, such as musculoskeletal medicine [51], or
have attempted to study perceptions of Al in the mHealth
domain and health care settings in general [52,53].

Over the last couple of years, there have been significant
advances in both the usage of Al and mHealth. In this regard,
several recent studies share an overlapping context (Al +
mHealth) [54-57] in seeking to explain and implement the
clinical use of Al in mHealth settings. A current review of such
research is lacking, which presents a gap in the Al mHealth
literature. Therefore, it is necessary to survey the current state
of theart in AIM research (eg, current work, current solutions,
and future opportunities) both in the mHealth industry and the
field of Al. A scoping review of this research is much needed,
asit addressesthe gapin literature rel ated to an in-depth analysis
of Al capabilities currently being used in the mHealth settings.
Our aimin this paper isto further expand the research scope of
this critical health care domain and explore the opportunities
for future development. To the best of our knowledge, thisis
the first attempt to survey research on AIM analytics. Our
objective is also to map current research on the growing use of
AIM for remote patient-monitoring and examine how
researchers use patient data for building Al models for disease
management.

Methods

Scoping reviews are used to examine the extent, range, and
nature of research activity in aparticular domain. In this context,
we used Arksey and O’'Malley’s [58] 5-step scoping review
framework to guide our search strategy for reviewing current
peer-reviewed AIM research.

Step 1: Identifying Research Questions
We started by identifying our research questions (RQs) and
aimed to survey the literature on the current use of AIM to
identify and manage different health conditions. We also
investigated the use of data collected from wearable sensors
and mobile devices for building AIM models.

Step 2: Identifying Relevant Studies

After specifying our RQs, we identified relevant studies to be
screened in this review. This involved searching electronic
databasesincluding PubsOnline at INFORMSand the e-journal
archive at MIS Quarterly for information systems (1S) articles.
We used the Association for Computing Machinery (ACM)
Digital Library, which catalogs research from top conferences
and journals in the Al domain, for Al articles. We also used a
search query in Google Scholar with a 2-year filter (since 2019)
for including recent articles on specific advancements in the
field of AIM related to the use of FL and explainable Al (XAl).
The state of the art in Al until 2019 had been covered by
previous researchersin surveys and reviews on Al in the health
care sector [50,51,53]; therefore, we decided to focus on articles
from 2019 and beyond. Moreover, since DL has only been
growing in the health care domain during the last couple of
years and newer AIM techniques such as FL have recently
emerged as privacy-preserving mechanisms, we decided to limit
the search to articles published from 2019 to the present.
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The articles screened for this review were published in the 3
major domains of biomedical technology, Al, and IS. In this
regard, the journals and articles searched were from top venues
in these domains. We searched the Journal of Biomedical
Informatics, Journal of Medical Internet Research, and Nature
Medicinefor biomedical technology articles. For Al, wefocused
our efforts on recent top conferences including the Conference
on Neural Information Processing Systems (NeurlPS) and the
Association for the Advancement of Artificial Intelligence
(AAAL). Within these conferences, welooked at ML for health,
ML for mobile health, ML for public health, and web search
and data mining. As for IS, we searched articles in the top
journalsof Management Information Systems Quarterly (MISQ),
Information Systems Research (ISR), and ACM’s Transactions
journals. These studies are related to the use of health care
technology combined with a behavioral component that seeks
to explain how Al can define patient well-being. We used the
keywords “mobile health,” “mHealth,” “mobile healthcare,’
“mobile sensors” “wearable sensors” “medical sensors,”
“smartphone data,” “ML,” and “Al”

Step 3: Study Selection

After selecting relevant articles, we defined our study selection
metrics based on theinclusion and exclusion criteriaas specified
in Table S1 in Multimedia Appendix 1. We eliminated several
articles identified through our keyword searches that did not
meet the criteria. During the last 2 years, there has been a
significant increaseinresearchin AIM [59]. In the same period,
researchers have devel oped and used newer Al techniques, such
as FL and XAl, to build predictive privacy-preserving models
[20] for disease management. Therefore, we decided to limit
the search for AIM articlesto thelast 2 years. Additionally, we
considered articles where both Al and mHealth concepts were
specifically used in the study design or the primary research
motivation for the paper. Finaly, each author independently
read article summaries and abstractsto determinetheir eligibility
for this scoping review based on the inclusion and exclusion
criteriaas specified in Table S1 in Multimedia Appendix 1.

Step 4: Charting the Data

After selection of the studies for this scoping review, we
segregated articles according to research streams (biomedical
technology, Al, 1S), type of data used (public vs proprietary),
and health conditions (physical health, mental health, and
genera health promotion and wellness). Articles related to
physica health examined the use of AIM for disease
management of chronic health issues, such as asthma and
diabetes, and neurological illnesses, such as Alzheimer and
Parkinson disease. These severe health conditions are difficult
to manage without active support from physicians, and thus,
the application of mHealth sensors can be used to track patients
with these conditions. Studies focused on general health
promotion and wellness were related to nonchronic conditions
that do not require constant medical supervision, such asleading
an active lifestyle and engaging in regular exercise. mHealth
sensors can notify and remind people to engage in physical
activity to have an overal better level of physical health. Articles
related to mental health focused on using AIM to facilitate the
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detection of mental health issues among the population by
collecting data from personal devices.

Since public data has massive potential for enabling broader
collaboration in health care technology usage and AIM adoption
across organizational, national, and international boundaries,
we also divided articles based on the data set they used. Studies
using publicly available data sets are more effectivein bringing
out the potential impact of AIM and inspiring confidence among
the public and medical ingtitutions in the efficacy of AIM
models.

Step 5: Collating, Summarizing, and Reporting the
Results

Finaly, in the results section, we collate, summarize, and report
the findings from this review. We discuss their implications for
future AIM research in the discussion section and present results
of the PRISMA (Preferred Reporting Items for Systematic
Reviewsand M eta-Analyses) technique we used to identify and
select articles for this review. We aso discuss the selected 37
articles using AIM capabilities for disease management and
monitoring physical and mental health conditions. Furthermore,
some of the articlesfocused on using AIM modelsfor enhancing
general health promotion and wellness of people.

Results

Step 1. Identifying RQs
After careful consideration and discussions, we decided to define
the scope of our review paper based on the shared capabilities
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of Al and mHealth. Through deliberations, we decided to focus
on the emerging uses of Al inthe current state-of-the-art mobile
health care domain. In this regard, we identified the following
3 RQs of value for both researchers and practitioners in this
scoping review: (1) What are the major health conditions being
researched in the Al-powered mHealth (AIM) domain? (2) How
do AIM techniques use the data coll ected from wearabl e sensors
and mHealth devices? (3) What are the requirements for
facilitating the rapid adoption of AIM models in hospitals and
medical institutions in the health care sector?

Step 2: Identifying Relevant Studies

We initially started with 108 articles related to each of the 3
domains in this study: biomedical technology, Al, and IS. We
identified 108 relevant studies in total: 101 from our selected
databases (PubsOnline, n=34; e-journal archiveat MISQ, n=27;
and ACM Digital Library, n=40) and 7 articlesthrough reference
checking in search engines.

Step 3: Study Selection

Using the PRISMA technique depicted in Figure 1, 37 articles
matched the study selection criteria for this scoping review.
When selecting the articles, we proceeded to remove duplicate
articles (n=8) that had both a journal and conference version
(journal version included in review) and screened the title and
abstract of the selected articles (n=27) to ensure sufficient Al-
and mHealth-based content was present in the work. Upon final
selection, we independently screened the full text of the
remaining articles (n=3).
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Figurel. PRISMA (Preferred Reporting Itemsfor Systematic Reviews and Meta-Anal yses) flow diagram. ACM: Association for Computing Machinery;
Al: artificia intelligence; 1S: information systems; M1SQ: Management Information Systems Quarterly; ML: machine learning.
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Step 4: Charting the Data

The majority of the articles identified used mixed method
research with participant-based studies that focused on using
mHealth devices to collect data from people experiencing a
certain health condition (asthma, diabetes, suicidal tendencies,
depression, etc) and then using the data collected to train Al
model sto automatically detect such conditions; otherwise, they
were analytical studies that applied Al models to publicly
available data sets. The final set of 37 articles included in this
review are presented in Table S2 in Multimedia Appendix 1.

Of the 37 articles, 31 were published in 2020 (84%), and 23 out
of the 37 (62%) articles were from Al databases which
represented the largest domain included in our review. Of the
23 articles within the Al domain, 17 (74%) mainly focused on
physical health and chronic health conditions. Both these
conditions were researched in most of the articles included in
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the review. Physical health articles primarily focused on using
AIM models for human activity recognition and analyzing
peopl€e'sactivitiesof daily living. The dataused in these studies
were collected using multiple mHealth devices, such as object
and motion detection sensors. However, accessing large
repositories of such dataisdifficult because data sharing among
medical institutions, hospitals, and clinical studies is often
restricted [20]. Thisgivesriseto alack of availability of quality
data setsfor building AIM models, which was also observed in
our review, as 28 out of the total 37 (76%) articles used
proprietary data sets rather than public ones. Finally, mental
health studies used a combination of qualitative techniques,
such as surveys and smartphone sensors, to augment their data
collection. These datawere used for building predictive models
that detect depression and suicidal tendenciesin people. Figure
2 below presents the different metrics of the selected articlesin
our scoping review.
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Figure 2. Statistics of different Al-powered mobile health domains (N=37). Al: artificia intelligence; IS information systems.
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Step 5: Collating, Summarizing, and Reporting the
Results

The results from our scoping review help to answer our RQ1
about the major health conditions being researched in the AIM
domain and our RQ2 about how AIM data collected from
wearabl e sensors and mHealth devices are used by researchers.
Interms of RQ1, 3 major categories are being researched in the
AIM domain: mental health, physical health, and chronic health
conditions. For RQ2, most of the studies use data collected from
AIM devices to build and train advanced Al models that seek
to detect, predict, and manage health conditionsin general.

As we discussed the results of our scoping review of articles
on AIM, we observed theresearch in thisdomain is concentrated
in 3 distinct categories of physical health, mental health, and
chronic health conditions, as presented in Figure 3.

Most of the studies in the scoping review focused on chronic
health conditions, such as cardiovascular conditions related to
heart disease, stroke, arrhythmia, and atrial fibrillation;
respiratory conditions, such as sleep apnea, asthma, and
COVI1D-19 monitoring; and other conditions chronic conditions,
such asdiabetes, arthritis, and Parkinson disease. These studies
explain how AIM models are used to enable greater
self-management of chronic diseases by providing real-time
health insights to patients and doctors [56,60]. AIM models
focused on chronic health conditions are developed using

https://mhealth.jmir.org/2022/6/e35053

heterogeneous data, including text, audio, and rhythmic body
movements, collected from wearable and mobile sensors,
[54,55,57,61]. Researchers note that the physiological features
of people, such astheir height, weight, and metabolism, can be
used as datapointsto train personalized AIM models[62]. These
models can then predict the types of chronic health conditions
aperson may be susceptibleto (currently and in thefuture) [63].
For instance, researchers used AIM models to predict the
likelihood of an imminent episode of Parkinson that may result
in a patient falling [64]. Moreover, other researchers have
demonstrated the effectiveness of AIM models in enhancing
the development of preventive and precision medicine and
detecting early signs of the onset of chronic conditions, such as
in imminent asthma attacks [65,66].

After chronic conditions, the next major category of studies
focused on mental health conditions for which research has
recently increased [67]. Included were articles that sought to
understand the nature, causes, and consequences of mental
disorders. Studies in this category focused on using mobile
sensors to predict people’'s moods and behaviors while also
determining the causes responsible for such a shift in them
[68,69]. Research aimed at understanding the causes and
consequences of mental disorders is fundamenta in clinical
psychiatry [70] and can be used to provide interventions to
people who exhibit antisocial behavior [71]. Studiesrelating to
the consequences of mental health disorders play acrucia role
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in identifying at-risk populations who might be suffering from
suicidal tendencies. In some of our selected articles, researchers
inferred suicidal tendencies from smartphone usage [72,73].
Smartphone usage can a so help the understanding of the causes
of mental health disorders. The mood of a person isindicative
of the emotional statethey arein. Thereis growing evidenceto
suggest people’s moods (happy, sad, etc) and their inner
emotional states (anxiety, depression, panic, etc) areinterlinked
[74,75]. Several studies have successfully pursued thislink to
identify people vulnerable to suffering from mental disorders
[76,77]. For instance, some authors [76] used an AIM model
to find emotionally distressed peoplein online social networks.
The model analyzes the text of users' posts to detect the usage
of negativewords or phrases (eg, “I amall alone,” “I don’'t want
to live anymore”) that indicate if a person is feeling suicidal.
Similarly, other authors [77] also used data from wearable
sensors to build AIM models that detect whether people are
under emotional stress and determine the underlying causesfor
mental disorders.

Thefinal category of studiesfocused on the use of AIM devices
to monitor people' sphysical health. The articles studied different
mental, social, and physical activitiesthat people engagein and
collected datausing AIM devices. These datawere used to build

Figure 3. Studiesin the AIM Domain. mHealth: mobile health.
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AIM modelsthat detect when peoplewere not engaging in their
regular activities, such as exercising and walking. Once a lack
of socia or physical activity is detected, the AIM model sends
out personalized suggestions encouraging people to lead an
active lifestyle [78,79]. Such AIM models can also detect
prolonged periods of human inactivity, which is of particular
importance when monitoring the health of older adults. Studies
show data related to heart rate and self-reported fatigue levels
can be used to share automatic suggestions that remind people
to engage in healthy exercise [80-83]. In addition, AIM devices
can be used for monitoring the movements of older adults
through the use of mobile sensors, such as wearable and object
detection sensors [84-87]. Data collected through AIM devices
can aso identify human activity and encourage safe physical
health practices [59,88]. For instance, during the current
pandemic, researchers have used AIM devicesto build models
that identify and detect dangerous COVID-19 behavior, such
as face touching [89,90]. Further, the use of AIM devices can
help to ensure privacy and protect peopl€e's private health data
[91] by using Al techniques, such as FL, that can prevent data
from being transferred outside AIM devices. These kinds of
varied applications showcase the versatility of the AIM domain
for ensuring the physical health of people.
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_ _ conditions
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Discussion

The findings from our scoping review showcase the benefits of
using AIM in applications ranging from clinical care [92] to
improvements in the overall adoption and access of telehealth
services[29,30]. A key finding to discussfrom our work ishow
the recent confluence of Al and mobile wearable technology
has resulted in the increase in mHealth usage [16]. Another
important insight to consider is how mHealth and telehealth
have emerged as reliable avenues to provide noncritical careto
patients [31], which is vital during the current pandemic. This
is aso evident in many of the papers included in this review
[78,81,83].

This review surveys the recent developments in the AIM
domain, and based on our findings, we present some practical
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recommendations for future research. First, by using the recent
advancesin Al techniques of FL and XAl, AIM could facilitate
an even broader expansion and provision of mHealth services
which is also evidenced by its significant use during the
pandemic[16]. Second, theincreased adoption of such services
can be helpful in building a consensus about the rules governing
the usage of wearable technologies in medical institutions.
Currently, hospitals use proprietary mHealth devices that do
not allow data sharing eveniif itisfor critical research purposes
[20]. With the increase in adoption, different health care
institutions can come together and create a shared set of rules
that can enable Al-based models to study the data from across
all participating institutions, thus resulting in the generation of
more robust and accurate medical insights. Third, given the
importance of health care access for all sections of society,
governments and private institutions should promote the use of
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mHealth in their digital heath efforts and public safety
campaigns.

Given the growing importance of remote health and tel ehealth
facilities during the COVID-19 pandemic, we conclude that it
is important to facilitate greater adoption of remote health
monitoring devices, protect patient privacy, and increase
peopl€e strust in smart wearable health devices. Thisis because
our findings show that mHealth indeed plays a significant role
in shaping the future of how citizens access health carefacilities
in testing times such as a pandemic. In this regard, some recent
Al techniques that can accel erate its adoption and enable faster
implementation across hospitals, medical ingtitutions, and users
at large are discussed. The discussion of these techniques also
answers RQ3 about the requirements for facilitating the rapid
adoption of AIM models in hospitals and medical institutions
in the health care sector and how recent Al techniques can be
implemented to strengthen research in the AIM domain.

To protect patients’ privacy, ML techniques such as DL, FL,
and transfer |earning can effectively drive the smart health care
revolution. These techniques use privacy-preserving feature
engineering to translate vast amounts of biomedical data into
actionable and potentially life-saving human health outcomes
[93]. From the analysis of the papers included in this survey,
we observe that a critical outcome of applying DL in the
mHealth analytics domain is that it results in the development
of powerful agorithms. These agorithms provide excellent
capabilities to predict and detect diseases early, thus enabling
efforts to provide preventive medicine and care to vulnerable
people [94]. Since users' data exist in isolated silos or islands
across different hospitals and medical institutions, it becomes
increasingly difficult for researchers working in this domain to
access these data. Moreover, generalizing the performance of
an ML model for alarge population becomes difficult in the
absence of personalized data about individuals [95]. Recent
advancesin FL and transfer learning show that it isa promising
solution in such scenarios. It ensures data privacy, as user data
never leave an ingtitution [96]. In addition, model insights
learned from one set of data can be transferred to make
predictions for another set of data. When FL models are used,
dataremain static and situated at the source, thereby protecting
privacy. The only information exchange under such models
involves purely numerical representations of stochastic gradient
descent. These numerical datacannot be used to reverse engineer
and determine the source of data. The use of such techniques
can help dismantle privacy barriers that are associated with
health care data access. It can enable greater collaboration
between the medical, research, and practitioner communities
while ensuring faster development and integration of AIM in
the health care sector. To this effect, the 3 identified research
streams can act as guiding principles for providing holistic
health care services that cover the mind, body, and spirit of
people. It can aso ensure that people receive the best possible
carein the shortest time and with maximum efficacy.

The DARPA (Defense Advanced Research Projects Agency)
XAl program strivesto support the development of Al systems
whose models can be interpreted, understood, and trusted by
end users [97]. XAl is necessary for the future of AIM
integration, as it can help increase the acceptability and
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understanding of ML techniques and models in the health care
domain. With increased knowledge of Al models, we can expect
an increase in the adoption rate of AIM in the health care
industry, as is evidenced by various studies relating to the
technology acceptance model [98]. According to thismodel, as
the ease of use of technology increases, so does the intention
and behavior of peopleto engagein and use the said technol ogy.
In this case, as Al models become increasingly easy to use and
deploy, their widespread adoption will significantly increase
hospitals’ efficacy. It will also result in better providing remote
health services that depend on crucial data from patients
wearable sensor devices. Adadi et al [99] conducted in-depth
survey on XAl and noteits diverseimplications for the medical
fieldin the future. They emphasize how thelack of transparency
in ML modelsisone of the primary reasonsfor the nonadoption
of Al in the health care industry. Peeking inside the black-box
nature of Al is thus an effective way to overcome the
impediments that limited knowledge and understanding place
on the use of AIM. Gordon et a [100] have shown how XAl
techniques can be used in surgical and operative settings in
hospitals and in processing medical data for real-time clinical
decision support. These models can help surgical teams to
analyze, anticipate, understand, and prevent adverse
intraoperative events. In another study, Payrovnaziri et a [101]
surveyed how XAl specifically can be used to model real-world
electronic health record data. They identify severa gapsin the
literature and conclude XAl has not been adequately pursued
and practiced in medicine. They acknowledge there are several
opportunities available where the adoption and application of
XAl can significantly enhance mHealth. These have important
implicationsfor both research and practice. The recency of these
surveys underscores the importance of AIM in the health care
sector and provides a guideline for future research into this
critical domain.

As with most scoping reviews, there are some limitations in
thiswork. First, we only considered research from the 3 domains
of biomedical technology, IS, and Al. Second, we did not
consider the social aspect of AIM technology in this paper, but
it is an emerging aspect of health care research. We will work
to address these limitations in our future work. Third, we
considered only alimited number of databasesfor selecting the
articles and had to restrict the search so that we could focus on
articlesthat addressthe latest transdisciplinary research context
of Al, biomedical technology, and IS. Such work included
papers that were published in niche ML and Al conference
proceedings and listed within aparticul ar database, for instance
the ACM Digital Library. However, the databases we selected
are comprehensive avenues for state-of-the-art research in the
AIM domain and include the latest peer-reviewed research
literature in the 3 streams.

Our findings from this scoping review indicate that there has
recently been considerable increase in the research, practice,
and adoption of mHealth and Al capabilities in the health care
sector, which hasresulted in significant advancesin both critical
and noncritical clinical care. However, certain areas still exist
wherethereisalack of Al research, such asin addressing mental
health issues. A particular reason for this lack of research can
be attributed to the nonavailability of public data sets hindering

IMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [e35053 | p.51
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH Bhatt et al

thewidespread adoption of the AIM domain. A solutionfor this and hospitals aike. Furthermore, new and advanced Al
problem is to ensure collaboration and data sharing among techniques, such as FL and XAl, are rapidly being developed
different medical institutions. Such collaborative efforts will by researchers, and their subsequent adoption in real-world
ensure the better utilization of Al tools by doctors, physicians, scenarioswill likely have life-saving consequencesin thefuture.
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Abstract

Background: Wearable technology is aleading fitness trend in the growing commercial industry and an established method
for collecting 24-hour physical behavior datain research studies. High-quality free-living validation studies are required to enable
both researchers and consumers to make guided decisions on which study to rely on and which device to use. However, reviews
focusing on the quality of free-living validation studies in adults are lacking.

Objective: Thisstudy aimed to raise researchers’ and consumers’ attention to the quality of published validation protocolswhile
aiming to identify and compare specific consistencies or inconsi stencies between protocols. We aimed to provide a comprehensive
and historical overview of which wearable devices have been validated for which purpose and whether they show promise for
usein further studies.

Methods: Peer-reviewed validation studies from electronic databases, as well as backward and forward citation searches (1970
to July 2021), with the following, required indicators were included: protocol must include real-life conditions, outcome must
belong to one dimension of the 24-hour physical behavior construct (intensity, posture or activity type, and biological state), the
protocol must include a criterion measure, and study results must be published in English-language journals. Therisk of biaswas
evaluated using the Quality Assessment of Diagnostic Accuracy Studies-2 tool with 9 questions separated into 4 domains (patient
selection or study design, index measure, criterion measure, and flow and time).

Results: Of the 13,285 unique search results, 222 (1.67%) articles were included. Most studies (153/237, 64.6%) validated an
intensity measure outcome such as energy expenditure. However, only 19.8% (47/237) validated biological state and 15.6%
(37/237) validated posture or activity-type outcomes. Across al studies, 163 different wearableswereidentified. Of these, 58.9%
(96/163) were validated only once. ActiGraph GT3X/GT3X+ (36/163, 22.1%), Fithit Flex (20/163, 12.3%), and ActivPAL
(12/163, 7.4%) were used most often in the included studies. The percentage of participants meeting the quality criteria ranged
from 38.8% (92/237) t0 92.4% (219/237). On the basis of our classification treeto evaluate the overall study quality, 4.6% (11/237)
of studieswere classified aslow risk. Furthermore, 16% (38/237) of studies were classified as having some concerns, and 72.9%
(173/237) of studies were classified as high risk.
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Conclusions: Overall, free-living validation studies of wearables are characterized by low methodological quality, large variability
in design, and focus on intensity. Future research should strongly aim at biological state and posture or activity outcomes and
strivefor standardized protocols embedded in avalidation framework. Standardized protocolsfor free-living validation embedded
in aframework are urgently needed to inform and guide stakeholders (eg, manufacturers, scientists, and consumers) in selecting
wearablesfor self-tracking purposes, applying wearablesin health studies, and fostering innovation to achieveimproved validity.

(JMIR Mhealth Uhealth 2022;10(6):€36377) doi:10.2196/36377

KEYWORDS

wearables; validation; sedentary behavior; physical activity; sleep

Introduction

24-Hour Physical Behavior

Although physical activity (PA) has been commonly assessed
using self-report measures in the past decades, device-based
measurement of PA research has been on the rise for several
years. Thismethod has also devel oped sinceitsimplementation
and moved forward from assessing single parameters such as
steps and counts, over the assessment of sedentary behavior
(SB) and PA inparallel, to anintegrated perspective of different
movement and nonmovement patterns—the so-called 24-hour
activity cycle (24-HAC) [1,2]. Studies have shown that these
different parametersindependently contributeto health. Hence,
the current World Health Organization guidelines [ 3] encourage
adults and older adults to increase the time spent on PA while
simultaneously limiting the amount of sedentary time. Positive
implications can be expected for overall physica and mental
health throughout thelife span, including having ahealthy sleep
pattern to this recommendation.

This apparent shift from investigating a single behavior such
as PA to amulti-perspective focus on 24-hour physical behavior
(ie, including sleep, SB, and PA) has also been theoretically
addressed. Rosenberger et a [1] introduced the 24-HAC model
as a new paradigm for PA, and Trembley et a [2] provided a
conceptual model of movement-based terminology around the
24-hour cycle. This approach was further extended by the
Prospective Physical Activity, Sitting, and Sleep consortium,
which suggested a subdivision of the 24-hour physical behavior
construct into 3 behaviors by applying different dimensions[4],
meaning that each behavior covers aspects of biological (ie,
deep or awake), postural (eg, lying, sitting, and upright), and
intensity (eg, light, moderate, and vigorous) dimensions.
Therefore, the differentiation among PA, SB, and deepinterms
of the 24-HAC model requires valid and simultaneous
assessments of al 3 dimensions (ie, biological state, posture or
activity type, and intensity; Multimedia Appendix 1, Table S1
[5-226]) under real-life conditions. Rigorous validation studies
performed in a freeliving environment are necessary to
accurately predict the performance of a device and algorithm
under real-life conditions.

Wear able Technology and Validation

Astechnical opportunities have evolved rapidly during the past
decades, wearables (ie, body-worn devices such as
accelerometers, smartwatches, pedometers, or fitness trackers)
have become aleading fitness trend, with an estimated US $95
billion industry [227], which is still growing. Moreover, a

https://mhealth.jmir.org/2022/6/€36377

considerable number of research studiesintegrated device-based
methodsto capture physical behavior data, and first discussions
have already come up on whether it is primetime for wearables
with scientific validation to be a globa physical behavior
surveillance methodol ogy [228,229]. However, the application
of wearables in studies that assess health-related questions
presents several methodological and practical challenges. For
example, strategies for data processing, monitoring protocols,
assessment limitations (eg, muscle-strengthening exercises),
and quality criteriasuch asvalidity need to be taken into account
[230].

An important test quality criterion is the concept of validity,
which represents a fundamental criterion for evaluating the
quality of aninstrument, referring to the degreeto which it truly
measures the construct it targets [231]. Regarding the 24-hour
physical behavior cycle, researchers are commonly interested
in criterion-referenced validity as their assessed outcome
parameters are highly objective [232]. Although (or because
of) the number of validation studies hasincreased over the past
years, there is high heterogeneity across published protocols
and used measurement methods, which severely limits valid
device comparisons [233]. Thus, suggestions for standardized
validation procedures have received increasing attention in the
scientific community [233-235].

Standardized Protocols and Validation Framewor k

There have been several attempts in this direction, as
collaborations such as the INTERLIVE network have already
started devel oping standardized protocol s to validate consumer
wearables for steps [233] and heart rate [236]. Furthermore,
Keadle et a [234] introduced a stage process framework of
validity to facilitate the development and validation of
processing methods for assessing physical behavior using
wearables. This framework contains 5 validation phases with
increasing levels, starting from device manufacturing and
culminating with application in health studies. Validation studies
should be implemented following mechanical testing (phase 0)
and calibration testing (phase 1). Here, a fixed and
semistructured evaluation under laboratory conditions (phase
2) should be applied, followed by an evaluation under real-life
conditions (phase 3) [234]. The validation of devices should
pass through all these stages before the respective device can
be used in health research studies (phase 4). As there is a
nonnegligible difference in error rates between laboratory and
real-life conditions [233], a wide array of activities of daily
living should be captured and compared under real-life
conditions. It also needsto be taken into account that participants
are instructed to perform specific activities under laboratory
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conditions, which may result in unnaturally performed activities
(eg, the Hawthorne effect) [237]. Hence, the quantification of
measurement error isessential to be defined in an unconstrained
free-living environment, and wearables' outcomes should be
compared with a reference measure such as video recordings
or the doubly labeled water method, depending on the outcome
parameter of choice. Overal, the aim should be the realization
of standardized validation protocols to be embedded in a
framework [233,234], which may have positive implications
for all stakeholders such as manufacturers, scientists, and
consumers. The results of validation studies are helpful to
disabuse consumers and can assist researchers in study design
when selecting an appropriate wearable device for the respective
guestion or questions to be answered [238,239].

Objectives

Although validated devicesare aprerequisite for proper research
and validation frameworks have been proposed, to the best of
our knowledge, no previousreview has systematically evaluated
the characteristics and quality of free-living validation studies.
This review focuses on the following purposes. First, as our
main purpose, we aimed to raise researchers’ and consumers’
attention to the quality of published validation protocols while
aiming to identify and compare specific consistencies and
inconsistencies between validation protocols. To evaluate the
quality of the studies, we followed core principles,
recommendations, and expert statements [232-234,240] with
published quality criteria(eg, study duration, number of included
participants, selection of criterion measures, and data
synchroni zation). Second, we aimed to provide acomprehensive
and historical overview of which wearable devices have been
validated for which purpose and whether they show promise
for usein further studies.

Methods

This study followed the PRISMA (Preferred Reporting Items
for Systematic Reviewsand Meta-Analyses) reporting guidelines
(Multimedia Appendix 1, Table S2 [5-226]) [241].

Sear ch Strategy and Study Selection

Three separate search strings were combined: terms for
validation analyses, 24-hour physical behavior constructs, and
wearables. An apriori pilot search was conducted to optimize
the final term (Multimedia Appendix 1, Table S3 [5-226]).
Publicationsfrom 1970 to December 2020 were searched using
the following databases: EBSCOhost, |EEE Xplore, PubMed,
Scopus, and Web of Science. We reran the search in July 2021
to check for updates and checked the referencelists of included
studies for publications that met the inclusion criteria.

All articleswereimported to the Citavi library (Citavi 6.8; Swiss
Academic Software GmbH). After removing all duplicates, the
study selection process included 3 screening phases for
eigibility. In the first phase, 2 reviewers (MG and RN)
independently screened the titles of the publications. Articles
were excluded only if both reviewers categorized them as not
eligible for review purposes. In the second phase, 2 reviewers
(MG and RN) independently screened and reviewed the abstracts
of the publications. Discrepancies in screening were resolved
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by consulting with a third reviewer (BvHM). Finaly, in the
third phase, the full texts of the remaining articleswere assessed
for eigibility by 7 members of the author’s team (MG, RN,
DD, KS, SS, IT, and BvHM). Each article was independently
screened by at least two reviewers. Discrepanciesin screening
wereresolved through discussion until aconsensuswas reached.
The reviewers were not blinded to the author or journa
information.

Inclusion and Exclusion Criteria

On the basis of the population, intervention, comparison, and
outcome principle [242], we included peer-reviewed
English-language publications that met the criteria described
in the following sections.

Population

Participants were adults and older adults aged =18 years,
regardless of health conditions. Studiesthat specifically targeted
adults and populations of older adults (aged =18 years) were
excluded.

I ntervention

Any wearable validation study in which at least one part of the
study was conducted under free-living (naturalistic or real-life)
conditions (eg, at participants’ homes or schools and without
instructions on when to start or stop a particular activity) was
included. Studies in which the protocol was conducted under
laboratory conditions were excluded.

Control or Comparison

We included only studies where a criterion measure was
described (eg, observation or wearable devices) and excluded
al studies where no criterion measure was described (eg,
comparison between 2 devices without indicating a criterion
measure).

Outcomes

Studies were included in which the wearable outcome or
outcomes could be classified into at least one dimension of the
24-hour physical behavior construct (ie, biological state, posture
or activity type, or intensity [4]; Multimedia Appendix 1, Table
S1[5-226]). We excluded studies in which the outcome did not
distinguish among sleep-wake states; intensities; or posture or
activity types such as sleep quality, gait analyses, or heart rate
parameters.

Data Extraction and Synthesis

Data extraction and synthesis were conducted independently
by 2 authors (MG, RN, DD, KW, SS, or IT). Discrepancies
were discussed until a consensus was reached. The following
study details were extracted: author, year, location, population
information (sample size, mean age of participants, percentage
of females, and ethnicity), measurement period, validated
wearabl e device (wearing position, software, epoch length, and
cutoff point or algorithm), dimensions of the 24-hour physical
behavior construct (biological state, intensity, and posture or
activity type), validated outcome, criterion measure, statistical
analyses for validation purposes, conclusion, and funding
information. Given the wide range of study protocolsin terms
of varying conditions (eg, wear | ocation, measurement duration,
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sample size, statistical analyses, or criterion measure), we
conducted a narrative synthesis based on the reported results or
conclusions. The data synthesis focused on the purpose (ie,
whether the included wearables showed promise for use in
further studies). In particular, we classified the studies as
moderate to strong validity, mixed results, and poor or weak
validity.

Quality Assessment

Therisk of biasfor each article was evaluated using the Quality
Assessment of Diagnostic Accuracy Studies-2 (QUADAS-2)
tool [240]. The tool comprises 4 different domains (ie, patient
selection, index measure, criterion measure, and flow and
timing). Following the QUADAS-2 guidelines, we selected a
set of signaling questions for each domain and added questions
modified from the QUADAS-2 background document based
on core principles, recommendations, and expert statementsfor
validation studies [232-234,240]. The risk of bias assessment
was independently conducted by at least two authors.
Discrepancies were discussed until a consensus was reached.
The study quality was evaluated at the domain level; that is, if
all signaling questions for a domain were answered yes, then
therisk of biaswas deemed to below. If any signaling question

Giurgiu et a

was answered no, then the risk of bias was deemed to be high.
Theunclear category was only used when insufficient datawere
reported for evaluation. On the basis of domain-level ratings,
we created a decision tree to evaluate the overall study quality
aslow risk, some concerns, or high risk (Multimedia Appendix
1, Figure S1 [5-226]).

Results

Overview

The search resulted in 13,285 unique records, with 222 (1.67%)
publications being included [5-226] (Figure 1). Most studies
(208/222, 93.7%) validated an outcome from one dimension,
whereas few (14/222, 6.3%) studies validated outcomes from
2 different dimensions (ie, intensity and posture or activity type
or intensity and biological state) at the same time during a study
protocol. Only 0.5% (1/222) of studiesincluded outcomesfrom
al the 3 dimensions. In particular, of al the 237 identified
outcomes, 153 (64.6%) were classified into the intensity
dimension, 38 (16%) were classified into the posture or activity
type dimension, and 47 (21.2%) were classified into the
biological state dimension.

Figure 1. PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) flowchart illustrating the literature search and screening

process.
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Participant and Study Characteristics

Of theincluded studies, 84.2% (187/222) were published within
the past decade (in or after 2011), indicating the increasing use
of wearable technologies for physical behavior measurement
(Table 1); 93.2% (207/222) were conducted in wealthier
high-income countries in North America, Europe, or Australia
and Oceania. The number of participants ranged between 1 and
3752, although most studies (113/222, 50.9%) recruited between
20 and 50 participants. The mean age of the participant samples
ranged between young (18.0, SD 0.6 years) and older adults
(86.4, SD 6.0 years). In most studies, the mean age of the sample
was between 18 and 64 years, and the proportion of female
participants ranged from 26% to 74% (144/222, 64.8%). Healthy
participants were recruited in 79.7% (177/222) of al studies,
whereas 20.7% (46/222) of all studies included participants
with different physical and mental health restrictions such as
cardiometabolic diseases or chronic heart falure in 2.7%
(6/222), chronic obstructive pulmonary diseasein 2.7% (6/222),
strokein 2.3% (5/222), insomniain 2.3% (5/222), or intellectual
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and visual disabilities in 0.9% (2/222). Information about the
participants’ ethnicity was reported in 14.9% (33/222) of all
studies. The conceptualization of study protocols regarding
measurement duration varied between approximately 30 minutes
and up to several weeks. The study duration of <1 day was
predominantly for studies that focused on posture or
activity-type outcomes (ie, in 18/36, 50% of the included
studies). Most studies (205/222, 92.3%) conducted statistical
analyses at the person or study level (eg, correlations, 2-tailed
t tests, and repeated-measures ANOVA). Some studies (21/222,
9.5%) conducted both person or study-level analyses and
epoch-by-epoch comparisons (eg, sensitivity and specificity).
Approximately 10.4% (23/222) of studies reported that the
manufacturer was involved in the study funding or provided
devices for validation purposes. No funding information was
reported by 16.2% (36/222) of the studies, whereas the
remaining studies (164/222, 73.9%) indicated that funding was
independent of manufacturer companies. Detailed dataextraction
isreported as a supplement (Multimedia Appendix 1, Table $4
[5-226]).
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Table 1. Summary of data extraction: participant and study characteristics (N=237).
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Category Total, n (%) Biological state (n=47),n (%) Postureor activity type (n=37),n (%) Intensity (n=153), n (%)
Publication year
Before or in 1999 713 121 3(8.1) 32
2000-2010 28 (11.8) 4(85) 3(8.1) 21(13.7)
After or in 2011 187 (78.9) 42 (89.4) 31(83.8) 129 (84.3)
Study location?
Africa 1(0.4) _b — 1(0.7)
Asia 17 (7.2) 5(10.6) 2(5.4) 10 (6.5)
Europe 95 (40.1) 14 (29.8) 21 (57) 69 (45.1)
North America 92 (38.8) 21(44.7) 10 (27) 65 (42.5)
Australiaor Oceania 16 (6.8) 7(14.9) 4(10.8) 7 (4.6)
Number of participants
<19 71(30) 12 (25.5) 22 (59.5) 40 (26.1)
20-50 113 (47.7) 23 (48.9) 13(35.1) 86 (56.2)
>51 38 (16) 12 (25.5) 2(5.4) 27 (17.6)
Age (years; mean age)©
18-64 174 (73.4) 36 (76.6) 28 (75.7) 122 (79.7)
=65 44 (18.6) 10 (21.3) 7 (18.9) 31(20.3)
Sex (female; %)¢
0-25 33(13.9) 6 (12.8) 6(16.2) 22 (14.4)
26-74 144 (60.8) 36 (76.6) 22 (59.5) 99 (64.7)
75-100 35 (14.8) 5(10.6) 8(21.6) 23 (15)
M easurement duration (days)®
<1 69 (29.1) 17 (36.2) 19 (51.4) 39 (25.5)
2-6 50 (21.1) 15 (31.9) 7(18.9) 33(21.6)
>7 101 (42.6) 15 (31.9) 9(24.3) 80 (52.3)
Criterion measure
Doubly labeled water 42 (17.7) — — 42 (27.5)
Heart telemetry — — — —
Indirect calorimetry 4(1.7) — — 4(2.6)
Observation (direct) 7(3) — 4(10.8) 3(2)
Observation (images) 2(0.8) — 254 —
Observation (video) 14 (5.9) — 11 (29.7) 5(3.3)
Polysomnography 24 (10.1) 24 (51.1) — —
Questionnaire or diary 16 (6.8) 6(12.8) 4(10.8) 6(3.9)
Wearable 113 (47.7) 14 (29.8) 16 (43.2) 94 (61.4)
EEG' or Zmachine 4(17) 3(64) - -
Statistical analyses
Epoch-by-epoch 33(13.9) 13(27.7) 15 (40.5) 8(5.2)
Person or study level 208 (87.8) 44 (93.6) 28(75.7) 150 (98)

@0ne study did not report the study location.

bNot available.
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CA total of 5 studies were not included in the summary statistics because of the lack of age information. One study was counted twice asit included 2

different age groups.

9A total of 10 studies was not included in the summary statistics because of the lack of sex information.
€A total of 2 studies was not included in the summary statistics because of the lack of measurement duration information.

EEG: @ ectroencepha ogram.

Wear ables

We identified 163 different wearables from 82 companies, of
which 61 (37.4%) were classified as research-grade devices and
102 (62.6%) were classified as commercial-grade devices. The
types of wearables varied across uniaxial, biaxial, or triaxial
accelerometers and pedometers. On the basis of our narrative
data synthesis, we ranked 26.4% (122/463 of results or
conclusions as moderate to strong validity, 48.8% (226/463) as
mixed validity, and 25% (115/463) as poor or weak validity
(Multimedia Appendix, Table S5 [5-226]). In relation to other
types of wearables, triaxial accelerometerswere used in 70.5%
(167/237) of all included studies. Detailed technical information
for each wearable device is available as a supplement
(Multimedia Appendix, Table S6 [5-226]). Of the 163 different
wearables, 96 (58.9%) were validated only once. ActiGraph
GT3X/GT3X+(36/163, 22.1%), Fitbit Flex (20/163, 12%), and
ActivPAL (12/163, 7.4%) were used most often in theincluded
validation studies. Of all the 222 reviewed articles, 78 (35.1%)
studies included different types of wearables, and 26 (11.7%)

https://mhealth.jmir.org/2022/6/€36377

studiesincluded different wearing positionsto enableinter- and
intradevice comparisons (Table 2). The variation of different
sensor models within a study protocol ranged from 1 to 12
different wearables. In particular, 64.9% (144/222) of al studies
included one model of wearable, 20.3% (45/222) included 2
different models of wearables, and 14.9% (33/222) included =3
different models of wearables. We identified 11 different
validated outcomes. Of all reported outcomes, 51.3% (164/320)
represented continuous parameters such as steps, energy
expenditure, or counts, whereas 48.8% (156/320) represented
categorical outcomes such assleep time, time spentinlight PA,
or time spent in moderate to vigorous PA. Approximately 18%
(40/222) of studiesvalidated 2 different outcomes such as steps
and energy expenditure during astudy protocol. More than hal f
of the studies (125/237, 52.7%) validated one type of wearable
device in a single wearing position. We identified 13 different
wearing positions. The wrist and hip or waist positions were
used most often for validation purposes. In 50% (111/222) of
all studies, the authors provided information about the software
application used for data preprocessing.
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Table2. Summary of data extraction: wearables (N=237).
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Category Total, n (%) Biological state (n=47),n (%) Postureor activity type (n=37), n (%) Intensity (n=153), n (%)
Type
Uniaxial accelerometer 44 (10.8) 13 (14.4) 3(6.4) 29(9.2)
Biaxia accelerometer 28 (6.9) 1(1.1) 2(4.3) 26 (8.3)
Triaxial accelerometer 286(70.1)  72(80) 40 (85.1) 212 (67.5)
Pedometer 30 (7.4) 2(22) _a 30 (9.6)
Unclear 20 (4.9) 2(2.2) 2(4.3) 17 (5.4)
Outcome
Sleep time 42 (13.1) 42 (89.4) — —
Sleep-wake metrics 5(1.6) 5(10.6) — —
Different postures or types 29(9.1) — 30(73.2) —
Sit-to-stand transitions 5(1.6) — 5(12.2) —
Timein sedentary behavior 32(10) — 6 (14.6) 26 (11.2)
Timein light physical activity 14 (4.4) — — 14 (6)
Timein moderate to vigorous 33 (10.3) — — 33(14.2)
physical activity
Timein physical activity 6(1.9) — — 6 (2.6)
Energy expenditure 72 (22.5) — — 72 (30.9)
Steps 75(234)  — — 75(32.2)
Counts 7(2.2) — — 7(3)
Wear positionb
Ankle 11 (2.4) 1(1) 1(1.6) 9(2.6)
Backpack, pocket, and bra 20 (4.3) — 231 19 (5.6)
Chest 15 (3.3) 1(1) 3(4.7) 11(3.2)
Foot 3(0.7) 1(2) — 2(0.6)
Hip and waist 148(322) 7(7.1) 23(35.9) 124 (36.4)
Leg 3(0.7) — 3(4.7) —
Lower back 12 (2.6) 1(2) 3(4.7) 10 (2.9)
Neck 3(0.7) — — 3(0.9)
Thigh 28(6.1) 2(2) 15 (23.4) 13(3.8)
Torso 1(0.2) — — 1(0.3)
Trunk 3(0.7) — 3(4.7) —
Upper arm 12 (2.6) 1(2) 1(1.6) 10 (2.9)
Wrist 201 (437)  83(84.7) 10 (15.6) 139 (40.8)
@ot available.

bone study did not report any information about the sensor wearing position and one study did not specify the information about the sensor wearing
position. If studies included multiple devices or different wearing positions, we counted each device and wearing position separately.

Study Quality

Intotal, we included 9 signaling questions as quality criteriato
evaluate therisk of bias. The percentage of studiesthat met the
criteria ranged from 38.7% (92/238) to 92% (219/238; Table
3). On average, 5.2 (SD 1.41) of 9 questions were answered
with yes (ie, meeting the criteria). Studiesvalidating abiological
state, intensity, or posture or activity type outcome met on
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average 4.6 (SD 1.23), 5.5 (SD 1.36), and 4.9 (SD 1.51) out of
9 guestions with yes (ie, no risk of bias), respectively. We
evaluated whether the reference standard was the appropriate
gold standard as a central criterion for evaluating overall study
quality. In 38.4% (91/237) of all studies, the reference standard
was equivalent to the suggested criterion measures [234].
Wearableswerethe most frequently selected reference criterion
in 50.5% (112/222) of the studies. On the basis of our
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classification tree to evaluate the overall study quality someconcerns, and 72.9% (173/237) of studies were classified
(Multimedia Appendix 1, Figure S1 and Table S7 [5-226]), ashighrisk. To providean overview of the study quality, Figure
4.6% (11/237) of studies were classified as low risk. 2illustratesthe overall study quality on astudy level, separated
Furthermore, 16% (38/237) of studieswereclassified ashaving by each dimension of the 24-hour physical behavior construct.

Table 3. Criteriafor the risk of bias assessment and the percentage of studies meeting these criteria (N=237).

Criteriaitems Studies meeting criterion, n (%)
Total Biological state  Posture or activity type Intensity
(n=47) (n=37) (n=153)
Domain 1: patient selection or study design
Was the study conducted in different free-living settings (eg, work 174 (91.6)2 N /AP 28 (75.7) 146 (95.4)
or home)?
Did the study take place for at least 2 days? 156 (65.8) 28 (59.6) 16 (43.2) 112 (73.2)
Did the study provide any information about the inclusion and exclu- 165 (69.6) 34(72.3) 25 (67.6) 106 (69.3)
sion criteria of the recruiting process?
Did the study include a sample of at least 20 participants? 163 (68.8) 36 (76.6) 15 (40.5) 112 (73.2)

Domain 2 : index measure

Was the algorithm of the validated outcome reported (ie, formula) or 97 (40.9) 23(48.9) 18 (48.6) 56 (36.6)
at least further information cited?

Did the participants wear the wearable for at least 8 hours per day? 17 (56.3)2 N/A 15 (40.5) 92 (60.1)

Domain 3: criterion measure

Is the selected reference the gold standard? 91 (38.4) 23 (48.9) 14 (37.8) 54 (35.3)
Domain 4: flow and timing

Did the authors provide any information about data synchronization? 75 (41.4)° 24 (51.1) 22 (59.5) 29 (19)

Were al participants included in the analyses or were any exclusion  91g (92. 4)d 45 (95.7) 31(83.8) 142 (92.8)

reasons provided?

@0nly relevant for 190 studies.
BN/A: not applicable.

Only relevant for 181 studies.
dOnly relevant for 236 studies.
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Figure 2. The overall risk of bias classification separated by different dimensions of the 24-hour physical behavior construct. The number within the
circlesrepresentsthe study number, aslisted in thefull dataextraction. Studieswith agreen circle were evaluated aslow risk, the orange circle represents
the quality with some concerns, and red circles represent high risk. LPA: light physical activity; MVPA: moderate to vigorous physical activity.
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Principal Findings

We evaluated the characteristics and quality of free-living
validation studiesin which at |east one dimension of the 24-hour
physical behavior construct (ie, biological state, posture or
activity type, and intensity [1,4]) was assessed using wearables
and validated against a criterion measure. In summary, the
validation of biological state and posture or activity-type
outcomeswas rare, and almost all of the 163 different types of
research- and commercial-grade wearables were validated for
only one aspect of the 24-hour physical behavior construct (ie,
intensity outcomes). Compared with the selected quality criteria
for studies under free-living conditions that are in line with
published core principles, recommendations, and expert
statements [234-236], most of the reviewed protocols failed to
meet the criteria; however, only afew of the evaluated studies
were overall ranked with low risk of bias or with some concerns.
Therefore, more high-quality validation studieswith adults and
older adults under real-life conditions are needed. According
to the framework of wearable validation studies [234], theaim
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conditions against appropriate reference measures.

Criterion Measure

Our evaluation of the most central category physical behavior
criterion measure followed Keadle et a [234]; for example,
physiological outcomes (eg, activity energy expenditure) are
recommended to be validated against indirect calorimetry or
doubly labeled water, behavioral criterion measures (eg, step
count and postures) are recommended to be validated against
video-recorded direct observation [234], and the recommended
criterion measure for differentiation between sleep and wake
patterns is polysomnography [243,244]. Notably, only 40.9%
(91/222) of the reviewed studies used the recommended gold
standard. Primarily, research-grade devices served as criterion
measures, which is highly critical as there is no evidence that
wearables can serve as a basis for validating other wearables
and offer a high risk of bias regarding criterion validity
[233,245,246].
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Study Duration

Optimally, study protocols take place over a 24-hour period
over multipledays, thus covering awide range of representative
habitual activities [233,234]. This recommended criterion was
covered by 2 signaling questions. First, we evaluated whether
data collection was not restricted to one particular setting (eg,
at work or at home), which was met by nearly all the reviewed
studies. Second, asit isamost not feasible to collect data over
several days for criterion measures such as video recording
[233,234], we specified at least 2 days for a low-risk
classification. Two-thirds of the reviewed studies met this
criterion. However, we identified a considerable number of
studies (69/222, 31.1%) that collected data over a short period
(<1 day). Therisk of biasmight have been present asthe setting
was restricted to a specific environment (eg, at work), thus
limiting the ability to capture awide range of habitual behaviors.
Moreover, reactivity is a serious issue that reveals a potential
error source when collecting data from wearables. Researchers
expected that reactivity would be a time issue, implying that
participants may change their behavior at the beginning of the
monitoring period but return to a more stable pattern later
[247,248]. Similar effects have been observed in sleep
laboratories using polysomnographic monitoring [249].

Study Population

Ideally, the validity of wearables can be generalized to a wide
range of diverse samples (eg, age, sex, ethnicity, and health
condition) [234,250]. Whilefocusing on adults and ol der adults
(aged =18 years), this review revealed that 78.4% (174/222) of
the studies included samples between 18 and 64 years of age,
whereas there was a lack of studies that included older adults.
Critically, most devices (99/163, 60.7%) were validated only
once. According to the recommended principle, validation study
protocols should include either a variety of cohorts within a
single study or a series of studies with different participant
characteristics [233,234,251]. For example, we could only
identify 20.3% (45/222) of studies that included samples with
restricted health conditions. As a practical implication, agiven
wearable device might be valid for healthy adults and older
adults but not for those with health restrictions[232]. A solution
might be to recruit alarger sample size, which would enable a
higher intersubject variability, or to conduct a series of
validation studies with varying participant characteristics.
Optimally, sample size calcul ations ensure adequate power for
validation purposes [233,252]. Finally, although challenging
because of data protection guidelines, we recommend reporting
information about ethnicity (reported in 32/222, 14.4% of
studies) whenever possible and providing detailed information
about inclusion and exclusion criteria regarding the recruiting
process and for statistical analyses.

Wearing Position and Types of Wear ables

To enable acomparison between different wearables or wearing
positions, researchers may simultaneously collect data from
multiple sensorsor different wearing positions[234,251]. Most
of the reviewed studies did not include multiple wearables (eg,
research and commercia grade) and did not capture data from
the validated devices at different wearing positions (eg, hip or
waist, wrist, and thigh). Depending on the primary outcome of
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interest, the recommendations of where to place the wearable
device may vary. For example, to assess sleep-wake patterns,
wrist-worn devices may optimize the recording of small
movements that occur at the distal extremities when an
individual is supine [245,253]. For example, Fairclough et al
[254] reported that wrist placement promotes superior
compliance than that of the hip position. In contrast, if
researchers are interested in differentiating between body
postures (eg, sitting vs standing), the thigh might be the position
of choice because of the option of wearing the device under
clothing to accurately assess intensity and posture or activity
types [4]. However, only 1.8% (4/222) of studies validated
posture or activity-type outcomes using thigh-worn devices.
Future validation studies are needed with multiple devices and
different wearing positions to increase comparability and to
inform end users of which device to use and where to place it
[250]. In addition, future signal analytical research purposes
might be valuable in terms of extracting different outcomes
from a single wearing position. Moreover, different types of
wearables (ie, pedometers and uniaxial, biaxial, and triaxial
accelerometers) have been validated. Researchers should be
awarethat the different types of devices have different technical
requirements. For example, uniaxial accelerometers measure
acceleration in 1 direction, whereas triaxial accelerometers
measure acceleration in 3 directions. Thus, triaxia
accelerometers provide more information, which might be
helpful in developing further algorithms.

Synchronization, Transparency, and Statistical
Analyses

We eval uated whether the studies reported data synchroni zation,
wear time, the algorithm of the validated outcome, and data
analyses. As less than half (75/222, 33.8%) of al included
studies reported information about the synchronization process
between index and criterion measures, potentially introducing
errorsand biasing results, we suggest future research endeavors
to apply time-stamped solutions such as asking participants to
perform 3 vertical jumps at the beginning and the end of the
measurement [233]. Following practical consideration when
applying wearables[255,256], alarge number of studiesdefined
avalid day if 210 hours of wear time during waking hourswere
captured. We set the quality criterion to =8 hours per day,
revealing that 56% (107/190) of studies considered the wear
time criteria for a valid day. Capturing shorter periods may
increase the risk of bias as less time is available to assess the
datain different settings (eg, at home or at work).

A critical aspect from the perspective of transparency is the
presentation of algorithms. Only 43.7% (97/222) of studies
reported the algorithm or at least cited further information on
the validated outcomes. In particular, no information about the
used algorithms was provided in studies in which a
commercia-grade device was validated. At this point,
researchers often do not have access to the raw data of
commercia-grade wearables or the black box algorithms.
Moreover, companies can update wearables firmware or
algorithms at any time, which hinders comparability [257]. In
addition, the pace at which technology isevolving in optimizing
algorithmsfar exceedsthe pace of published validation research
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[238]. Open-source methods that are more flexible in using
algorithms for different devices are needed [233,234].

A quality criterion for the used statistical analyses was not set
because of the lack of consistent statistical guidelines for
reporting the validity of an activity monitor. Most of the
reviewed studies used traditional statistical tests of differences
such ast tests or ANOVAS. Optimally and in line with recently
published suggestions, researchers should integrate different
analytical approaches such as combining traditional analyses
with equivalence testing and including epoch-by-epoch
comparisons whenever possible [234,258].

Limitations

Some points merit further discussion. First, the evaluation of
study quality was based on self-selected criteria. In particular,
we selected the QUADAS-2 [240] tool and added further
signading questions in line with core principles,
recommendations, and expert statements [232-234]. However,
as we are not aware of any further quality tools and signaling
guestionsfor wearabl e validation purposes, our selected criteria
can serve as a starting point for future systematic reviews that
focus on the study quality of wearable technology under
free-living conditions. Second, our included validation studies
were published between 1987 and 2021. Given the rapid
development of wearable technologies and the increasing
availability of different research and commercial-grade devices,
quality standards have been developed. Thus, when interpreting
the study protocols, the time during which the study was
conducted should be considered. Third, our review focused on
the quality of study protocols. However, we did not take into
account further important consi derations when using wearables,
such aswear or nonwear time algorithms, costs of the monitor,

Authors Contributions

Giurgiu et a

or time of data processing [35,250]. Fourth, our findings were
limited to our search strategy; thus, we may have missed further
validation studies. However, we applied backward and forward
citation searches through the reference lists of the included
studies to identify articles that may not have appeared in our
search. Finally, this systematic review was limited to articles
published in the English language.

Conclusions

Currently, there is a wealth of research on commercia-grade
wearables; however, the quality of published validation
protocols in adults had not been assessed thus far. However,
thisisacritica step to enable both researchers and consumers
to make guided decisions on which study to rely on and which
device to use. To this end, our review unraveled that most
validation studies did not meet the recommended quality
principles [233,250]. Primarily, there is a lack of validation
studies with gold standard reference measures such as video
recording, polysomnography, or the doubly labeled water
method. Moreover, most devices were validated only once and
focused predominantly on intensity measure outcomes. Given
therising interest in the 24-hour physical behavior construct in
health research, the next generation of validation studies should
consider the validity of >1 aspect of the 24-hour physical
behavior construct during astudy protocol or to conduct aseries
of studies. Thus, we conclude that standardized protocols for
free-living validation embedded in a framework [234] are
urgently needed to inform and guide stakeholders (eg,
manufacturers, scientists, and consumers) in (1) selecting
wearablesfor self-tracking purposes, (2) applying wearablesin
health studies, and (3) fostering innovation to achieve improved
validity.
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Abstract

Background: The development of a surgical site infection (SSI) after cesarean section (c-section) is a significant cause of
morbidity and mortality in low- and middle-income countries, including Rwanda. Rwanda relies on a robust community health
worker (CHW)-led, home-based paradigm for delivering follow-up care for women after childbirth. However, this program does
not currently include postoperative care for women after c-section, such as SSI screenings.

Objective: Thistrial assesses whether CHW'’s use of amobile health (mHealth)—facilitated checklist administered in person or
viaphone call improved rates of return to care among women who develop an SS| following c-section at arural Rwandan district
hospital. A secondary objective was to assess the feasibility of implementing the CHW-led mHealth intervention in this rural
district.

Methods: A total of 1025 women aged =18 years who underwent a c-section between November 2017 and September 2018 at
Kirehe District Hospital were randomized into the three following postoperative care arms: (1) home visit intervention (n=335,
32.7%), (2) phone call intervention (n=334, 32.6%), and (3) standard of care (=356, 34.7%). A CHW-led, mHealth-supported
SSI diagnostic protocol was delivered in the two intervention arms, while patientsin the standard of care arm were instructed to
adhereto routine health center follow-up. We assessed intervention compl etion in each intervention arm and used logistic regression
to assess the odds of returning to care.
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Results: The maority of women in Arm 1 (n=295, 88.1%) and Arm 2 (n=226, 67.7%) returned to care and were assessed for
an SSl at their local health clinic. There were no significant differencesin the rates of returning to clinic within 30 days (P=.21),
with high rates found consistently across al three arms (Arm 1: 99.7%, Arm 2: 98.4%, and Arm 3: 99.7%, respectively).

Conclusions: Home-based post—c-section follow-up isfeasible in rural Africawhen performed by mHealth-supported CHWSs.
In this study, we found no difference in return to care rates between the intervention arms and standard of care. However, given
our previous study findings describing the significant patient-incurred financial burden posed by traveling to a health center, we
believe thisintervention hasthe potential to reduce this burden by limiting patient travel to the health center when an SSl isruled
out at home. Further studies are needed (1) to determine the acceptability of this intervention by CHWSs and patients as a new
standard of care after c-section and (2) to assess whether an app supplementing the mHeal th screening checklist with image-based

machine learning could improve CHW diagnostic accuracy.
Trial Registration:

Clinical Trials.gov NCT03311399; https://clinicaltrials.gov/ct2/show/NCT03311399

(JMIR Mhealth Uhealth 2022;10(6):€35155) doi:10.2196/35155
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Rwanda

Introduction

Rates of cesarean section (c-section) births are increasing in
low- and middle-income countries (LMIC), including in
sub-Saharan Africa (SSA) [1]. Increased access to timely
c-section can prevent maternal and neonatal mortality, but also
carries risk of perioperative complications [2]. Surgical site
infections (SSls) are a significant cause of morbidity and
mortality globally, but the magnitude of therisk is significantly
higher in LMIC. In SSA, post—c-section SSI rates range from
7% to 48% [3-7], in part due to geographic and infrastructural
barriers that delay or prevent patients from accessing care
postoperatively [8,9].

In much of SSA, networks of community health workers
(CHWsS) provide home-based prenatal care to pregnant women,
postpartum care for women after vaginal delivery only, and
follow-up care for children under the age of 5 years [10].
However, women delivering via c-section can only access
follow-up care at their local health center because CHWSs are
not currently trained to conduct home-based postoperative
follow-up or wound care. In complementary work from our
team, we found that geographical and financial barrierscan lead
to delays in return to care after discharge [8,11]. This delayed
or lack of access to care may contribute to post—c-section SSI
rates, which our group reported to be 10.9% in the district where
this study took place[8]. Strengthening the CHW workforce to
provide SSI screening and home-based care to women who
deliver via c-section could reduce barriers to care and lead to
earlier detection and treatment of SSIs. However, it isnot known
if home-based care by CHWs isfeasible or improves accessto
care in this context. In LMIC, previous studies have
demonstrated the feasibility of phone-based surveillance of
postdischarge SSI, including in women who had undergone
c-section surgery [12-15]. In our study, we explored the
feasibility and impact of return to care of CHW-led SSI
surveillance in patient homes using a mobile health (mHealth)
checklist administered via REDCap (Research Electronic Data
Capture; Vanderbilt University) either in person or via phone
call to facilitate remote diagnoses. This mHealth screening
protocol isabattery of questions about the presence or absence

https://mhealth.jmir.org/2022/6/e35155

of clinical findings highly associated with SSI (eg, pain,
swelling, discharge, and wound gaping), which we described
in previous work [16].

In this paper, we describe two CHW-led mHealth interventions
to diagnose SSls following c-section in rural Rwanda, which
are (1) administering a mobile phone-based SSI screening
protocol to a patient via phone cal; and (2) administering the
same screening protocol, carried on an electronic tablet, in
person during a home visit along with collecting wound photo
images on the same tablet for remote diagnosis. Here, we
compare these two interventions to the standard of care via a
3-am randomized controlled trial (ClinicalTrials.gov
NCTO03311399) and describe the feasibility of the two
interventionsin this context.

Methods

Study Setting

This study was conducted in the Eastern Province of Rwanda
at Kirehe District Hospital (KDH), a 233-bed facility operated
by the Rwanda Ministry of Health and supported by Partners
In Health, an international NGO. KDH serves acatchment area
of 364,000 people including patients from Mahama Refugee
Camp, which comprises over 50,000 people [17]. In Rwanda,
over 91% of women deliver in health facilities[18]. Women in
labor first present to their local health center where most vaginal
deliveriestake place. Complex cases and casesrequiring surgical
intervention are transferred to the district hospital to be assessed
and managed by a genera practitioner, who performs the
c-section procedure, if indicated. After surgery, the woman is
admitted to the postoperative ward for an average of 3 daysfor
monitoring, medication administration, and wound checks.
Before leaving the hospital, she receives postdischarge
instructions directing her to the health center nearest to her home
for follow-up and wound dressing changes.

Study Population

This study included women aged =18 years who received a
c-section at KDH between November 2, 2017, and September
4, 2018, and were residents of Kirehe District. Women who
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developed an SSI while being an inpatient or who remained
inpatient at KDH past postoperative day (POD) 10 were
excluded asthey were not ableto participatein a POD 10 home
visit. Women who resided in Mahama Refugee Camp and were
therefore not covered by the CHW network were also excluded.

Preimplementation Procedures

We hired 4 study CHWs (sCHWSs) using the Rwanda Ministry
of Hedlth criteriathough acommunity-led process. The sSCHWs
received a 4-week training on implementation procedures,
including the following: education on the Rwandan health
sector; post—c-section follow-up; operating mHealth tools; best
practices in wound photography; basic SSI physiopathology
(including signs and symptoms of an infection); and how to
examine surgical wounds and change wound dressings.
Previously, we led a 7-month SS| protocol development study
at KDH to identify a simple screening protocol with high
accuracy to diagnose SSls. In that study, three questions were
found to have sufficient sensitivity and specificity for SSI
diagnosis, which comprised the following: (1) fever since
discharge from the hospital, (2) increasing pain since discharge,
and (3) the presence of discolored wound discharge [19].

I ntervention I mplementation

Thisrandomized study included threearms—Arm 1, where the
SCHW visited aparticipant’s home on POD 10 (SD 3 days) and
administered the SSI screening protocol; Arm 2, where the
SCHW called the participant and administered the SSI screening
protocol over the phone on POD 10 (SD 3 days); and Arm 3,
where the participant received the standard of care instructions
to returnto the health center for follow-up. In Arm 2, the sSCHW
attempted phone callswhile sitting in the study office and made
3 call attempts before deeming a patient to be inaccessible. If
a patient was deemed inaccessible, they were included in the
evaluation of the feasibility of the intervention and classified
as “not successfully assessed for SSI” However, these
individuals were not included in the eval uation of the presence
of an SSI. If aparticipantin Arm 1 or 2 was suspected of having
an SS| by the responses to the screening protocol, the SCHW
was prompted to refer her to anearby health center for additional
medical care.

Enrollment, Randomization, Follow-up, and Data
Collection

All data collected were entered and stored using REDCap
(v8.10.20), a secure web application certified for medical
research studies [20]. The study staff enrolled and randomized
eligible participants at discharge, independent of any patient
factors, to one of the three study arms. The study staff prepared
study packets in sealed envelopes numbered consecutively.
REDCap was then used to randomly generate arm assignments
to each packet using simplerandomizationinal:1:1ratio [16].
All consenting participants demographic and socioeconomic
data were collected using a self-reported questionnaire
administered by atrained study data collector. In addition, the
study staff extracted clinical data from the patients medical
files. Upon discharge, the patients received a packet with
arm-specific follow-up and general discharge instructions.

https://mhealth.jmir.org/2022/6/e35155
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Each health center in the catchment area and KDH had a
study-specific patient registry to document return to care. Study
staff entered the following details into REDCap: return to care
status, SSI diagnosis (by nurse), treatment received,
hospitalization, patient referral, and need for surgica procedures,
if any. Data collectors contacted each woman on POD 30 to
validate what was captured in the registry and to ensure that no
follow-up visits were missed.

Statistical Analysis

Data were analyzed using Stata (14.0 version, Stata Corp)
statistical  software. We characterized study participant
demographics and clinical characteristics using descriptive
statistics. For the primary outcome, a patient was classified as
having returned to care if the return visit was documented in
the health center registry or if the patient reported returning to
the health center during the POD 30 follow-up call. In this
primary analysis, we excluded anyone without information on
return to care by POD 30 from analyses. Feasibility assessments
across Arms 1 and 2 were reported as the percentage of visits
where that specific task was completed. We used a Fisher exact
test at a=.05 significance level to assessthe association between
patients' return to care and interventionsimplemented in Arms
1 and 2 as compared to Arm 3 (standard of care). We used a
logistic regression model to assess the impact of study
interventions on return to care, controlling for potential
confounders that were unbalanced at baseline. In this primary
analysis, we excluded anyone without information on return to
care by POD 30 from analyses. We used chi-squared tests to
assessfor differencesin having information about return to care
by study arm and by patient demographics. We also conducted
a sendgitivity anaysis, whereby any individua missing
information on return to care was presumed to have not returned
to care.

Power

The estimated sample size was 364 patients per arm, for atotal
of 1092 patients. We anticipated an SSI rate of 15%, which
would result in 55 SSIs per arm. Assuming an 80% return to
care rate in the two intervention arms and a 40% return to care
rate in the standard of care arm, we would have 81% power to
detect a difference between the two intervention arms as
compared to the routine care arm. The trial was halted when
1166 patients were enrolled (in excess of the targeted sample
size of 1092).

Ethical Consider ations

Eligible women gave informed consent prior to participation.
The study team members provided information in Kinyarwanda,
including details of the three study arms and the right to
withdraw from the study or refrain from giving information at
any stage. Deidentified data were collected and managed using
REDCap. This study was approved by the Rwanda National
Ethics Committee (848/RNEC/2016) and Partners Human
Research Committee (2016P001943/M GH). Seven monthsinto
the study, a Data and Safety Monitoring Board reviewed the
study participants’ safety, data quality, and midterm outcomes,
and deemed it appropriate to continue to study completion.
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Results

Intotal, 1166 women were enrolled, of which 107 (9.1%) were
excluded—95 residents of Mahama Refugee Camp and 12
patients who developed an SSI while at the hospital. Of the
enrolled patients who were randomized at discharge, 34

Kateeraet al

participants were removed from analysis—30 participants who
remained in hospital after discharge to attend to their admitted
neonates and 4 participants who were assigned to one arm but
inadvertently received the follow-up of another arm. Of the
remaining 1025 women, 335 (32.7%) were randomized to Arm
1, 334 (32.6%) to Arm 2, and 356 (34.7%) to Arm 3 (Figure 1).

Figure 1. Flow chart of patient randomization into two treatment arms and one standard of care arm. a one patient from Arm 1 received a phone call
instead of an in-person visit, and 3 patients from Arm 3 received the in-person intervention despite being randomized into the control group; these 4

patients were excluded from analysis.

1166

Total patients enrolled:

Y

Residents of Mahama Refugee Camp: 95

Developed SSI while at hospital: 12

at discharge: 1059

Participants randomized

h 4

- - - »| Neonates admitted: 30

Received wrong intervention: 42

1025

Sample for analysis:

h 4 ¥

v

Arm 1: 335 (32.7%) Arm 2: 334 (32.6%)
Visited at home Called at home

There were no significant differences between the three groups
for most demographic variables (Table 1), including age (P=.29),
marital status (P=.2), occupation (P=.496), or type of insurance
(P=.15). The only statically significant differences found were
regarding education and income. Women in Arm 3 were more
likely to report having only a primary education (P=.006).

https://mhealth.jmir.org/2022/6/e35155

Arm 3: 356 (34.7%)
Standard of care

Women in Arm 2 were significantly morelikely to report higher
income (P=.03). There was no significant difference between
thethree groupsin terms of their accessto health care, measured
by the cost of transportation from the woman's home to the
nearest health center (P=.93) and thetravel timefrom awoman’s
home to the nearest health center (P=.25; Table 1).
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Table 1. Demographic characteristics of study participants by study arm (n=1025).

Characteristics Total, n (%) Arm 1: homevisit ~ Arm2: phonecal  Arm 3: standard of care P value
(n=335), n (%) (n=334), n (%) (n=356), n (%)

Age (years) 28
18-21 174 (17.0) 52 (15.5) 50 (15.0) 72(20.2)
22-30 549 (53.6) 182 (54.3) 178 (53.3) 189 (53.1)
>30 302 (29.5) 101 (30.2) 106 (31.7) 95 (26.7)

Education .006
No education 90 (8.8) 29(8.7) 39(11.7) 22(6.2)
Primary education 696 (67.9) 225 (67.2) 205 (61.4) 266 (74.7)
Secondary education 214 (20.9) 75 (22.4) 82 (24.6) 57 (16.0)
University education 25(2.4) 6(1.8) 8(24) 11(3.1)

Marital status 2
Single 95(9.3) 28(8.4) 26 (7.8) 41 (11.5)
Married 446 (43.5) 156 (46.6) 148 (44.3) 142 (39.9)
Living with a partner 480 (46.8) 150 (44.8) 160 (47.9) 170 (47.8)
Separated (divorced or widowed) 4(0.49) 1(0.3) 0(0) 3(0.8)

Occupation 496
Student 10 (1.0) 2(0.6) 5(15) 3(0.8)
Farmer 874 (85.3) 289 (86.3) 280(83.8) 305 (85.7)
Employed 38(3.7) 8(2.4) 15 (4.5) 15 (4.2)
Self-employed 69 (6.7) 28(8.4) 21(6.3) 20(5.6)
Housawife 34(3.3) 8(2.4) 13(3.9) 13(3.7)

Income® (US $) 03
>33.70 854 (83.3) 290 (86.6) 264 (79.0) 300 (84.3)
<33.70 171 (15.7) 45 (13.4) 70 (21.0) 56 (15.7)

Type of insurance A5
No insurance 24 (2.3) 5(1.5) 10(3.0) 9(2.5)
Community-based insurance 941 (91.8) 316 (94.3) 297 (88.9) 328(92.1)
Private insurance 60 (5.9) 14 (4.2) 27 (8.1) 19 (5.3)

Cost of transportation from home to health center? (US $; n=969) 93
<1.12 586 (60.5) 192 (60.0) 192 (61.3) 202 (60.1)
>1.12 383 (39.5) 128 (40.0) 121 (38.7) 134 (39.9)

Timefrom hometo health center (n=964) .25
<1 hour 881 (91.4) 288 (90.0) 281 (90.7) 312 (93.4)
>1 hour 83(8.6) 32(10.0) 29 (9.4) 22(6.7)

8Calculated using an exchange rate of US $1 to 890 Rwandan Francs.

Of the 335 women in Arm 1, 295 (88.1%) were successfully
visited intheir homesand had the full SSI assessment completed
by the SCHW (Table 2). The primary reasonsfor noncompletion
in Arm 1 were prolonged hospitalization of either mother or
baby or an inability to contact the mother to confirm the home
visit appointment. Of the 334 womenin Arm 2, 67.7% (n=226)
were successfully called and assessed over the phone by a
SCHW for an SSI. The primary reasons for noncompletion in

https://mhealth.jmir.org/2022/6/e35155
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Arm 2 were as follows: lack of maobile phone ownership, poor
network coverage, or the phone belonging to another person
(eg, husband or neighbor). Women in Arm 1 had slightly higher
rates of reporting SSI symptoms as compared towomenin Arm
2 (Table 3). As Arm 3 was the standard of care arm, there was
no attempt to contact patients either via phone cal or home
visit.
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Table 2. Feasibility of community health worker intervention arms.

Interventions and call attempts Values, n (%)

Home visit intervention (n=335)

Number of patients who were visited and assessed for SSI? by CHWP at patient’s home 295 (88.1)
Home visits attempted by study CHW 295 (88.1)

Completion of stepsto conduct home visit

Study CHW was able to find local CHW in patient’s village 281 (95.3)
Study CHW was able to locate patient’s home 295 (100)
Study CHW was alowed into patient’s home 295 (100)
Patient was at home when study CHW arrived 287 (97.3)
Patient allowed study CHW to ask SSI screening questions 295 (100)
Patient allowed study CHW to physically examine her 295 (100)

Phone call intervention (n=334)
Phone call to patient attempted by study CHW 319 (95.5)
Number of patients who were called and assessed for SSI by CHW over phone 226 (67.7)
Phone call attempt #1

Phone number went through, or phone rang (n=319) 268 (84)
Phone call resulted in talking with the patient (n=268) 167 (62.3)
Outcomes of talking with patient (n=167)
Patient answered SSI screening questions at time of call 163 (97.6)
Patient was busy 3(1.8)
Patient did not respond, reason not recorded 1(0.6)

Reason for not talking with patient (n=101)

Wrong number 7(6.9)
Patient did not pick up the phone 6(5.9)
Another person picked up the phone, patient was not available 87 (86.1)
Not reported 1(1.0
Patients requiring a second attempt (n=319) 156 (48.9)

Phone call attempt #2

Number of patients who were called a second time (n=156) 133 (85.3)
Phone number went through, or phone rang (n=133) 89 (66.9)
Phone call resulted in talking with the patient (n=89) 51 (57.3)
Outcomes of talking with patient (n=51)
Patient answered SSI screening questions at time of call 50 (98)
Patient did not respond, reason not recorded 1(2

Reason for not talking with patient (n=38)

Patient did not pick up the phone 4(11)

Another person picked up the phone, patient was not available 33(89)

Not reported 1(3)
Patients requiring a third attempt (n=156) 106 (67.9)

Phone call attempt #3

Number of patients who were called a second time (n=106) 83 (78.3)
Phone number went through/phone rang (n=83) 36 (43)
Phone call resulted in talking with the patient (n=36) 13 (36)
https://mhealth.jmir.org/2022/6/e35155 JMIR Mhealth Uhealth 2022 | vol. 10| iss. 6 [e35155 | p.88
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Interventions and call attempts

Values, n (%)

Outcomes of talking with patient (n=13)

Patient answered SSI screening questions at time of call
Reason for not talking with patient (n=23)

Wrong number

Patient did not pick up the phone

Another person picked up the phone, patient was not available

13 (100)

1(4)
2(9)
20 (87)

83Sl: surgical siteinfection.
BCHW: community health worker.

Table 3. CHW? screening results by study arm (n=523)P.

Responses to CHW screening

Arm 1: homevisit (n=295), n (%) Arm 2: phone call (n=228), n (%)

Fever since discharge (n=522)

Pain since discharge
Discolored drainage since discharge

CHW suspected wound infection

CHW advised patient to return to care (n=482)d

35°(11.9) 22(9.7)
51 (17.3) 32 (14.0)
46 (15.6) 20 (8.9)

52 (17.6) 29 (12.7)
56° (20.3) 30' (14.6)

8CHW: community health worker.

BArm 3 not included because no CHW screenings occurred in the standard of care arm.

®Missing datafor 1 patient, n=294.

dAmong those for whom CHW suspected wound infection in the home visit arm, 1 patient was not advised to return to care.

®Missing data for 19 patients, n=276.
"Missing data for 22 patients, n=206.

We had information on return to care for 896/1025 (87.4%)
women, as described in Table 4. Women in Arm 2 were
marginally, but nonsignificantly, more likely to have this
information recorded (P=.06). There were no differences in
having this documented among key demographics; though
women with higher monthly incomes were more likely to have
information on return to care recorded (P=.03). In the primary
analyses, there was no difference in care-seeking behavior
between the three arms. Women across al three arms had high
rates of returning to clinic by POD 30 (99.7%in Arm 1, 98.4%
in Arm 2, and 99.7% in Arm 3), with no significant statistical
difference between them (P=.21 crude; P=.19 adjusted). Reasons

https://mhealth.jmir.org/2022/6/e35155

for returning to care were not significantly different between
the groups, with similar percentages of women returning for
either routine wound care (n=253, 89.4% in Arm 1; n=264,
88.6% in Arm 2; and n=278, 90.3% in Arm 3; P=.08) or for a
specific concern related to their c-section (n=30, 10.6% in Arm
1; n=34, 11.4% in Arm 2; and n=30, 9.7% in Arm 3; P=.08).
Therewere similar rates of nurse-diagnosed SSIsin each group
(n=33,11.9%in Arm 1; n=34, 11.6%in Arm 2; and n=28, 9.3%
in Arm 3; P=.54). Inthe sensitivity analysis, differencein return
to carerates by study arm remained insignificant (P=.19 crude;
P=.26 adjusted).
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Table 4. Return to care behavior by 30-day post—c-section® by study arm (n=896).

QOutcomes Total, n (%) Arm 1: homevisit,n  Arm 2: phonecall,n  Arm 3: standard of P value
(%) (%) care, n (%)
Patients randomized 1025 (100) 335(32.7) 334(32.6) 356 (34.7) N/AP
Ptients® with 30-day follow-up data 896 (87.4) 284 (84.8) 303 (90.7) 309 (68.8) N/A
Sour ce of 30-day follow-up data®
Phone call with patient 555 (61.9) 180 (63.4) 188 (62.1) 187 (60.5) 77
Health center registry 635 (70.9) 194€ (68.6) 215 (71.0) 226 (73.1) A7
District hospital medical records 18 (2.0) 11(3.9) 2(0.7) 5(1.6) .02
Patients’ who returned to care (n=896) 889 (99.2) 283 (99.7) 298 (98.4) 308 (99.7) 219
Among those with 30-day follow-up data (n=889)
Reason for returning to care .8
Routinewound care (wound check 795 (89.4) 253 (89.4) 264 (88.6) 278 (90.3)
and removal of stitches)
Concernrelatedto c-section (fever, 94 (10.6) 30 (10.6) 34 (11.4) 30(9.7)
pain, and concern about wound)
Patient returned to care with nurse-di- 95 (10.7) 33 (11.9) 34l (11.6) 28K (9.3) .54

agnosed SSI" (n=871)

8c-section: cesarean section.

BN/A: not applicable.

“Those who were randomized.

9information could have been collected from more than one source.
®Missing data for 1 patient (n=283).

MThose with 30-day follow-up data.

9pP=.19 from likelihood ratio test (from logistic regression models controlling for education and income).

hss): surgical siteinfection.

iMis,sing datafor 5 patients (n=278).
jMis'sing datafor 6 patients (n=292).
KMissi ng data for 7 patients (n=301).

Discussion

Principal Findings

Surprisingly, nearly all patientsin our study returned to care at
least once by POD 30, with no significant difference in
follow-up between arms. This contrasts with thefindingsin the
Central African Republic, where astudy reported that only 25%
of surgical patients returned for a POD 30 follow-up visit [21].
A possible reason for thisisthat Rwanda, asmall country with
a strong functional decentralized public health system [22],
offers greater access to follow-up care.

In this study, we observed that home-based follow-up care of
participants allows the sSCHW to enter the women's homes,
physically examine them, and take a photo of their wound. As
close to 90% of participants in Arm 1 successfully visited and
were assessed for SSI, we found that home visits are afeasible
waly to conduct post—c-section care. In rural Rwanda and many
other low-resource settings, CHWs already provide in-home
screening for child health [10], maternal health [23], and HIV
care [24] referrals. The high feasibility of in-home screening

https://mhealth.jmir.org/2022/6/e35155

could be due to the familiarity women have with the CHW
system and how they value support from CHWs[24,25].

On the other hand, SSI screening by phone excluded close to
30% of women. Other studiesin Tanzania[12] and Sudan [26]
aso demonstrated gaps in using telephone calls for
postdischarge surveillance of SSls. Currently, only 54% of
households in Rwanda own a mobile phone [18].
Telephone-based interventions may be more feasible as phone
access and network coverage expand. Two recent systematic
review articles assessing the use of smartphonesto identify SSI
found that there are few articles in the literature, the majority
are in high income settings, and they require smartphone
ownership by patients. We have not found any other experience
of CWH homefollow-up for SSI identification and care[27,28].
Currently in the rural Rwandan setting, in-person sCHW
visitation at the patient's home provides greater follow-up
coverage than phone calls alone.

Despite the null resultsin the difference between rates of return
to care, this study has important implications linked to our
understanding of the financial risks associated with health care
seeking in this population. Undergoing ac-section isafinancial
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burden for women in rural Rwanda [29]. Thisis true even for
women covered by community-based health insurance. Our
group has previously reported that the median out-of-pocket
cost of transport for asingle visit to the health center for women
who received a c-section at KDH is up to 10% of their monthly
income and that those who spent more money had increased
risk of SSI [30]. Transportation cost was also self-reported by
patients from Arm 3 of the study to be a barrier to health care
seeking in the postoperative period [ 11]. These costs of transport
were uniform across the arms of the study, asall three arms had
equal rates of return to clinic.

In this setting, approximately 90% of patients do not develop
an SSl. Treatment of an SS| isaprincipal reason for return to
health center for care that cannot be provided by a CHW. Thus,
accurate home rule-out of a post—c-section SSI can eliminate
the need for 90% of women undergoing c-section to make the
return journey and incur the out-of-pocket expense of transport
to the health center. Given the financial burden of transport to
the health center and the feasibility of in-person CHW SSI
screening, leveraging the existing CHW system in Rwanda to
bring postcesarean care to women’s homes could reduce both
financial barriersto care and medical impoverishment. Further
analysis is needed to determine the effect that home-based
surgical wound monitoring would have on reducing unnecessary
visits to the health center, health system cost savings, and
workload on clinicians, though promising results have been
shown in other settings [31,32]. This study’s findings will also
be used to devel op a supporting app to facilitate in-person SS
screening by CHWSs.

Limitations

This study had several limitations. Health center data may not
have been consistent in quality dueto variationsin study patient
tracking and data collection processes across sites. Targeted
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interventions, including calling health centers weekly with a
list of expected enrolled patients and monthly in-person audits
of each health center’s registry, were implemented to improve
patient tracking. We also called al patients on POD 30 regarding
their follow-up activities and SSI diagnoses. There was 100%
agreement between data from registries and phone callsfor the
228 patients from Arms 1 and 2 [19]. Secondly, we could not
accurately or consistently capture dates of health center visits.
As a result, we do not know when within-POD-30 women
returned to care and whether there were differences between
the intervention arms and the control arm. Additional research
isneeded to assesshow CHW interventions affect thetimeliness
of return to care for post—c-section SSI evaluation.

Conclusions

Wedid not observe adifferencein the rate of return to the health
center between women who were visited at home, who called
at home, and who asked to continue with standard of carevisits.
In fact, women in al groups demonstrated high levels of health
seeking behavior. However, our study found that home-based
post—c-section follow-up by CHWs facilitated by an mHealth
app to identify and refer SSlsis feasible. Our previous studies
have shown that health center visits can pose a significant
financial burden on women following c-section. Therefore, use
of home visits for postoperative care could greatly reduce the
nonmedical costs related to transport for routine follow-up for
women who do not develop SSIs. Home, mHealth-enhanced,
visits were also found to be more effective than phone-based
follow-up for connecting CHWswith patients. Thus, homevisits
have the potential to greatly reduce the patient's economic
burden of post—c-section care. Future studies to understand the
acceptability of CHW home visits for patients and health care
workers are needed before this can be adopted as a standard
care protocol.
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Abstract

Background: Theinternetisauseful web-based multimediaplatform for accessing and disseminating information unconstrained
by time, distance, and place. To the health care sector’s benefit, the advent and proliferation of mobile devices have provided an
opportunity for interventionsthat combine asynchronous technol ogy-ai ded health servicesto improvethelives of theless privileged
and marginalized people and their communities, particularly in developing societies.

Objective: This study aimed to report on the perspectives of the different stakeholders involved in the study and to review an
existing government mobile health (mHealth) program. It forms part of a study to design a re-engineered strategy based on the
best demonstrated practices (considerations and methods) and learned experiences from the perspectives of multiple stakeholders
within the digital health innovation ecosystem in South Africa.

Methods: Thisstudy used an ethnographic approach involving document review, stakehol der mapping, semistructured individual
interviews, focus group discussions, and participant observations to explore, describe, and analyze the perspectives of its
heterogeneous participant categories representing purposively sampled but different constituencies.

Results. Overal, 80 participants wereinvolved in the study, in addition to the 6 meetings the researcher attended with members
of agovernment-appointed task team. In addition, 46 archived records and reports were consulted and reviewed as part of gathering
data relating to the government’s MomConnect project. Among the consulted stakeholders, there was general consensus that the
existing government-sponsored MomConnect program should be implemented beyond mere piloting, to as best as possible
capacity within the available resources and time. It was further intimated that the scal ability and sustainability of mHealth services
as part of an innovative digital health ecosystem was hamstrung by challenges that included stakehol der mismanagement, impact
assessment i nadequacies, management of data, lack of effectiveleadership and political support, inappropriate technology choices,
eHealth and mHealth funding, integration of mHealth to existing health programs in tandem with Goal 3 of the Sustainable
Development Goals, integration of lessons learned from other mHealth initiatives to avoid resource wastage and duplication of
efforts, proactive evaluation of both mHealth and eHealth strategies, and change management and devel oping human resources
for eHealth.

Conclusions: Thisstudy hasonly laid afoundation for the re-engineering of mHealth serviceswithin thedigital health innovation
ecosystem. This study articulated the need for stakeholder collaboration, such as continuous engagement among academics,
technologists, and mHealth fieldwork professionals. Such compelling collaboration is accentuated more by the South African
realities of the best practicesin the fieldwork, which may not necessarily be documented in peer-reviewed or systematic research
documents from which South African professionals, research experts, and practitioners could learn. Further research is needed
for the retrospective analysis of mHealth initiatives and forecasting of the sustainability of current and future mHealth initiatives
in South Africa.
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Introduction

Background

The term digital health innovation ecosystem (DHIE) entails
the systematization of digital health networks, environments,
and communities (stakeholders) relying on information and
communication technology (ICT) to connect and relate with
each other for the purpose of improving health services.
Furthermore, it empowers patients to manage their well-being
and that of their families and communities [1]. The process of
developing and designing a health service requires an in-depth
understanding and knowledge of the ecosystem, as well as
holistic consideration from different stakeholder perspectives
[2]. Accordingly, the design processisintended for the use and
distribution of a (health) product at any moment and at any of
its location points to people during the product’s lifetime, to
the advantage of those whose needs are not appropriately
addressed. In the context of this study, the centralization of the
DHIE underpins the researcher’s effort to explore and identify
the fundamental tenets in the design, application, and
implementation of a digitalized health product with respect to
its entire value chain of networks, environments, and
communities[3]. The networksin the |CT-dominated ecosystem
or environment are constituted by health care stakeholders,
institutions, and devices. Such an environment is characterized
principaly by the successful implementation of interactive
digital best demonstrated practices and solutions [4]. In this
study, the DHIE is pivotal, as it is the term or concept or
phenomenon around which the implementation efficacy (or
otherwise) of the MomConnect project (as a demonstration
case) could be determined as an initiative of the National
Department of Health (NDOH) in its efforts to introduce and
implement a national rollout of the digital health strategy for
South Africa[5].

Given the aforementioned context of the DHIE, this study
focuses on an important topic pertaining to theimplementation
of the MomConnect project, which has had a nationwide rollout
in South Africa. It is not a small-scale pilot project limited to
severa facilities or asingle district but has been implemented
nationwide and emphatically referred to since 2014 by previous
Ministers of Health and iscurrently in their annual health budget
speeches as an indication of the government’s irreversible
trgjectory toward the digitization of health services as a means
to broaden access[5,6]. Therefore, thisresearch on sustainability
issues and the factors affecting its successis critical.

Technology-assisted health care service delivery isregarded as
the new frontier of innovations in health care, facilitated by
improvements in ICTs and the internet's asynchronous
interconnectivity [4]. Mobile health (mHealth) technology—part
of eHealth—is a multidisciplinary field cutting across health
care, medical, and technological sciences, connecting medical
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informatics, business, and public health through internet-based
technologies [7]. At the same time, experience has shown that
the scalability and sustainability of mHesalth services as part of
an innovative digital health ecosystem could be hamstrung by
factors such as stakeholder mismanagement, lack of political
support, appropriate choice of technology, funding, and
integration of mHealth into existing health programsin tandem
with the Sustainable Development Goals[7].

In many developing countries, innovative initiatives aimed at
enhancing the delivery of health services and disease
management have been stifled by pilotitis—defined as a state
of perpetual preliminary testing of projects in terms of which
many technological innovations and initiatives, including
mHealth, have not progressed to their intended full capacity
[8]. A perennial state of pilatitis is caused by, among other
factors, inadequate monitoring and evaluation systems, weak
interorganizational and intraorganizational control mechanisms,
and poor in-country digital architectures [8]. Project Kopano
in South Africa and Hello Mama in Nigeria are examples of
projects that stagnated because of pilotitis and did not develop
beyond their pilot phases. Consequent to pilotitisand its negative
organizational impacts, the objective of addressing Sustainable
Development Goal 3 (good health and well-being) is
jeopardized, as health technological developments are not
accessibleto most peoplefor whom health care service provision
is an absolute requirement [9].

The digital management of diseases through mHealth and
eHealth reflects the development, adoption, and integration of
ICT-based innovations in health care service planning,
management, and delivery [10]. However, health care facilities
and systemsin many devel oping countries are still paper-reliant
in many parts of their operations, which stifles progressinsofar
as digitally improving the quality, safety, and productivity of
their health care servicesis concerned. mHealth has ushered in
important changes through its facilitation of access and
willingness to use portable devices for health care needs.
mHealth is a medical and public health system that promotes
the enhancement of health serviceswith the support of wireless
multimedia technologies such as mobile phones and other
devicesfor monitoring patients and their recovery progressand
well-being [11]. mHealth and eHealth have the potential to
support and strengthen existing health care programs, rather
than focusing on the discovery of new treatments and the
development of clinical interventions by themselves[12]. Such
a complementary approach in developing countries is
significantly helpful, considering the plethora of factors such
as adverse conditions (eg, poverty), limited investments, and
resource constraints (eg, provision of safe drinking water,
sanitation, basic education, medicines, and skilled personnel).
For example, patients adherence to medication could be
enhanced through mHealth, rather than administering new
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medication when the only issue was adherence (a factor of
educating patients), and not areflection on the effectiveness of
the health care system in general or aparticular program within
the health system.

The application of mobiletechnology—based health care services
(mHealth) isacredit associated with the introduction of ICT in
health development. However, the design strategies and
capabilities of such devices have also been questioned [11]. A
differentiation between user-centered and stakehol der-centered
designsisworth mentioning. I ninformation technology systems
architecture or design science, the 2 concepts are used
interchangeably, although stakeholder-centered design is more
applicablein the context of public health systems. In thisregard,
a stakehol der-centered design perspective was adopted in this
study. A stakeholder design is defined as a process intended for
the use of a (health) product at any moment and at any of its
location points by all people during the product’s lifetime to
the advantage of those whose needs are not appropriately
addressed [13]. Every effort should be made to identify and
understand these stakeholders and address their needs to keep
the chain intact [13].

The aim of this study was to share the perspectives of the
different stakeholder groups involved in the design and
implementation of a maobile app used in maternal health care
servicesin aparticular DHIE. Theresearch question that guided
the research for this paper is: What are the perspectives of the
different stakeholder groupsin theform of best practices, lessons
learned, or issues identified based on their involvement in the
design, devel opment, and use of a specific mHealth application?
The insights gained from this study should assist in moving
health innovations beyond the pilot stage.

Background totheM omConnect Project of the NDOH

The MomConnect project isaproduct of the NDOH’s National
Digital Health Strategy (NDHS) intended to meet health targets
and simultaneously maintain the momentum thereof, that is,
scalability and sustainability [2,5]. The NDHS itself (launched
in 2019) incorporated and combined eHealth and mHealth
strategies, both of which have been periodically reviewed every
5yearssince 2014 (the year of MomConnect's official launch).
Conceptually, eHealth premises on the provision of health care
through ICT to empower patients, families, and communities
intheimprovement, monitoring, and management of their health
and well-being [11]. Meanwhile, mHealth relates to medical
and public health practices and disease management programs
supported by arange of interactive | CTs such as mobile phones,
patient monitoring devices, and PDAs [1,14]. In essence, the
current NDHS (2019-2024) is cognate from the review of the
National eHealth Strategy (2012-2016), which focused mainly
on improving governance systems and structures, integration
of information systems, and technological enhancement and
interface of the health care system and its users[6].

The merging of eHealth and mHealth by the NDOH signifies
the need for critical considerations for a re-engineered and
coordinated mHealth strategy that incorporates funding for
eHealth and mHealth, impact assessment, management of data,
effective leadership and governance from the NDOH, integration
of lessons learned from other mHealth initiatives to avoid
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resource wastage and duplication of efforts, proactive evaluation
of both mHealth and eHealth strategies, and change management
and developing human resources for eHealth [5,6]. Moreover,
contemporary issues of mHealth services could be addressed
by applying digital development principles to strengthen best
practices and address existing implementation gaps [10].
Furthermore, the centralization of adigital health system at the
NDOH was viewed as a critical step in ensuring coordinated
governance and effective leadership [6].

Asespoused by the NDOH, thevision of the NDHS (2019-2024)
is premised on the betterment of all South Africans' lives
through digitized person-centered health services within an
ecosystem inhabited by people and technol ogy-driven processes
[6]. The prioritized outcomes for better health for all South
Africans rested on the Kkey strategic pillars of
person-centeredness, broadening access to health services,
innovative sustainability, workforce-inspired  economic
development, and an interdepartmentally collaborative
government approach. The strategic components of the digital
health strategy are also mention worthy, as they cohere with
some specific reference the study has made of the
NDHS-MomConnect linkage, most of which have also emerged
ascritical variablesin thefindings. These 9 strategic components
inthe NDHS documents areleadership, stakeholder engagement,
investment in strategy, governance, systems architecture and
standards, digital apps and their services, connectivity
infrastructure, legidation, policy and compliance, and workforce
capacity (for economic devel opment).

An Overview of MomConnect

The MomConnect project (which is not the strategy per se and
isthe demonstration case and overarching point of referencein
this study) was officially launched in August 2014 as the
NDOH'sinitiative for the improvement of maternal, child, and
women’'shealth (MCWH) services[6]. This project wasfounded
on key elements, all of which are interstitially associated with
maternal and child health and well-being until the newborn
child is aged 1 year [5,6]. These elements are subscription (of
users and beneficiaries to the mobile service), registration (of
userson the national database through acommon Unstructured
Supplementary Service Data[USSD] number with the assistance
of health care workers at the nearest health facility), SMS text
messaging (NDOH SM S text messages relating to all relevant
MCWH information), service rating (use of the free USSD
number to rate the service using mobile devices), and
compliments and complaints by usersto local districts.

From its inception, this project was viewed as the flagship or
standard of digitally propelled national programs of care for
materna and child health servicesin health carefacilities across
South Africa (Pillay Y, BP, unpublished data, April 2022) [5].
MomConnect was proudly welcomed by virtualy al its
beneficiaries, namely, the health care users who were mothers
using MCWH services, pregnant women who camefor antenatal
care (ANC), and mothers who came for postnatal care.
Notwithstanding some challenges, some observable success
factors of MomConnect (since August 2014) included
registration of >1.9 million users, aminimum daily rate of 1000
SMS questions asked by users, 9 times more compliments
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received than complaints, and additional specific elimination
of mother-to-child transmission messaging for women who
have been HIV positive since September 2016 [6]. Nurses and
auxiliary personnel at public health care facilities encourage
and help pregnant women and new mothers register for
MomConnect. Once registered, these women receive 2 to 3
SM Stext messages per week based on their stage of pregnancy
and through the child’sfirst year of life. MomConnect message
content is timed to the expected month of delivery and covers
topics such as vaccination and checkup reminders, exclusive
breastfeeding recommendations, psychosocial parenting tips,
and baby development.

Given MomConnect’s envisaged national impetus since its
inception, it is therefore fait accompli that its scalability and
sustainability factorswould constitute the most salient variables
within the DHIE parameters. The scalability and sustainability
of a large-scale project such as MomConnect are achieved
optimally by meeting targets and maintaining the momentum
at the same time [2]. In general, project scalability and
sustai nability investigations are necessitated by challenges that
were likely to relegate such potentially viable eHealth and
mHealth services to a state of pilotitis [15]. Scalability most
profoundly relates to quantitatively broadening or increasing
access to health care services, whereas sustainability is
concerned with qualitatively ensuring long-term success and
continuation with unconstrained availability of financial, human,
and infrastructural resources [5,8]. However, the current
environment of MomConnect’'s implementation is il
characterized by environmental factors reminiscent of a state
of pilotitis. For instance, the implementation task team was
focused more on scale (digital services expansion) than on
sustainability (long-term durability) from the beginning of the
initiative. It was performance driven, based on achieving targets.
Once there was sufficient (quantitative) achievement on the
target side, sustainability (qualitative) became a casualty. In
addition, critical factors that were moderate at MomConnect’s
inception in 2014 became more critical, such as fundraising,
exploring the registration of MomConnect as an independent
entity, equitable allocation of contracts to competent digital
service providers, stakeholder conflicts of interest when
appointed to the board of the new entity, and perpetual legal
advice being sought, among others.

The original MomConnect content was created by BabyCentre,
adapted for the South African context by ateam of local experts,
customized for the length of an SMS text message (160
characters), and reviewed by a panel of experts including
maternal health clinicians. A component of MomConnect has
a task team that meets the most active stakeholders monthly
[16]. MomConnect was sel ected as a case examplein this study
because it isthefirst nationally scaled-up mHealth service. An
in-depth study of its implementation from a service design
perspective may assist in obtaining evidence-based and
best-practice mHealth implementation strategies. From a
technical perspective, mHealth implementation also includes
user-provider ethical components such as trustworthiness,
privacy, and confidentiality.
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As South Africa’s first national-scale mHealth service, the
implementation of MomConnect has the potential to fill the
knowledge gap in mHealth implementation dynamics (which
may include service design) [17]. There is currently limited
published research in Sub-Saharan Africa on large-scale
mHealth implementation on which to establish empirical
investigation pertaining to the exploration of the well-designed
efficacy and effectiveness of mHealth services [17]. The latter
view is supported by the fact that the proliferation of mHealth
initiatives in many developing countries has not necessarily
translated into rollouts at the national level, as well as the
practical implications of these projects on the routines of the
facilitiesat which they have beenrolled out [ 18] (NDOH, 2014).

Study or Research Framework

The study framework shown in Table 1 depicts 3 critical
variables, namely, various categories of participants as the
sources of data, research methods or instruments through which
particular types or forms of data were generated, and the
approach adopted to analyze the accumul ated data. Necessarily
so, these 3 diagrammatically represented variables are aso
indicative of the route of the study, that is, the most salient
processes and activities performed throughout the study from
itsinception and conclusion [19,20]. The approach adopted by
the researcher in analyzing the accumulated data in this
predominantly qualitative-ethnographic study is critical and
mention worthy, because it (approach) underpins the logic and
rationale for the study and al its associated processes, which
are captured to varying degrees of detail, particularly in the
Methods and Results sections.

Regarding the aforementioned approach, the study framework
reflects and encompasses a practitioner-researcher perspective
in terms of which the researcher is simultaneously an active
participant or observer in the situation being analyzed [21]. In
addition, the practitioner-researcher approach has been
influenced by the fact that the researcher isa so apublic health
practitioner with >10 years of experiencein thefield. Moreover,
the researcher served as a member of the MomConnect Task
Team from November 2015 to June 2018 when he was
employed by one of the implementing partner organizations
and seconded to the NDOH to implement the elimination of
mother-to-child transmission of the HIV component of the
MomConnect initiative. This was the period during which the
various critical activities and processes of the study were
conducted.

Largely as afactor of the practitioner-researcher approach, the
research approach depicted in Table 1 highlights the
practitioner-researcher perspective asinfluential in shaping the
study framework with respect to the chronol ogy of the research
process as clearly demarcated in the 2-phased stages (January
2017 to June 2018) showing the empirical and nonempirical
(eg, document review) domains of the investigation. It is also
clear from Table 1 that al the research-related activities and
processes are cohesively bound and characterized by 2
indispensable components. simultaneity and contiguity.
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Table 1. Depiction of study framework.

Sibuyi et a

Stages of research and participant category and source  Activity period Research method and type of Mode of data analysis and
of data data analytic tool
Phase 1
MomConnect repository and archived data(includ-  January 2017 to June 2018 Document and literaturere-  Content analysis
ing minutes and reports dated February 2014 to view
June 2018)
Phase 2
Ministerial Advisory Committee on eHealth January to December 2018 Interviews Thematic analysis
MomConnect task team
January to December 2018 Stakeholder relationship Discourse and conversational
mapping andysis
January to December 2018 Interviews Thematic analysis
MomConnect task team meetings January to June 2018 Ethnographic observations Discourse and conversational
analysis
Clinical staff January to December 2018  Interviews Thematic analysis
Auxiliary health personnel January to December 2018 Interviews Thematic analysis
Patients or health service users January to June 2018 Focus group discussions Thematic analysis

Thenotion of contiguity entailsthe inseparability of all relevant
research variables, whereas simultaneity encompasses the
development, occurrence, or undertaking of more than asingle
activity or process simultaneously [19,20]. For instance, all
phase 2 processes and activities are contiguous with the core
phase 1 activity. Inversely, thereview of pertinent literature and
relevant documents occurred throughout the research process.
Thus, these 2 phases are contiguous on the basis of their
complementarity aswell. By contrast, all phase 2 activitiesand
processes happened at different times and places in rea time
yet simultaneously in the context of the broader period during
which they occurred and were performed.

Table 1 aso clearly illustrates a multimodal approach of data
collection and analysis, which justifies reference to convergent
thinking and analysis as a tool for understanding the final
outcomes and consequent findings, in terms of which the broader
domain of MomConnect’s implementation strategies could be
justifiably assessed [20,22].

Methods

Research Setting

The study was conducted at 2 geographically disparate locations
in the Gauteng Province, South Africa. Thefirst setting wasthe
most appropriate, given that it was the physical location for the
offices of the NDOH, the fiduciary custodian of the
MomConnect project. In addition, members of both the
MomConnect Task Team and the Ministerial Advisory
Committee on eHealth (MACeH) were more accessible at this
sSite, as they regularly attended their meetings at the NDOH's
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offices. This venue was also crucia because it housed the
archived documents in the MomConnect repository. These
documents were instrumental in secondary data collection.

The second setting consisted of 4 inner-city primary health care
(PHC) facilities (clinics) located in thelargest city and economic
hub of the country. These 4 clinics were selected because they
were located in high-density populations, which ensured
large-scale involvement of the selected participants.
Furthermore, each of the 4 study clinics in Johannesburg’s
Region F offers similar PHC servicesthat predominantly focus
on HIV or AIDS.

Participant Characteristicsand Their Recruitment

A total of 5 stakeholder categories were involved in this study,
each representing both national-and facility-level perspectives.
The first category, the MACeH and health facilities, was
appointed by the Ministry of Health and is responsible for
advising the Minister of Health on policy-related matters
concerning eHealth. The second category, the MomConnect
Task Team, involved representatives of different private and
public sector organizations, academic ingtitutions, and
independent consultants. These representatives were involved
at different stages of the MomConnect implementation and have
held monthly meetings since the inception of the MomConnect
project. The third category involved professional clinical staff
at the 4 inner-city PHC facilities. Fourth, there were aso
auxiliary health personnel based at the same health care
facilities. The fifth and final informant category consisted of
patients or health care users. Table 2 illustratesthe 5 stakehol der
categories, aswell asthe primary data collection methods used
for each.
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Table 2. Participant categories sampled and their data collection methods (N=80).
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Participants and stakeholders

Composition

Count,n (%) Siteand datacollection method

Ministerial Advisory Committee on

eHealth

MomConnect Task Team

Clinical staff

Auxiliary health personnel

Patients or users

Consists of 1 senior government official representative from
each of the 9 provinces, academia, research organizations (eg,

CSIR®), and private sectors, as per the government gazette

NDOH officials and implementing partners (academia, fun-
ders, NGOs,® consultants, and research institutes)

Professional nursesworking at the 4inner-city clinics providing
ANCY servicesin Johannesburg Region F

Staff based at the facility who are not registered clinicians but
do interact with patients who come for ANC services, for ex-
ample, health promoters, lay counselors, community health
workers, and data capturers within the health care facility

Pregnant women and mothers visiting health care facilities
for maternal, child, and women’s health at the clinics; women
who were at the facilities on the specific day when researchers

were at the clinic were all sampled and formed part of FGDs

9(11) 1-on-1 (face-to-face, telephon-
ic, and virtual) interviews at
NDOH? offices

15(19) 1-on-1 (face-to-face, telephon-
ic, and Skype) interviews at
NDOH offices

5(6) Face-to-face interviews at the
inner-city PHCs®

6 (8) Face-to-face interviews at the
inner-city PHCs

45 (56) Five focus group discussions of

nine members each, at thein-
ner-city PHCs

8CSIR: Council for Scientific and Industrial Research.
PNDOH: National Department of Health.

®NGO: nongovernmental organization.

dANC: antenatal care.

€PHC: primary hedlth care.

FGD: focus group discussion.

Sampling of Research Sitesand Participants

Purposive sampling was used for the selection of all key
informants, based on our own professional judgment,
experience, and knowledge of the research environment,
informing us that the sampled participants complied with the
requirementsor criteriathat we determined before the execution
of the empirical data collection phase [20,23]. Nonprobability
convenience sampling was used for the selection of the 4
inner-city research sites based on their ready availability and
easy accessibility [9]. Both sampling methods were motivated
by thefact that the researcher was amember of the MomConnect
Task Team from October 2015 to June 2018. In this capacity,
he was appointed as adigital health expert and seconded to the
NDOH.

Description of the Different Research Methods

The MACeH representatives were selected mainly for
policy-related reasons, given their knowledgeability and close
interactions with the Ministry of Health. In contrast, the
MomConnect Task Team members were sampled based on the
fact that they represented different stakeholder constituencies
involved in the implementation of the MomConnect project at
thenational, provincial, district, and subdistrict levels; attended
the MomConnect Task Team meetingsregularly; and werevery
knowledgeable about the project’s functioning, mandate, and
expected deliverables when appointed by the government. This
team consisted of representatives of different private and public
sector organizations, academic institutions, and independent
consultants who have been involved at the different stages of
the MomConnect project’s implementation since its inception
in 2014. Professiona clinical staff were purposively selected
based on their practice-related knowledge and work experience

https://mhealth.jmir.org/2022/6/€18188

pertaining to the functioning of their inner-city health care
facilitiesin Johannesburg. Meanwhile, the selection of auxiliary
health personnel professional staff was influenced by our
concern with perceptions of their exclusion inthe MomConnect
activities, although they were expected to render servicesrelated
to the requirements of MomConnect users.

In contrast, the category of the purposively sampled health care
service userswere motherswho using MCWH services, pregnant
women receiving ANC, and mothers visiting the facilities for
postnatal care. These were the most direct beneficiaries of the
government’'s MomConnect initiative, and their knowledge,
experiences, and perceptions were indispensable to this study.

Data Collection M ethods and Processes

Overview

In essence, this study was conducted in 2 phases that are
distinguishable by their contiguity and simultaneity elements.
In varying degrees, both Tables 1 and 2 provide significant
information that also preludes the trajectory or approaches
adopted for the data collection and analysis processes. It isworth
noting that by virtue of the study’s broader domain of
simultaneity and contiguity, the data collection and its associated
analysis processes have seamlesdly (rather than chronologically)
integrated a methods-based orientation for data collection and
a participant-based orientation for the framework of results.
Whereas the methods-based orientation inevitably emphasizes
and accentuates the data, the participant-based orientation
prioritizes and particularizes the source of the data itself. As
such, relevant data were collected according to the research
methods described below.
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Literature and Document Review

The MomConnect repository itself was relevant, as it housed
the official institutional memory of the MomConnect Task
Team. This phase of data collection was of significant
importance to the study, as it facilitated the evauation of
MomConnect’'s decision-making processes, providing a
comprehensive background on the implementation process of
the project, aswell as an opportunity to examine the difference
between the planned and actua implementation of the
MomConnect project.

The document review included the official government’s
(NDOH'’s) MomConnect initiative work plan and other records.
In this regard, the MomConnect repository, located in the
NDOH, was aso a reservoir of information, including the
minutes of the MomConnect Task Team meetings. The
MomConnect repository contains publicly available documents
such as progress reports of implementation, archived and current
minutes of task team project meetings, survey reports, and data
and operational research documents or reports.

Stakeholder Relationship Mapping

Stakeholder relationship mapping basically refers to the
identification and categorization of the main project participants
(individuals, organizations, or ingtitutions) who directly or
indirectly have avested interest in the ultimate outcome of the
particular project based on their levels or stages of involvement
inthevery same project [24]. Stakehol der relationship mapping
was of critical importance, especially because poor and weak
program management challenges accounted for the failure of
scalability and sustainability capacity required for the delivery
of huge national projects such as MomConnect [25,26].
Therefore, stakeholder mapping was only applied to the
participant category located within the decision-making and
policy development echelons (such as the members of the
MomConnect Task Team) rather than to the project
implementers (eg, clinical and auxiliary health personnel) or
end users (ie, patients at the PHC facilities). In this study,
relationship mapping was only applied to the MomConnect
Task Team members through a written exercise, filling-in an
informed consent form, and returning to the researcher on the
same day. After informed consent was obtained, task team
memberswere emailed an exercise used to determine the nature
and range of their past and current rel ationships that may have
some impact on the MomConnect project.

Having obtained considerable background information and
knowledge through the systematic review of relevant literature
and documents, stakeholder mapping (similar to research
participant selection criteria) constituted thelogical phase before
the actual empirical data collection itself through interviews
and focus group discussions [27]. This mapping of the various
groups and stakeholders was critical as it enhances more
understanding of the relationships and interrelatedness of
individuals, groups, and the specific mHealth serviceitself. The
mapping process is focused on the exploration and
understanding stakehol der relationships rather than on finding
out who they are [28].
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Semistructured Face-to-face I nterviews

This phase of data collection was conducted with the
MomConnect Task Team members, MACeH, and clinica and
auxiliary health personnel.

Ethnographic Observation of MomConnect Task Team
Meetings

In research involving an empirical component, the observation
of participantsisan ongoing process (Pillay Y, BP, unpublished
data, April 2022). From an ethnographic perspective, the
observation of research participants further provides an
opportunity for the researcher to interact directly in
conversations or dialogues with the participants and observe
their attitudes, behavior, and interaction toward each other and
one another within their ecological parameters of the natural
environment to which they are very familiar and in which they
interpreted their reality and conditions [29,30]. In this regard,
participant observation complemented both the primary data
collection methods (ie, individual interviews and focus group
discussions).

Participant observation was facilitated by means of the
researcher's physical observation of and listening to
MomConnect Task Team members in their monthly meetings.
The observation rational e was to add value to this study to the
extent that more understanding was important for assessing the
stakehol der relationships and collaboration. Thelatter 2 aspects
were critical factors because they provided a basis for the
relative determination of the success or failure of project design,
planning, and implementation processes and dynamics at both
the bureaucratic and technocratic levels, given the composition
of both the MACeH and the MomConnect Task Team [19,31].
For the purpose of this study, and given the heterogeneous
representation of interests and constituencies within the
MomConnect Task Team, 3 of their monthly meetings were
attended. Field notesweretaken, focusing on their interpersonal
relationships, as well as their decision-making processes and
procedures in meetings. This phase was complementary to the
review of relevant MomConnect repository documents.

Focus Group Discussion With Service Users at
Inner-City PHC Facilities

As shown in Table 1, this targeted form of engagement,
interaction, and conversations was conducted with pregnant
women who came for MCWH services and ANC and mothers
who came for postnatal care. Focus group discussions were
advantageousinthat virtually all participantswere more at ease
sharing and learning in a group from the experiences,
knowledge, and perceptions of others[32].

Data Analysis Approaches

Both the heterogeneous nature of participant categories and the
range of ethnographically oriented instruments of data collection
triangulated the data analysis approach involving content,
thematic, discourse, and conversational analysis. The study
emphasizes that, despite their terminological variation, the
modes of analysisall fundamentally focus on deriving meaning
from themes developed from the content of empirical and
nonempirical research methods used in this study [18].
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Ethics Approval

Ethics approval was obtained from Cape Peninsula University
of Technology. Furthermore, access to conduct research was
endorsed by the NDOH, Gauteng Department of Health and
City of Johannesburg.

Results

Overview

In contradistinction with the methods-based approach of data
collection, the results framework presented in Table 3 is
emblematic of a participant-based orientation. As such, the
results or findings are presented based on the type or category
of participants as providers or sources of the self-same data
obtained through different methods. Notwithstanding the
transcendence of participant categories over the different data
collection methodsin thisregard, both methods and parti cipants
are dtill contiguously linked. There could be no empirically
generated data without participants as the vital source of the
information sought to fulfill the study’saim [1,20]. Accordingly,
the results framework in Table 3 is the outcome of the
participant-method contiguity. Most importantly, the results
reflect the convergence of data analysis methods, that is, the
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predominant thematic mode complemented by conversational
and discourse analysis.

Owing to the variability of research methods applied and the
vastness of the data collected, the results are presented in varying
degrees of detail consonant with aspectsthey addressin relation
to the development, implementation, and usability of the
MomConnect system of digitizing health care services for all
South Africans [6]. From the perspective of this study, the
development-implementati on-usability continuum is pivotal in
determining the extent to which the NDOH’s MomConnect
initiative could be demonstrated as a case of policy or strategy
success or failure with respect to its attendant sustainability and
scalability factors.

Table 3 is reflective of the eventual outcomes of various data
analysis processes adopted (Table 1) to construct meaning from
various participant categories representing various components
and aspects in the MomConnect policy development, strategy
design, and implementation and hedlth care service users
benefit. In the end, the convergence of the various data analytic
modes aso reflects the inextricability of participants
environmental dynamics (eg, vested interests and influences)
and the inevitable researcher-practitioner approach adopted.
Owing to the vastness of the data collected, the emergent themes
have been paired globally in groups rather than individually.
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Table 3. Results framework.

Participants and main theme Main category Subcategory

Ministerial Advisory Committee on eHealth (interviews)

Governance and |leadership mHealth? centralization mHealth service rationalization
Strategy integration eHealth and mHealth strategy perceptions Strategy application feedback
Stakehol der involvement Clinicians, technophobia or capacity building; _b

mHealth providers and consumer engagement

Research and devel opment Demonstrable evidence of implementation out- —
comes or impact; mHealth piloting perspectives

Service continuity

Sustainability Total cost of ownership and co-utility; cost of
ownership and cost utility; outsourcing culture

Scalability NDOHC financia and human resources; provincial
realitiesregarded as mHealth barriers, computing
infrastructural issues

Design thinking Lessons learned
Service implementation Human and financial resources

Ecosystem or environment

Organizational Vision, policies, and guidelines; governance and
leadership; political authority or oversight

Ethical aspects Privacy and security; data ownership

Integration Technical: infrastructure and interoperability

MomConnect Task Team (minutes)

Service conceptualization

Stakeholder considerations Facility-level consultation and collaboration
Design process Considerations, research and expansion consider-
aions
Integration Technical: infrastructure and interoperability
Roll out National to provincial scaling-up process; operaa —

tions and performance
Service continuity Service continuity; sustainability and evolution ——
MomConnect task team (interviews)
MomConnect as a case example
Member relationship mapping —

Support for MomConnect as acase example; dif- —
fering piloting views

Critical considerations mHealth and eHealth strategy Life spanwithin NDOH or integration of initiative
within health programing; ethical serviceimple-
mentation; uncertainty over sustainability

Ministry of Health prerogatives L eadership and management; teamwork; opera-  User-centered design; sustainability; change
tions; recommendations management; stakeholder management

Facility-level (clinicians, auxiliaries, and service users)
Service touch point capacity

Stakeholders Involvement of nurses or clinicians (capacity
building and NurseConnect); mothers, pregnant
women, and caregivers, foreign nationals (chal-
lenges)
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Participants and main theme Main category

Subcategory

Service implementation

Content of information; ethical considerations;
MomConnect hel pdesk and i nteractive communi-
cation with nurses; subscription and marketing;
service rating or feedback

Health care facility environment —

Operations

3mHealth: mobile health.
PNot available.
°NDDOH: National Department of Health.

Findings Emanating From the MACeH

A total of 6 main thematic statements and their associated
categories and subcategories emerged and are discussed in the
next sections.

Governance and Leadership

Especially in developing countries, governance and leadership
issues have been major determinants of the sustainable
implementation of health programs and services [25]. In this
regard, the MACeH interviews reflected general consensus for
the support of centralizing mHealth governance and control in
the NDOH: “In itself, the centralization factor entails both the
pros and cons of leadership and governanceissues.” Inthiscase,
centralization was viewed as beneficial because there were a
number of unsupervised health initiatives throughout the
country, and strong recommendations were mooted for anational
database or register to track the performance of mHealth in
various parts of the country. Such a step was viewed as
advancing the issues of both scalability and sustainability from
the very inception of any heath care initiative by the
Department. Thiswas aso viewed as atransparent process that
would reduce wastage and duplication of resources. Such a
trajectory would ensure that different mHealth implementers
are fully acquainted with what other stakeholders are doing.
Consequently, mHealth implementers would be capacitated to
build on what already exists and learn from the experiences of
others. Notwithstanding its advantages, some disadvantages of
centralization were al so observed. The bureaucratic nature of a
centralized system implied that implementers take along time
to obtain permissions, which causes an incremental loss of
opportunities during delays [12]. In addition, little or no
centralization inadvertently encouraged everyone everywhere
to have their own few mHealth projects that never scaled up
and remained mostly unknownto the NDOH. In suchinstances,
the need for centralization could be balanced with the need for
the devolution of authority, for example, by decentralizing
certain implementation functions and regulatory authority to
the provinces, regions, and districts[23]. Rationalization relates
to the justification of a course of action associated with any
aspect of the MomConnect system.

Strategy | ntegration

MomConnect is a product of the overall digital health strategy
of the NDOH, and the finding is that the mHealth strategy is
not sufficiently integrated into either the eHealth strategy or the
health strategies of the country: “I think through that we are
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missing an opportunity to ensure that the various types of
mHealth that is being practiced in the country is fully aligned
with the health transformation work that is being led by the
ministry and department.” An mHealth strategy needs to be
supported by a solid implementation strategy.

Stakeholder | nvolvement

Clinicianswere not effectively involved in the system’s design:
“..the hedth system is completely separate from the PHC
system.” For instance, the scant involvement of nurses could
stereotypically portray them as technophobic and stifle their
capacitation and competence [3,8].

Research and Devel opment

Research on digital health is crucial, considering that mHealth
is growing constantly and continuously as part of eHealth and
is a component of al aspects of health (prevention, diagnosis,
treatment, and research) [7,9]: “...at thetime MomConnect was
rolled out there was not enough substantiated evidence to
support national roll out.” It wasregarded asapolitically driven
project: “...we didn’t talk at all around research which | think
isan ongoing real problem?

Service Continuity

Service continuity isadirect referenceto the long-term duration
of any program or project [10,13]. In considering the scalability
and sustainability factors, the MACeH was also guided by
weighing costs associated with sole or co-ownership and
outsourcing of certain aspects such aswhether funding hasbeen
planned for continuing with mHealth projects past the DHIE
stage. There needsto be aprocess of assessing the sustainability
of themHealth initiatives by the rel evant stakeholdersto ensure
that all risks have been evaluated. Thereisaneed for standards,
interoperability, and human and financial resources to render
the serviceimplementable. Women will be empowered through
the MomConnect project, resulting in them having information
expectations that could then place a burden on clinics and
hospitals to also meet that expectation:

The NDoH uses consultants, that consultant hasalife
span at the department, you can only employ that
person for so long. If you want to be scalable and
sustainable you must write a standard approach that
is not vendor biased and can be supported by any
software vendor.

How can we sustain anything if 50% of it is from
donors.
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Ecosystem or Environment

A digita ecosystem encompasses the entire community of
networks within the digital environment to establish best
practices[1]. The NDOH wasthe central authority to safeguard
MomConnect usersfrom, among others, protecting their privacy:
“Start looking at security issues that may influence the project.
[Informed] Consent and POPI [Protection of Personal
Information Act of 2013]..." There may be concerns regarding
confidence in the system [3]. Scalability and sustainability
should guideimplementation at the provincia and district levels.

Findings Emanating From MomConnect Task Team
Minutes

The themes are discussed in the next sections.

Service Conceptualization

Service conceptualization involves developing and designing
aprogram (at the theoretical or planning stages)—in this case,
the MomConnect initiative—such that itstechnol ogical or digital
relevance to and application by the intended users or
beneficiari es achievesthe required benefits of broadening health
care services to all South Africans (Pillay Y, BP, unpublished
data, April 2022) [33]. The MomConnect service
conceptualization was captured in this study in terms of the
affected stakeholders, facility-level  consultation and
collaboration, and the acceptability (or otherwise) of the design
process val ue chain. During the conceptualization of the service,
stakehol ders were not only confined to nursing staff: From the
afore-cited minutes, it is evident that effective stakeholder
considerations extended beyond the nursing personnel as
implementers at the facilities. Such a conceptual orientation
stood the M omConnect service'simplementation in good stead,
as collaboration and cooperation were critical for health care
service delivery [34].

Design Process

The process of developing and designing a health service
reguires an in-depth understanding and knowledge of the field,
aswell asconsideration of multidisciplinary perspectives[8,13]:

...research with nurses to improve user-centred
design..They [mobile service designers and
providers] are also going to do research that will
allow us [Task TeanmVpolicy makers] to understand
which handsets our clients are using...back-end
system, mobile operators, service providers,
messaging subgroup rep, registration process,
communication strategy, launch, field testing...If we
design the system properly, we might be able to have
them [ patients] enter data in the waiting room.

Thefact that MomConnect istill in existenceinal 9 provinces
despite initial imbalances bears testimony to extrinsic factors
such as the role played by reputable service designers and
providers outside of the NDOH policy-making value chain
[32,34].

I ntegration

Thewillingnessto integrate the MomConnect initiative and not
implement it as a silo was recorded. However, there were no
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documented indications of any other health service initiatives
to which MomConnect could be integrated. MomConnect was
initially conceived as a standal one digitized health service. Only
data integration was explicitly mentioned in terms of linking
MomConnect datato existing health information system (HIS)
data for reporting. The South African ID has been integrated
into biometric 1D systemsthat are compliant with variousforms
of DNA analysis and has been proposed as an identifier for the
system. However, foreign national ID numbers must also be
captured. The system was also unable to capture dates of birth
for underaged pregnant mothers who did not have an ID or
foreign nationals who did not have their passports when
registering:

To allow for maximum interoperability there should
be a number of ID types which will allow all people
eligible to receive care to be registered. In South
Africa, everyone has a right to emergency medical
treatment. Therefore, identifiers which cover foreign
nationals, refugees and people without documents
should be used.

Infrastructure and | nteroperability

Thetechnica aspects of mHealth are the quintessentia reflection
of theintegration or interface of ICT systemsfor human services
[15]. Thetechnological infrastructure required for connectivity
at anational scale was enhanced by strong NDOH partnerships
with established mobile phone operatorsto boost the economies
of scale and size, suggesting that it is technically possible to
deliver mHealth interventions to large populations at low cost
because downloading and automation to send SMS text
messages can be once-off processes [26,35,36].

Rollout

The proliferation of mHealth initiatives in many developing
countries has not necessarily translated into rollouts at the
national level, considering the practical implications of these
projectson thedaily routines of thefacilities at which they have
been rolled out [18]. Therefore, the capacity of the NDOH to
roll out MomConnect as a nationa service to its intended
beneficiaries was an important determinant of whether this
service could be implemented on a large scale [25]. In the
context of the MomConnect Task Team minutes, rollout and
expansion of the service were both geographical (throughout
all 9 provinces) and technological (operations and performance).
There were efforts to prevent the MomConnect project from
another project that remains in the pilot state:

...[the Health] minister has announced [on 30 July 2014] that
hewill be embarking on road shows to introduce MomConnect
to the health professional in each province. Demonstration sites
were selected, communication materials were approved and
translated into other official languages. Establish an ongoing
system of formal evaluations and review of potential mHealth
projects.

Service Continuity

Determining service continuity was necessary to establish
measures recorded in the minutes to ensure the survival of
MomConnect beyond its official launch in August 2014. Other
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than their involvement in providing their network infrastructure
for MomConnect use, the role of established mobile telephone
companies was notably recognizable, facilitating the USSD
service to ensure that the service is not only scalable but also
technologically viable to continue to the present [16,33]:

It was suggested [ in the meeting] that one should look
for risk sharing agreements that create long term
possibilities and business models. Look into ways to
make MomConnect more sustainable and generate
funds.

Findings Emanating From MomConnect Task Team
Interviews

Whereas the previous section focused on analyzing data from
indirect engagement with the participants (MomConnect Task
Team members), the current section premises on directly
obtained data with the self-same participant category through
the individua interviews. These themes are discussed in the
next sections.

Support for MomConnect as a Case Example

Support for an innovative digital health strategy by relevant
stakeholdersis critical for its long-term sustainability [2,5]. In
the case of MomConnect, there was significant support at the
different levels of the implementation value chain:

I’ simportant, if eHealth hasto beimplemented there
has to be somebody with clinical background, who
understand the technicalities required to
support...Everybody realized thiswas NDOH project
and were keen to be involved.

Differing Piloting Views

It is expected that MomConnect content should bein line with,
and not deviate from, maternal heath guidelines as a
contribution to advancing the goals of the country’s maternal
health program. However, participants had different views on
the use and application of MomConnect as an incipient digital
health project of the NDOH through its digital HIS strategy.
Concerns were raised about the likelihood of a disjuncture
between strategy or policy devel opment and implementation:

| have worked with both eHealth and mHealth
strategies outside MomConnect in my previous
role...My general assessment about those documents
[guidelines] is that they are very theoretical and
difficult to implement in real terms, especially the
eHealth strategy...[it] is very high-level and doesn’t
really explain concretely how to do the things that
are recommended.

Although it emphasizes the perspective of incongruences,
participants rai sed concerns about the political overtones of the
environment within which the DHIE exists. Such a politicized
context could be detrimental to the sustainability of the
MomConnect project when politicians subsume the roles of
experts, implementers, and other practitioners[14].

Possible reasons for the different responses were that some
participantswereinvolved in the drafting of the strategy because
they have been working with the Department on different
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eHealth initiatives and knew what the strategy entails. There
were aso participants who felt that their roles were very
operational and did not need any referenceto the strategy. There
was also a response that an international organization visited
the MomConnect office to benchmark the initiative, and it was
difficult to explain the relationship between the initiative and
the strategy because the particul ar organization expected a clear
link between the strategy and the initiative. The participants
further intimated that there was no indication that MomConnect
was adequately responsive to a viable eHealth or mHealth
strategy. It was perceived more as a high-level initiative of the
Department and replete with policy speak with no significant
evidence of a sustained national rollout other than addressing
the political egos of those connected to the highest echelons of
power in the Department:

| have worked with both eHealth and mHealth
strategies outside MomConnect in my previous
role...My general assessment about those documents
[guidelines] is that they are very theoretical and
difficult to implement in real terms, especially the
eHealth strategy...[it] is very high-level and doesn’t
really explain concretely how to do the things that
are recommended.

Critical Considerations

It emerged during the interviews that the MomConnect Task
Team critically considered arange of issues, most prominently
the life span of MomConnect within NDOH (its integration
within health programming), ethical service implementation,
and uncertainty over its sustainability. There were views that
thisinitiative was not integrated with other programswithin the
Department and that it was implemented as a solo high-profile
initiative of the former heath minister. The issues around
integration included, but were not limited to, data, compliance
with HIS reporting, and data management. For instance, the
HIS unit has specific rules, but they were perceived to be not
fully applied by the MomConnect team:

It hasto beintegrated within the provincial maternal
services. MomConnect is seen as separate entry and
is not part of, look at the two units, HIS and
HIV/AIDS,

...one of the key issues with any strategy in the space
of health technology...is transforming...we have a
health system that is changing...having a strategy of
five yearsis actually too little...

Ministry of Health Prerogatives

The Ministry of Hedth is the de jure custodian of the
MomConnect digital system, and as such, certain fiduciary
responsibilities and expectations are executed through the
NDOH [6]. Chiefly, these include leadership, change and
stakehol der management, operations, and user-centered design.
Collectively, these prerogatives are indicative of attempts to
ensure sustained longevity of the overall hedth digital
innovation strategy of the Department [5].
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L eadership and Change and Stakeholder Management

Some concerns were raised regarding the management of
stakeholders:

To have leadership from the NDoH is key.
MomConnect has been good at leadership coming
from the department. Nobody does anything unless
the NDoH signed on it.

On change management, the following excerpt captures the
unanimous views of the intervieweesin this regard:

There are no contracts. All partners are taking some
level of risk, no formal agreement to say “ thisis how
we will sustain the programme going forward. We
need proper project management and change
management strategy”’

As opposed to the policy-level sites of the MACeH and
MomConnect Task Team, the health care facilities (especialy)
at the local and district levels are at the coalface of the
MomConnect system’s implementation [6,33].

Clinical Staff (Nurses)

Staff expressed that they felt excluded and alienated, as they
were not part of MomConnect development. They were only
told to register and subscribe patients to it, which was a
nonclinical (auxiliary health) function. Nursesreported that the
content of the SM S text messages received by the women was
never shared with them. They only heard from patients when
they were asked for clarity about specific messages or when
they confirmed specific elements of ANC. Some nurses even
reported subscribing to MomConnect for the purpose of
familiarizing themselves with the contents of MomConnect on
the end users' mobile phones. Because nurses do not usually
register patients on MomConnect, the counselors and health
promoters complained about the additional workload caused
by thetimetaken to register users on the MomConnect platform:

| only heard of MomConnect 4 weeks ago when |
started in antenatal care. | do not know the content
of the messages our patients receive. WWe need to get
the messages so that the content can be used as part
of health education.

...our biggest challenge is language barrier as most
of our clients are from out of our South African
borders...due to language barriers, patients don't
receive information...

Mothers and Pregnant Women

Disgruntlement was expressed by the pregnant women regarding
thetechnicality and language barriers posed by the M omConnect
functionality on their mobile devices. The disgruntlement
emanated largely from foreign national s, whose home languages
were not part of South Africa’s 11 official languages. As such,
they (foreign national s) frequently experienced communication
barriers and understanding of MomConnect content. All
pregnant women (regardless of country of origin) also
experienced technical problemsdueto connectivity and time-out
sessions induced by USSD operational failuresin the provider
network system. Notwithstanding, virtually al participating
pregnant women expressed their satisfaction with the
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MomConnect SM S text messages and commended the service
on the content regarding nutrition and preparing for the labor
trip, and the nontechnical language used was easy to understand.
However, there was a preference for the use of English as
opposed to their own vernaculars because the trandation in their
vernacular was perceived as bombastic.

Service | mplementation

The implementation and national rollout of a digital health
service the size of MomConnect is largely dependent on the
broad involvement and capacity of stakeholders at the health
care facilities as the points of service [9,10]. Accordingly, the
(clinical and nonclinical) operational context or environment
of the health care facility and its units also determine the level
at which the service is offered, whether it is acceptable or
satisfactory or otherwise[2,8]. Thefindingsindicated ageneral
level of acceptable service implementation.

Discussion

Principal Findings

The principal findings in this study collectively reflect the
interconnectedness between the adopted research approach
(Table 1), the varied participant categories (Table 2), and the
framework within which these findings were formulated (Table
3). The practitioner-researcher approach facilitated the
seamlessness of the thematic, discourse or conversational,
content, and convergence anaytical modes. By virtue of his
knowledge and experience asaformer MomConnect Task Team
member and based on the period during which the study was
conducted, the findings are then the product of “...research in
practice, aclose study of practiceswith accessto pertinent data”
[21].

The study’s most fundamental purpose wasto use a stakeholder
perspective as a preferred method to examine the scalability
and sustainability factors of the NDOH'’s current MomConnect
initiative, from which policy guidelines could be developed to
inform on possible areas or aspects requiring improvements. A
close observation of the resultsframework clearly indicatesthat
the findings are located within 2 principal aspects of an
innovative digital health ecosystem, namely, the digital
environmental factors and the practice-related implementation
attributes.

Regarding legislative and policy compliance, there are laws in
South Africa, but the implementation of mHealth (and other
spheres of public life) has not been consistently enforced. This
study did not specifically examine law and health information.
However, from the data generated in this study, there is an
applicable regulation to mHealth, and implementers are aware
of its applicability on mHealth. From the themes, particularly
from the facility-level implementers as the service point
workforce, a curriculum for eHealth was proposed. However,
there is no reported process for the proposed curriculum to be
developed or under review.

From a clinical perspective, the effectiveness of mHealth
interoperability relies on a partnership between patients and
clinicians workflows. In particular, mHealth devices would
benefit from interoperability standardsto ease integration with
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other health software apps, which are increasingly required to
organize the large amounts of data collected [12,15]. In the
context of this study, the digital HISs served as the context for
MomConnect standards and interoperability. Information
regarding full implementation following industry standards and
usability across various devices and platforms showed little
coverage and application.

Network infrastructure development and readiness were largely
facilitated through partnerships with established mobile
technology operators, asthe NDOH does not haveitsown. This
is an instance of the worth and usefulness of private-public
partnerships, especially in a sphere of public life, where
technological developments necessitate capital cost sharing
(Pillay Y, BP, unpublished data, April 2022) [12]. For network
services and device applications, the study confined itself more
to the end-user featuresthan to the system design aspects. South
Africaslist of network facilitiesincludes, but is not limited to,
geographic information system mapping.

The objective of this study was to review the NDOH's
MomConnect initiative as a case study of an existing
government mHealth strategy, followed by the design of an
improved strategy based on best demonstrated practices
(considerations and methods) and | earned experiencesfrom the
perspectives of multiple stakeholderswithin the DHIE in South
Africa

Strengths and Limitations

This study is strengthened by its user- and stakehol der-focused
orientation, which accommodated both the nonprobability
judgment and convenience sampling strategies. Many studies
in this field are more technology or device-oriented and focus
on high-end users of mobile technology. In contrast, the study
could have a limited reach insofar as its confinement to PHC
users in a metropolitan inner-city area, which might have
different comparable outcomes in rura, suburban, and
condensed informal settlement contexts. However, asignificant

Sibuyi et a

aspect of the broader limitations was mitigated by the
heterogeneity of the sampled participant categories representing
different vested interestsin society.

Future Research Directions

Further research is needed for the retrospective analysis of
mHealth initiatives and the forecasting of the sustainability of
current and future mHealth initiatives in South Africa, that is,
the cumulative effect and impact of mHealth strategies and
projectswith similar or more emphasis accorded by the NDOH.
In addition, more research is required from public heath
practitioners in practice on mHeadlth, as they were in daily
contact with the mHealth beneficiaries (end users), which aptly
placed them to obtain first-hand stakeholder perspectives and
experiences [9,20].

Conclusions

The fact that MomConnect is generdly a usable
technol ogy-based communi cation system does not precludethe
identification of alternative interventionsto ameliorate or even
radically improve its shortcomings. For instance, the current
caveat emptor approach renders pregnant women vulnerableto
the same challenges generally experienced by most South
Africans with internet-based broadband distribution.
Notwithstanding the information distribution efficiency for
antenatal and postnatal purposes, the USSD mechanism still
allocates a cost to the user, abeit less than the sometimes
prohibitive costs of data compared with the rest of the world.
Therefore, it isunsurprising that the main critical considerations
were funding for eHealth, including mHealth. Sustainability is
a concept that must be considered throughout the
implementation process of the MomConnect project. However,
there was less consideration at the beginning of this initiative
because we could consider sustaining something that has not
even scaled. Funding for eHealth, including mHealth, iscritical.
The government must have its own funding mechanisms and
must not depend only on funders.
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Abstract

Background: Despite the availability and accessibility of free Papanicolaou (Pap) smear as a screening tool for cervical cancer,
the uptake of Pap smear in Malaysia has not changed in the last 15 years. Previous studies have shown that the high uptake of
Pap smear reduces the mortality rate of patients with cervical cancer. The low uptake of Pap smear is multifactorial, and the
problem could be minimized through the use of mobile technologies. Neverthel ess, most intervention studies focused on individual
factors, while other important aspects such as mobile technologies, especially WhatsApp, have not been investigated yet.

Objective: This study aims to determine the effects of a theory-based educational intervention and WhatsApp follow-up (Pap
smear uptake [PSU] intervention) in improving PSU among postnatal women in Seremban, Negeri Sembilan, Malaysia.

Methods: A 2-arm, parallel single-blind cluster randomized controlled trial was conducted among postpartum women from the
Seremban district. Twelve health clinics were randomly assigned to the intervention and control groups. At baseline, both groups
received a self-administered questionnaire. The intervention group received standard care and PSU intervention delivered by a
researcher. This 2-stage intervention modul e was devel oped based on Social Cognitive Theory, wherethefirst stage was conducted
face-to-face and the second stage included a WhatsApp follow-up. The control group received standard care. Participants were
observed immediately and at 4, 8, and 12 weeks after the intervention. The primary endpoint was PSU, whereas the secondary
endpoints were knowledge, attitude, and self-efficacy scores for Pap smear screening self-assessed using a Google Forms
guestionnaire. A generalized mixed model was used to determine the effectiveness of the intervention. All data were analyzed
using IBM SPSS (version 25), and P value of .05 was considered statistically significant.

Results:  We analyzed 401 women, of whom 76 (response rate: 325/401, 81%) had withdrawn because of the COVID-19
pandemic, with atotal of 162 respondents in the intervention group and 163 respondents in the control group. The proportion of
Pap smears at the 12-week follow-up was 67.9% (110/162) in the intervention group versus 39.8% (65/163) in the control group
(P<.001). Significant differences between the intervention and control groups were found for Pap smear use (F, 1,75, P<.001),

knowledge scores (F, 1,7,=14.946; P<.001), attitude scores (F,,,7,=24.417; P<.001), and self-efficacy scores (F; 1,7,=10.432;
P<.001).

Conclusions: This study demonstrated that the PSU intervention is effective in increasing the uptake of Pap smear among
postnatal women in Seremban district, Malaysia. This intervention module can be tested in other populations of women.

Trial Registration: Thai Clinica Trials Registry TCTR20200205001; https://wwuw.thai clinicaltrial s.org/show/TCTR20200205001
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Introduction

Background

Cervica cancer is the fourth most common cancer in women
worldwide, after breast, lung, and colon cancer [1]. In 2018,
new cases of cervical cancer were estimated at 570,000 [1],
with varying incidence and mortality rates in developed and
developing countries [2]. Nevertheless, cervical cancer is no
longer among the 10 most common cancers in women in
developed countries, but is now the second most commonly
diagnosed and the third leading cause of cancer-related deaths
inwomen in devel oping countries[3]. A previous study reported
that the global incidence and age-standardized rates of cervical
cancer were 15.1 per 100,000 and 13.1 per 100,000, respectively,
with a mortality rate of 7.4 per 100,000 [4]. Meanwhile, the
incidence rate in developing countries ranged from 10.9 (South
Asia) to 43.1 (Africa) [5]. The age-adjusted average varied from
12.8 to more than 20 per 100,000 [6], with a mortality rate
between 10 and 30 per 100,000[5]. InMalaysia, cervical cancer
isthethird commonest cancer among women with anincidence
rate of 6.8 per 100,000, an age-standardized incidence rate of
7.6 per 100,00, and a death rate of 5.6 per 100,000 [1].

The Papanicolaou (Pap) smear screening test can be used for
the early diagnosis of cervical cancer and it reduces the risk of
cervical cancer—related death by 70% [7]. Nonetheless, at |east
80% of women in the recommended population groups must
undergo Pap smear screening in order for the program to be
effective[8]. Postnatal women represent an important population
category that may benefit from opportunistic Pap smears
screening given that they are within reach of health services
[9]. In Malaysia, Pap smear screening and family planning
advice are typicaly recommended to mothers during their
postnatal follow-up [10].

Prior Work

Malaysid's present Pap smear uptake (PSU) is approximately
47.3% [11], which is lower than the intended goal of attaining
70% coverage [7]. Thisissue of low PSU persistsin Malaysia
despite the provision of free Pap smear screening tests that are
easily accessible in the country. However, currently the test is
performed as part of voluntary or opportunistic screening.
Previous studies have demonstrated that low Pap smear
screening uptake is associated with poor knowledge [12],
negative attitude [13], lack of time[14], lack of family support
[15], perception of painful procedure [16], lower economic
status [17], and embarrassment [16]. Thus, individua and
environmental factors play vital rolesin determining Pap smear
practice among women in Malaysia. In addition, previous
intervention studies mainly used the Health Belief Model, which
primarily focuses on individual's belief [18-21]. Therefore,
other theories need to be explored that focus beyond one' sbelief.
Furthermore, previous studies employed reminder tools such
as SMS text messages [22], phone calls [23], and invitation
letters[24]. Given that Malaysians are one of theworld’slargest
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WhatsA pp users with wide coverage [25], using the WhatsApp
group as afollow-up platform could be a useful strategy in an
intervention program.

Objective

This study aimed to examine the impact of a Social Cognitive
Theory (SCT)—-based intervention and a WhatsApp follow-up
measure, namely PSU intervention, to improve the uptake of
Pap smear test among postnatal women in Seremban district,
Malaysia. It was hypothesized that postnatal women who
received the PSU intervention would have higher uptake 12

weeks after theintervention than women who received standard
care.

Methods

Study Design

A 2-arm, parallel, single-blind cluster randomized controlled
study was conducted, which comprised an intervention and a
control group. The cluster in this study was defined as a health
clinic. The intervention arm received the standard care and
intervention package, whereas the control arm received only
standard routine care. Standard routine care included brief
counseling by health care personnel about Pap smear testing
and available brochures. The primary outcome was the PSU,
whereasthe secondary outcomeswere participants knowledge,
attitude, and self-efficacy on Pap smear.

Setting and Recruitment

This study was conducted in Seremban, which isthe capital city
of Negeri Sembilan state in Malaysiawith atotal population of
620,100 people. Seremban is a developing city that is located
about 60 km south of Kuala Lumpur, the capital of Malaysia.
It has 12 government health clinics, which are governed by the
Seremban Health District Office. This study |ocation was chosen
given that the Pap smear screening uptake among women in
Seremban district was lower than the national average of 43%,
as well as lower than the estimate among postnatal women
(39%) [26].

The study population was postnatal women attending Seremban
government health clinics. The inclusion criteria were
postpartum women who had never participated in Pap smear
screening and had a cell phone with WhatsApp installed and
internet connection. Meanwhile, the exclusion criteria were
postnatal women diagnosed as having cervical cancer, including
precancerous stage and postnatal complications, such as
postnatal depression, poorly controlled diabetes mellitus, and
hypertension. All the aforementioned conditions must have been
certified by amedical officer.

Randomization and Allocation Concealment

The 12 health clinics in Seremban district were randomly
allocated into the intervention and control groups at a ratio of
1:1. All the postnatal clinicswere number coded, whereassimple
randomization was performed using Stat Trek software [27].
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During participant recruitment, all participants were informed
that an intervention was being offered. Therefore, participants
were unaware of group assignment throughout the study.
Participants were blinded to the fact that awareness of being
part of the control group could influence their responsesin the
guestionnaires. These procedures were conducted by a third
party who was not involved in this study. The researcher was
only aware of the group allocation after the randomization was
performed. Systematic random sampling was employed in
selecting participants from each postnatal clinic, and those
considered eligible and consented were recruited in the study.

Sample Size Calculation

The sample size estimation was based on Lemeshow et al [28]
sample size determination in health studies. For hypothesis
testing, the formula for 2 population proportions was used to
compare the 2 groups. The sample size was calculated using
the 2 population proportionsformula[29], with apower of 80%
to detect atrue difference and at a 95% CI. Overall, the sample
size was computed based on the uptake of Pap smear test [29],
with a of .05 and 3 of .20, an intraclass correlation coefficient
of 0.05, an attrition rate of 20%, and an average cluster size of
10 with a design effect of 1.45. The sample size required after
adjusting for the clustered design effect was 394, with 197
participantsin each arm.

Intervention

This newly developed intervention module, namely, PSU
intervention, used 6 constructs of SCT, comprising cognitive
(knowledge), self-efficacy, goa setting, outcome expectation,
problem-solving, and reinforcement [30,31]. The module was
revised by 2 public health physicians (NA and AB) and 1 family
medicine specialist, and the intervention was completed in 2
phases. The first phase was performed via face-to-face and it
involved health educational talk and a small group discussion,
whereasthe second phase entailed aWhatsApp follow-up. This
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modul e has been pilot tested among 30 postnatal mothers who
are not included in the main study.

This PSU intervention was delivered by ZM who is aso a
medical doctor. The health educational talk was 15 minutes,
which covers the anatomy of female reproductive organs,
introduction about cervical cancer, the incidence rate and
mortality rate, early diagnostic methods, importance of Pap
smear, the positive effects of having Pap smear, and free services
available in the government health clinics. This was followed
by a15- to 30-minute small group discussion with approximately
10-15 participants per session. Participants were encouraged to
raise any issues or concerns regarding cervical cancer, Pap
smear, and any related issues during the face-to-face session.
Feeling embarrassed, which was one of the factorsthat influence
PSU, was addressed by using a drape during the screening and
this issue was highlighted during the educational talk. It took
approximately 30-45 minutes to complete the educational talk
and group discussion.

The participantswere then recruited in the WhatsA pp group for
further follow-up and the sessions were conducted weekly for
4 weeks. Allocated time for the WhatsApp group was 1 hour,
every Tuesday from 5 to 6 PM. This was the time when the
participants were least busy during the week. Nevertheless,
participants were also welcome to discuss or ask any questions
outsidethe allocated time. Therole of the WhatsA pp group was
to share information, concerns, and issues; as well as address
any misunderstanding on Pap smear and cervical cancer.
Besides, it acts as areminder. The WhatsApp group was made
a private group and no other person apart from those recruited
by the researcher could accessit. No personal information was
requested from the WhatsApp group participants and their
privacy and confidentiality were protected. Table 1 shows the
summary of the contents of educational intervention and
WhatsApp follow-up using SCT.
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Table 1. Summary of health education intervention contents and WhatsApp follow-up using Social Cognitive Theory.

Number Social Cognitive Theory Contents Method
constructs
1 Cognitive (Knowledge) «  Anatomy of women’s reproductive system First phase:
«  Information on cervica cancer . Educational talk
*  Introduction to Pap® smear test «  Video on the procedure of aPap smear test
«  Importance of Pap smear test
«  Misperception of Pap smear test
2 Self-efficacy o Listof situations and scenarios related to Pap smear test  First phase:
«  Waysto overcome the issues . Group discussion
3 Goal setting «  Setting the goal to undergo a Pap smear test First phase:
»  Setting the god to adhere to Pap smear practice . Educational talk
Second phase:
o WhatsApp group x 4 weeks
4 Outcome expectation »  Benefits (positive expectation) of Pap smear test First phase:
»  Negative expectationsof Pap smear test: embarrassment, | Equcational talk
discomfort, and minimal pain
Second phase:
o WhatsApp group x 4 weeks
5 Problem-solving «  Problemsthat might be faced by the participantsto un-  First phase:
dergo Pap smear test «  Group discussion
Second phase:
o WhatsApp group x 4 weeks
6 Reinforcement »  Reminders of the importance of Pap smear test and ap-  Second phase:
pointment _ «  WhatsApp group x 4 weeks
»  Reminders of usage of drape during the Pap smear test
8pap: Papanicolaou.
the Self-Efficacy Scale for Smear Screening Participation
Outcomes oy Pep g P

Primary Outcome

The primary outcome was PSU, which was assessed in the
intervention and control groups a 4, 8, and 12 weeks after the
intervention.

Secondary Outcomes

The secondary outcomes were knowledge, attitude, and
self-efficacy assessed immediately and at 4, 8, and 12 weeks
after the intervention.

Instrument

A validated self-administered questionnaire that was divided
into 6 sections was employed in this study. The first section
focused on the participants' sociodemographic characteristics,
such as birth date, age, ethnicity, educational level, occupation
sector, monthly household income, and marital status.
Meanwhile, the second section contained 11 questions on
knowledge [18] with the 3 options “yes,” “no,” or “not sure”
Thethird section also consisted of 11 questions on attitude[18],
and participantswereinstructed to select 1 option from a5-point
Likert scale ranging from 1 (strongly disagree) to 5 (strongly
agree). Thefourth section comprised 14 questions that measured
self-efficacy for Pap smear screening, and were evaluated using

https://mhealth.jmir.org/2022/6/e32089

(SES-PSSP) Questionnaire [32]. Participants were informed to
select only 1 answer from 5 possible options, namely,
“definitely,” “very likely,” “probably,” “unlikely,” and
“definitely not." The fifth section explored the participants
PSU and the option was dichotomous: “yes’ or “no.
Participants selecting the “yes’ option were further instructed
to choose thefacilities used in conducting their Pap smear tests.

Data Collection

Thedatacollection for this study was conducted from February
to December 2020. Data were collected at 5 time points:
baseline, immediately after the intervention, and at 4, 8, and 12
weeks after the intervention. Because of the COVID-19
pandemic, attendance at the maternal and child health clinics
was severely compromised. Data collection using hard copy
self-completed questionnaires was switched to Google Forms
for the follow-ups at 4, 8, and 12 weeks after the intervention.
The link to the Google Forms was disseminated via the
WhatsApp group, and participants had 1 week to complete the
guestionnaire in the Google Forms.

Data Analysis

All statistical analyses were performed using SPSS (version
25.0; IBM, Inc.). Theintention-to-treat principle was used where
participants’ datawere analyzed based on their initially assigned

IMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [e32089 | p.114
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

group. All potential errors were checked prior to data analysis.
Descriptive statistics were employed to summarize the data set
and the continuous data were assessed for normality. Normally
distributed data were presented as mean and SD, whereas
median and interquartile ranges (IQR) were used to summarize
nonnormally distributed data. Meanwhile, categorical variables
were presented in frequencies and percentages.

PSU between the intervention and control groups was compared
at each time point using the chi-square test. A generalized linear
mixed model was applied to determine the main effects of group,
time, and group x time interaction effects for PSU, knowledge,
attitude, and self-efficacy between the 2 study groups before
and after controlling for covariates. Covariates included were
age, ethnicity, education level, and household income. A P value
of .05 was considered for statistically significant relationships
or effects.

Ethical Approval

This study was approved by the Malaysian Medical Research
and Ethics Committee, Ministry of Health (Reference number
ID: NMRR-19-2589-50455). During data collection, a written
and informed consent was obtained from each of the
respondents.

Data Sharing

All data relevant to the study are included in the article (also
see Multimedia Appendix 1).
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Results

Participants' I nformation

A total of 401 eligible participants (intervention group: n=201,
control group: n=200) were recruited in this study. The overall
response rate was 81% (325/401) at 12 weeks after the
intervention. Figure 1 illustrates the CONSORT-eHEALTH
(Consolidated Standards of Reporting Trials of Electronic and
Mobile HEalth Applications and onLine TeleHealth) flowchart
[33] of the study.

No statistically significant difference was detected between the
intervention and control groups at baseline for covariates and
outcomes measures (Table 2). A total of 0.26% of the datawere
missing completely at random (x22=0.867; P=.64). Among those
who could not be followed up, most were between 26 and 30
years of age, of Malay descent, had a tertiary education, and
were in the M40 (RM 2802-RM 5865 [US $634.15-US
$1327.37]) income category.

Most participantsin both groups were between the ages 26 and
30years, of Malay ethnicity, married, government servants, and
attained tertiary educational level. Household income was
categorized into 3 groups. below 40% (B40), middle 40%
(M40), and top 20% (T20) of the Negeri Sembilan household
income [34]. Most participants were in the M40 category, and
86.5% (347/401) of the participants had Malay ethnicity,
followed by Chinese, Indian, and others.
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Figure 1. CONSORT-eHEALTH (Consolidated Standards of Reporting Trials of Electronic and Mobile Health Applications and onLine TeleHealth)

flowchart [33].
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Table 2. Participants' baseline characteristics.

Variables Intervention (n=201), n (%) Control (n=200), n (%)  Difference between the conditions
Statistical test (df) P value
Age (vears) 7.892% (1) 25
20-25 24(11.9) 19 (9.5)
26-30 78(38.8) 93 (46.5)
31-35 53 (26.4) 48 (24.0)
>36 46 (22.9) 40 (20.0)
Ethnicity 8.349% (1) 54
Malay 178 (88.6) 169 (84.5)
Chinese 15 (7.5) 20 (10.0)
Indian 8(4.0) 11 (5.5)
Marital status _b 43
Married 197 (98.0) 196 (98.0)
Single mother 4(2.0) 4(2.0)
Level of education 0.8712 (1) .16
Secondary 76 (37.8) 68 (34.0)
Tertiary 125 (62.2) 132 (66.0)
Occupation sector 0.768% (1) .18
None 43 (21.4) 39 (19.5)
Government 126 (62.7) 128 (64.0)
Private 20 (10.0) 24 (12.0)
Self-employed 12 (6.0) 9(4.5)
Household income® 0.7682 (1) 25
B40 (<RM%€ 2801) 34(16.9) 32(16.0)
M40 (RM 2802-5865) 122 (60.7) 114 (57.0)
T20 (=RM 5866) 45 (22.4) 54 (27.0)
Knowledge scores, median (IQR) 8(3) 6 (4) 1221 .84
Attitude scores, median (IQR) 28 (5) 26 (5) 1090.5f 27
Self-efficacy scores, median (IQR) 38 (8) 36 (7) 1119 .68
8Chi-square test.
PFjsher exact test.

“Household income was categorized into the following based on the Department of StatisticsMalaysia: B40, M40, and T20 (specific for Negeri Sembilan).
9RM: Malaysian Ringgit.

°1 RM=1US $0.23.

fMann-Whitney U test.

. ! had a Pap smear performed before and after controlling for
Prlmar.y_Outcome. Pap Smear T?St pptake _ covariates. Therewasasignificant differencein theintervention
The participants' PSU at all thetime pointsispresentedin Table  group at baseline, 4 weeks after the intervention, 8 weeks after

3. The results showed that significantly (P<.001) more the intervention, and 12 weeks after the intervention with
respondents in the intervention group than in the control group  F, ;,,,=3.222 and P<.001.
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Table 3. Proportion of Papanicolaou smear test uptake among participants at each time point.

Variable Immediately after theintervention 4 weeks after the intervention E_%W%ks aftertheinterven- 12 weeks after theinter-
tion vention

Intervention, /N (%)  0/201 (0) 54/193 (27.9) 86/183 (46.9) 110/162 (67.9)

Control, /N (%) 1/200 (0.5) 24/185 (12.9) 56/181 (30.9) 65/163 (39.8)

Chi-square test 256 54 89 125

df 1 1 1 1

P value .66 042 022 <.0012

gtatistically significant.

Secondary Outcomes: Educational I ntervention and
WhatsApp Follow-up Outcome
Table 4 presents the generalized linear mixed model results for

the total knowledge, attitude, and self-efficacy scores and
participants intention to adhere to Pap smear practice after

controlling for the covariates. The results indicated that
significantly more respondents in the intervention group than
in the control group had increased their total scores of
knowledge (F; 117,=14.946, P<.001), total scores of attitude
(F1,1171=14.946, P<.001), and total scores for self-efficacy
(F11171=10.432, P<.001).

Table4. Effectsof educationa intervention and WhatsA pp follow-up on knowledge, attitude, self-efficacy scores, and intention to adhere to Papanicolaou

smear practice among postnatal mothers.

Variables and parameters F dfl df2 P value?
Knowledge scores
Group 1273 1 1172 <.001°
Time 11.658 1 1172 <.001°
Group x time 14.946 4 1172 <.001°
Attitude scores
Group 458 1 1172 <.001°
Time 35.12 4 1172 <.001°
Group x time 24.417 4 1172 <.001°
Self-efficacy scores
Group 292.038 1 1172 <.001°
Time 13.254 4 1172 <.001°
Group x time 10.432 4 1172 <.001P

8Using ageneralized linear mixed model adjusted for participants’ age, ethnicity, education level, and household income.

bstatistically significant.

Discussion

Principal Findings

The aim of this study was to evaluate the effects of a PSU
intervention based on SCT and using WhatsApp follow-up to
improve PSU, knowledge, attitude, and self-efficacy among
postpartum women; 12 weeks after the intervention, the
intervention group demonstrated a significant increase in PSU.
The intervention group also recorded significantly higher
knowledge, attitude, and salf-efficacy compared with the control

group.
Behavioral changesamong participantsin theintervention group

could be attributed to the SCT constructs employed in this study.
Given that the health intervention provided a clear picture of

https://mhealth.jmir.org/2022/6/e32089
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cervical cancer and Pap smear test, the participants might have
been influenced to have specific goal sto undergo the Pap smear
test and adhere to Pap smear practice. All the barriersthat might
arise were discussed comprehensively during the group
discussion, which assisted participants in problem-solving and
improved their self-efficacy and their PSU. Furthermore, the
expected outcome was highlighted during the educational talk
and WhatsApp follow-up. Concerns related to the Pap smear
test, such as embarrassment, siight discomfort, and minimal
pain, were shared with the participants. Thisinformation might
have motivated the participants to be physically and mentally
ready to undergo the Pap smear screening test.

The weekly reminders through the WhatsA pp group follow-up
reinforced the importance of Pap smear screening and assisted
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the participants in booking Pap smear screening appointments.
Furthermore, the participants were reminded of the usage of
drapes and privacy policy during Pap smear test to reduce the
feeling of embarrassment. These procedures might have
contributed to their positive attitude toward the Pap smear
screening test. Self-efficacy is crucial as a determinant of a
woman'’s decision to uptake the Pap smear. Poor self-efficacy
was reported to be influenced by spouses and family members
in several developing countries [30]. The SCT constructs used
inour study might have contributed to the enhanced self-efficacy
observed among participants as depicted in the postintervention
self-efficacy scores, which might have encouraged them to
undergo the Pap smear screening test.

Comparison With Prior Literature

The study’s finding on PSU is consistent with a previous
randomized control study conducted using SCT in which 70%
of participantsintheintervention group underwent a Pap smear
test [31]. In their study, some of the utilized SCT constructs
were cognitive (knowledge), goa setting, and self-efficacy.
Nevertheless, the study by Wang et a [31] employed only a
face-to-face method, whereas this study utilized the WhatsApp
mobile app asan additiona follow-up method. Another disparity
istherelatively shorter duration in this study compared with 12
months' follow-up in the previous study [31]. The use of
WhatsApp follow-up might assist in reducing the follow-up
duration while achieving similar Pap smear screening uptake
results. Given the wide acceptance of the WhatsApp platform,
this approach could be client-friendly as a follow-up modality
that could serve as areminder and to resolve issues[35].

The improved knowledge scores of participants in this study
were consistent with the findings from other interventional
studies [36-38]. For instance, participants’ knowledge scores
on the importance of Pap smear were significantly impacted
following an interactive session in arandomized controlled trial
conducted in Korea, which focused on the anatomy of female
genitalia and cervical cancer [38]. Another reason for the
improved knowledge scores could be due to the participants
education level. Most participantsin this study attained tertiary
educational level and their motivation to seek knowledge was
higher compared with those with secondary and primary
educational levels[39].

Mohammad et al

Strengthsand Limitations

This is a cluster randomized controlled trial with a good
response rate despite the COVID-19 pandemic that occurred
during the datacollection. A few crucia constructs of SCT were
employed as the educational intervention in this study, which
was delivered through a face-to-face session and WhatsApp
follow-up. This study is among the few loca studies
investigating the effects of an intervention on PSU, knowledge,
attitude, self-efficacy, and intention to adhere to Pap smear
practice. To date, thisisthefirst study to employ an educational
intervention and a subsequent follow-up technique and
reminders for PSU using WhatsApp.

Some limitations of this study include self-reported
guestionnaires, which may lead to either underreporting or
overreporting of results, especialy regarding participants
self-efficacy. This study was conducted in government health
clinics, which might have contributed to the low participation
of other ethnicities. Specifically, 86.5% (347/401) of the
participants were of Malay ethnicity, which was different from
the Malaysian demographics pattern of 68.6% [26]. Other
women populations were not included in this study as the
inclusion criteria entailed postnatal women aged 20-49 years
old. Hence, the findings may be different among other
nonpostnatal women.

With limited human resources, replicating this intervention
might be difficult asit will be an additional burden to the staff
at hedlth clinic levels. The WhatsApp group follow-up might
be feasible for some health carefacilities; however, other centers
might find this approach time-consuming and laborious. Factors
such as suitability, timing, and human resources need to be
considered before implementing an intervention at the clinic
level.

Conclusion

This study suggests that SCT-based health education
intervention and WhatsApp group follow-up are effective to
improve the PSU among postnatal women, as well as their
knowledge, attitude, and self-efficacy. Thisintervention can be
evaluated in other populations that are more representative of
Malaysian women and can also be used as baseline data for
other intervention studies.
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Abstract

Background: Among self-care measures, the self-monitoring of blood glucose (SMBG) is a critical component for checking
blood glucose levels. In addition, there is growing evidence suggesting that digital technologies are being adopted as an additional
method for health care systems to increase patient contact. However, for patients with non—insulin-treated diabetes mellitus type
2 (DMT2), the value of SMBG was inconsistent among studies, and the evidence for digital technol ogiesfrom real-world clinical
practice is still limited.

Objective: Our study aimed to assess patients with non-insulin-treated DM T2 who were receiving care from a single clinic
and analyze whether the use of a diabetes management app and SMBG behavior would affect glycemic control in a real-world
clinical setting.

Methods: We collaborated with alarge clinic focused on diabetes care in Taiwan that had been using the Health2Sync mobile
app and web-based Patient Management Platform to collect the data. The patients were divided into 2 groups (app-engaged-user
group and only-data-uploader group) according to different activities in the app, and blood glucose was recorded every month
from 1 to 6 months after registration in the app. A sample of 420 patients was included in the analysis, and alinear mixed model
was built to investigate which factors affected the patients' blood glucose percentage change.

Results:  Using the mixed model coefficient estimates, we found that the percentage change was significantly negative when
the only-data-uploader group was set as the baseline (t=—3.873, df=1.81 x 10% P<.001 for the patients of the app-engaged-user
group). We found that for patients with shorter diabetes duration, their blood glucose decreased more than patients with longer
diabetes duration (t=2.823, df=1.71 x 10* P=.005 for the number of years of diabetes duration). In addition, we found that for
younger patients, their blood glucose decreased more than older patients (t=2.652, df=1.71 x 10* P=.008 for the age of the
patients). Furthermore, the patients with an education level of junior high school or lower saw a significantly greater decreasein
blood glucose percentage change than the patients with an education level of senior high school or higher (t=4.996, df=1.72 x
10% P<.001 for the patientswith an education level of senior high school or higher). We also found that the count of blood glucose
measured enlarged the decrease along the interaction months (t=—8.266, df=1.97 x 10* P<.001 for the nth month x the count of
blood glucose in the nth month). Lastly, the gender of the patients did not significantly affect the percentage change (t=0.534,
df=1.74 x 10% P=.59 for female patients).

Conclusions: Our analysis showed the following: the blood glucose percentage change of the patients in the app-engaged-user
group dropped more than that in the only-data-uploader group; shorter diabetes duration is associated with a steeper decreasein
the patients’ blood glucose percentage change; the percentage decrease in blood glucose change in younger patients is greater
than older patients; the blood glucose percentage change of the patients with an education level of junior high school or lower
dropped more than those with an education level of senior high school or higher; and the more frequently the patientstest SMBG
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each month, the greater the decrease in the patients’ blood glucose percentage. Further studies can be performed to consider the
differencesin daily behaviors such as exercise and diet across the patients and whether these factors could have vital effects on

glycemic control.

(JMIR Mhealth Uhealth 2022;10(6):€31764) doi:10.2196/31764

KEYWORDS

diabetes care; digital intervention; mobile app; real-world data; glycemic control; mobile health; digital therapeutics; diabetes;

therapy; app

Introduction

Many studies have shown that diabetes mellitus not only results
in specific complications but also leads to increased risks of
cardiovascular disease and cancer [1-3]. Although it might have
adverse outcomes, diabetesis now considered achronic disorder
that can usualy be controlled with appropriate treatment,
lifestyle management, and self-care measures to keep blood
glucose in the target range [4,5].

Among self-care measures, the self-monitoring of blood glucose
(SMBQG) is a critical component for checking blood glucose
levels[5-7]. Several studieshave provided evidencethat SMBG
has notable benefits on glycemic control, and a recent
meta-analysis showed that SMBG has beneficial effects on
glucose control in both the short- and long-term [8-10].
Specifically, previous research articles have shown that SMBG
ishelpful for patientswith diabetesmellitustype 1 in controlling
blood sugar level. Furthermore, one randomized controlled trial
(RCT) recruited patients with diabetes mellitustype 2 (DM T2)
and observed them for at least 12 months, and the results
suggested that SMBG improves diabetes control [11]. However,
for patientswith non—nsulin-treated DM T2, the value of SMBG
wasinconsistent among the studies[11-15]. The difference may
be due to the different research designs or targets of diabetes
typein the studies.

To address the limitations of previous studies, we focused on
patients with non-insulin-treated DMT2 who were receiving
care from a single clinic and investigated the relationship
between the frequency of SMBG and the patients' glucose
levels. In addition, there is growing evidence suggesting that
digital technologies are being adopted as an additional method
for health care systems to increase patient contact and enhance
the effect of conventional care practices for diabetes patients
[16,17]. We also focused on the patients who used a diabetes
management app with self-care measures during the observation
period. Therefore, the objective of this study was to analyze
whether the app and SMBG affected glycemic control.

Methods

Data Collection

The Health2Sync mobile app and web-based Patient
Management Platform were used to collect the data. These
products were described in our previous study [16]. We
collaborated with a large clinic focused on diabetes care in
Taiwan that had been using these products. All the patients
analyzed in this study belonged to the same diabetes clinic and
received the clinic’s standard care. During a patient’s visit, the

https://mhealth.jmir.org/2022/6/€31764

clinic's health care professionals (HCPs) helped the patient
register an account in the app and collected the patient’'s
demographic data, including gender, age, diabetestype, diabetes
duration, and education level. After registration,
smartphone-proficient users who were willing to use a digital
management sol ution would start to use the Health2Sync mobile
app; otherwise, patients would let HCPs sync their SMBG
records from the blood glucose meters to their accounts during
subsequent visits.

To assess the effects of SMBG and digital intervention from
the Health2Sync mobile app, the patients SMBG records were
averaged on a monthly basis, with the patients' average in the
first week after app registration designated asthe baseline. Since
each individual patient had different SM BG habits, only fasting
blood glucose (FBG) records were included in the analyses for
comparison. Asthe baseline blood glucose level of each patient
was different, the maximum magnitude of the blood glucose
increase or decrease could also be different, so we used the
blood glucose percentage change instead of the blood glucose
value change to assess the glycemic status improvement across
the groups. The formula for that percentage change for each
patient was (mean of blood glucose value of each month —
baseline blood glucose level) / baseline blood glucose level.

Patient Inclusion

Theclinic had 6451 app-registered patients. To separate patients
with different activitiesin the app, we defined 2 groups of users
based on their frequency of using the Health2Sync mobile app.
After registering for the app, the patients who used the app at
least once a week on average were labeled as
“app-engaged-users,” and those who used the app at most once
amonth on average were labeled as “ only-data-uploaders,” as
we believed that their SMBG were mainly uploaded by HCPs
and they seldom used the app at home. The rest of the patients
wereexcluded. At this stage, we excluded 2027 patients, leaving
1172 patients in the app-engaged-user group and 3252 patients
in the only-data-uploader group.

To calculate the patients' blood glucose level change, we took
the mean value of each patient’s FBG value recorded in thefirst
week after app registration. Patients with only one FBG record
in the first week were excluded as we believed this value was
unrepresentative of the blood glucose level in the whole week.
At this stage, we excluded 836 patients from the
app-engaged-user group, with 336 remaining, and 2453 patients
from the only-data-uploader group, with 799 remaining. The
patients who had no record in any month from 1 to 6 months
after app registration were also excluded, because a complete
dataset would be needed for later analyses, where blood glucose
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level is the dependent variable in modeling. At this stage, we
excluded 51 and 61 patients from app-engaged-user and
only-data-uploader groups, respectively. Finally, to eliminate
theimpact from differences dueto diabetestype and medication,
only DMT2 patients who do not take insulin treatments were
included for the analyses. Eventualy, we had 104 and 316
patientsin the app-engaged-user and only-data-upl oader groups,
respectively. Figure 1 showstheinclusion flow chart described
above.

Chang et d

In addition, we analyzed the blood glucose meters used by the
patients. We were able to collect the blood glucose meter
information for 320 patients. Among those, 302 patients used
blood glucose meters that are compliant with the requirements
for blood-glucose monitoring systems for self-testing in
managing diabetes mellitus (ISO 15197:2013) [18], so we
believe our study isbased on accurate SMBG data (Multimedia
Appendix 1).

Figure 1. Inclusion flow chart of this study. DMT2: diabetes mellitus type 2; FBG: fasting blood glucose.

Total patients in the clinic
(N=6451)

App-engaged-users
(n=1172)

Patients who recorded at least one FBG
during the first week
(n=336)

Patients who recorded FBG every
menth from Menth 1 to Month &
(n=285)

Patients with DMT2 who do not take
insulin
(n=104)

Analysis

Software and Model Used

We used R statistical software (version 3.6.1; R Foundation for
Statistical Computing) [19] for all the statistical analyses,
including t test (2-tailed), Pearson chi-square test, and one-way
ANOVA. We also used the linear mixed model of the Imed
package for R (version 2015; Bates et al [20]).

Patient Characteristics

We used one-way ANOVA and Pearson chi-sguared test for
continuous and categorical variables, respectively, to check the
homogeneity of the demographics across the 2 groups. In
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Only-data-uploaders
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Patients who recorded at least one FBG
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(n=738)

Patients with DMT2 who do not take
insulin
(n=316)

addition, we used one-way ANOVA to test whether the initial
blood glucose levels of the 2 groups are different.

Statistical Modeling and Analysis

We started by creating a model (our original model) that
included the key factors we believed would affect a patient’s
blood glucose percentage change. We also wanted to include
time (the nth month) as afactor for anaysis, so alinear mixed
model was used to analyze our original model. However, there
were afew factorsthat were significantly different between the
2 patient groups. To confirm whether our model should include
the interaction of these factors and the patient groups, we built
abasic model that only included the patient groups and factors
that were significantly different to check whether these factors
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had an effect on the blood glucose percentage change.
Subsequently, for each of the significantly different factors, we
built a new model based on the basic model that included the
interaction of that individual factor with the groups. Finally, we
built a new model that added all the factor-group interactions
to the basic model to confirm whether the interactions of these
factors and the groups have an effect on the blood glucose
percentage change. We used the P value to determine whether
these interaction factors should be added back into the original
model [21].

Ethical Consider ations

Ingtitutional Review Board approval was not sought for this
study as it is based on retrospective analysis, and patients can
freely choose whether or not to use the Health2Sync mobile

Table 1. Patient characteristics analyses.

Chang et d

app. The patients in both the app-engaged-user and
only-data-uploader groups agreed to Health2Sync's Privacy
Policy before registering an account, giving H2 Inc the right to
analyze their data for research purposes.

Results

Table 1 presents the patients demographic characteristics
stratified by the 2 groups. There were no significant differences

in gender (X2,=0; P>.99), diabetes duration (t;,5=—0.69; P=.49),
and the baseline blood glucose level (t,,=—0.58; P=.56) between
the 2 groups. However, significant differences were found in
age (t;;5=—6.66; P<.001) and education level (X2=45.44;
P<.001).

Characteristic All patients (n=420) App-engaged-user group  Only-data-uploader group P value
(n=104) (n=316)
Age (years), mean (SD) 50.28 (11.29) 52.7 (12.06) 61.44 (10.16) <.001
Gender, n (%) >.99
Male 219 (52.1) 54 (51.9) 165 (52.2)
Female 201 (47.9) 50 (48.1) 151 (47.8)
Diabetes duration (years), mean (SD) 9.23(7.95) 8.74 (8.46) 9.39 (7.78) 49
Education level, n (%) <.001
Junior high school or lower 181 (46) 19 (20) 163 (54)
Senior high school or higher 212 (54) 75 (80) 137 (46)
Initial blood glucoselevel (mg/dL), mean (SD)  135.62 (31.34) 134.16 (28.29) 136.10 (32.31) 56

Linear mixed modeling was used to estimate the effects from
factorsthat could affect the patients' blood glucose percentage
change. In addition, due to the above analysis of patient
characteristics, we know that there are significant differences
in the patients age and education level between the patient
groups. Therefore, we have to confirm whether theinteractions
of these factors and the groups should be put into the original
model.

First, we built a basic model to check whether the patients
group, age, and education level have an effect on the blood
glucose percentage change. Thisbasic model only included the
patients’ group, age, and education level; these factors exhibited
significant effects on the blood glucose percentage change
(P<.001 for the patients' age; P<.001 for the patients' education
level; P<.001 for the patients’ group). Second, we wanted to
examine whether an interaction effect of the patients' age and
group has an effect on the blood glucose percentage change.
We built a second model that included the same factors as the
basic model, but also added an interaction effect of the patients
age and group. The second model showed that the interaction
effect of the patients' age and group did not have a significant
effect on the blood glucose percentage change (P=.53). Wethen

https://mhealth.jmir.org/2022/6/€31764

built athird model that included the same factors as the basic
model and the interaction effect of the patients’ education level
and group. The third model showed that the interaction effect
of the patients education level and group did not have a
significant effect on the blood glucose percentage change
(P=.48). Finally, we built afourth model with the same factors
as the basic model and added the 2 interaction effects—one for
the patient’s age and group and another for the patient’s
education level and group. In the fourth model, we found that
the interaction effects did not have a statistically significant
effect on the blood glucose percentage change (P=.109 for the
interaction effect of the patients’ age and group; P=.94 for the
interaction effect of the patients' education level and group).
Therefore, we decided not to incorporate the age-group and
education level -group interaction factorsinto the original model.

After conducting the above analyses, our original model was
kept, and thefinal, included variables consisted of the patients
group, gender, diabetes duration, age, education level, the
interaction effect of the nth month after registering an account,
and the count of blood glucose measured in the nth month. Table
2 presents a summary of the new model.
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Table2. A summary of the new model.

Chang et d

Variable Estimate t test (df) P value
Age 7474 x 10 2.652 (1.71 x 10% 008
Education level? 2.927 x 1072 4.996 (1.72 x 10% <.001
Patient groups® —2.430 x 1072 -3.873(1.81x 10% <.001
Gender® 2.753 x 1073 0.534 (1.74 x 10% 59
Diabetes duration 1.010 x 10°3 2.823 (171 % 104) .005
Nth month 5514 x 10°3 2.212 (8.26 x 107 .003
Count of blood glucose measured 1.403 x 10° 1.611 (2.37 x 10% A1
Count of blood glucose measured in the nth month 3352 x 104 -8.266 (1.97 x 10% <.001

#The group of patients with an education level of junior high school or lower was set as the baseline.

bThe only-data-uploader group was set as the baseline.
“The male patient cohort was set as the baseline.

We found that the app-engaged-user group had significantly
greater decreases in blood glucose percentage change than the
only-data-uploader group (B estimate=—2.430 x 10°; t=—3.873,
df=1.81 x 10% P<.001 for the patients of the app-engaged-user
group). In addition, for patients with shorter diabetes duration
and those who are younger, the magnitudes of the dropsin blood
glucose percentage change were more profound (B
estimate=1.010 x 103 t=2.823, df=1.71 x 10% P=.005 for
diabetes duration; B estimate=7.474 x 10 t=2.652, df=1.71 x
10% P=.008 for the age of the patients; Figures 2-3). We also
found that the frequency of SMBG enlarged the decreases in
blood glucose al ong the interaction months (3 estimate=—3.352

x 10 t=—8.266, df=1.97 x 10* P<.001 for the nth month x the
count of blood glucosein the nth month; Figure 4). Additionally,
when the group of patients with an education level of junior
high school or lower was set as the baseline, these patients had
significantly greater decreases in blood glucose percentage
change than those with an education level of senior high school
or higher (B estimate=2.927 x 107 t=4.996, df=1.72 x 10%
P<.001 for patientswith an education level of senior high school
or higher; Figure 5). Lastly, the gender of the patients did not
significantly affect the percentage change (3 estimate=2.753 x
103, t=0.534, df=1.74 x 10% P=.59 for female patients, with
male patients as the baseline).

Figure 2. The relationship between blood glucose percentage changes and diabetes duration for each month as (A) a jittered scatter plot and (B)
regression lines. In (A), the count of blood glucose measured in the nth month and the patients' age and educational level are fixed, and the overlaid
regression lines are based on the estimated coefficients from the mixed model.
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Figure 3. The relationship between blood glucose percentage changes and patient age for each month as (A) ajittered scatter plot and (B) regression
lines. In (A), the count of blood glucose measured in the nth month and the patients’ diabetes duration and educational level are fixed, and the overlaid

regression lines are based on the estimated coefficients from the mixed model.
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Figure 4. The relationship between blood glucose percentage changes and the count of blood glucose measured in each month as (A) ajittered scatter
plot and (B) regression lines. In (A), the diabetes duration is fixed, and the overlaid regression lines are based on the estimated coefficients from the

mixed model.
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Figure 5. The relationship between blood glucose percentage changes and educational level for each month as (A) a jittered scatter plot and (B)
regression lines. In (A), the count of blood glucose measured in the nth month and the patients' diabetes duration and age are fixed, and the overlaid
regression lines are based on the estimated coefficients from the mixed model.
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Discussion

Our study was based at a single clinic to minimize differences
between the frequency of patient visits, level of health education,
and quality of care received for the app-engaged-user and
only-data-uploader groups. Our results showed that there were
6 significant factors—the patients’ group (app-engaged-user or
only-data-uploader), age, diabetes duration, education level,
gender, and the count of blood glucose measured in the nth
month—that were more strongly associated with changesinthe
patients blood glucose. We found that patients who are
app-engaged, younger, and less-educated and have shorter
diabetes duration saw a steeper decreasein their blood glucose
percentage change. We also found that the interaction between
the nth month of recording SMBG and the SMBG count of that
month affected blood glucose level significantly. Therefore,
thisinteraction deserves more attention than total SMBG count.
However, we found that the gender of the patients did not
significantly affect the percentage change.

As previously mentioned, in many studies for patients with
nor-insulin-trested DM T2, the value of SMBG isinconsistent
[8,11,22-24]. Some studies have demonstrated that SMBG was
effective in controlling blood glucose [8,22,23,25], whereas
other studies claimed that SMBG was not effective [12,26].
These inconsistencies are mainly due to differencesin the trial
designs, populations studied, and outcomeindicators. However,
in our findings, we used the count of blood glucose measured
in the same month instead of the use of SMBG as a
measurement. This is different from some previous studies.
Diabetes patients test SMBG differently according to their
current blood glucose status. Generally, when a patient’s blood
glucose becomes more stabl e, the count of SMBG will decrease.

https://mhealth.jmir.org/2022/6/€31764
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Therefore, it is more accurate to look a how the month of
SMBG testing and count of SMBG each month affects blood
glucose levels than total SMBG count.

Patients with longer diabetes duration may be affected by more
diabetes symptoms[27-29], so their control of diabetesisusualy
worse than patients with ashorter diabetes duration. In addition,
aging is associated with physiological changes that may lead
to systemic dterations [30]. These systemic alterations may
affect mental and physical functioning, increasing the chances
of morbidity, multimorbidity, and mortality [30]. Older patients
with diabetes may have macrovascular and microvascular
complications and geriatric syndromes[28,31], so their control
of diabetesisusually worsethan younger patientswith diabetes.

A common assumption is that patients with higher educational
levelswould have more knowledge about diseases and therapies,
and thus, they would be able to better comply with therapies.
However, previous studies have found that even highly educated
patients may not sufficiently understand their conditions or truly
believein the benefits of therapy compliance, whereas patients
with lower education levels may trust the doctor’s advice more
and exhibit better compliance [32,33]. This could explain our
finding that the blood glucose percentage drop of the patients
with an education level of junior high school or lower was
greater than those with an education level of senior high school
or higher. In addition, our study showed that the blood glucose
percentage decrease of the patients who used the Health2Sync
mobile app was more than those who did not use the app. For
patients with the same education level, those using the
Health2Sync maobile app had agreater decreasein blood glucose
percentage than the patients who did not use it. Furthermore,
regardless of the level of education, the patients who used the
Health2Sync app experienced a larger drop in blood glucose

JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [e31764 | p.129
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

levels than those who do not use it. The Health2Sync app
benefits users because it allows them to record their daily
behaviors together with blood glucose readings, and the app
has a bot that provides automated analyses, alerts,
encouragements, and personalized educational content [16]. For
the app-engaged-user group, 66% (69/104) of the patients
recorded behavioral factors in addition to self-reported
outcomes, most commonly entering diet, and 85% (88/104)
viewed at | east one educational content or interactive educational
guidethe app provided. Previous studies have shown that patient
education and diet management are crucial for improving blood
glucose[8,23,25,27]. Thereis growing evidence suggesting that
gender affectsthe pathophysiology of many diseases, but in our
study, gender did not significantly affect blood glucose
percentage change [34-37]. Our study focused onasingleclinic
with limited samples; future studies should consider including
a few more clinics to obtain more data samples for analyses.
The other limitation is that we did not consider the differences
in daily behaviors such as exercise and diet across the patients,
and that these factors could have vital impacts on glycemic
control. Future studies should also include these behaviors for
analyses.

Chang et d

Diabetes is approaching epidemic proportions globally, and it
places an enormous burden upon both the patients and countries
health systems. It is especialy difficult for low- and
middle-income countries, due to insufficient equipment and
clinics, to cope with the rise in diabetes and other chronic
diseases [25,38]. The Health2Sync app can enhance the care
for patients with diabetes and solve resource-limited problems.

Additionally, our study showed positive results at a single
diabetes management clinic using real-world datawithout prior
RCT settings. RCTs are generally considered by regulators to
be the gold standard for establishing the causal relationship
between medication and patient outcomes, but it is incapable
of reflecting real clinical practice in which heterogeneous
scenariosexist [39-41]. Asdigital interventions areto be applied
to all patients, we believe that our study with real-world datais
more convincing in demonstrating efficacy.

In conclusion, through the retrospective analyses, we showed
that the Health2Sync app and SMBG contribute to the
improvement and control of blood glucose. Further studies are
needed to reveal whether different clinical care methods have
an impact on diabetes treatment.
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Abstract

Background: Alcohol misuse is higher in the UK armed forces (AF) than in the general population. Research demonstrates
that alcohol misuse persists after an individual leaves service, and this is notably the case for those who are seeking help for a
mental health difficulty. Despite this, there is no work on testing a mobile alcohol reduction intervention that is personalized to
support the UK AF.

Objective: To address this gap, we investigated the efficacy of a 28-day brief alcohol intervention delivered via a mobile app
in reducing weekly self-reported alcohol consumption among UK veterans seeking help for mental health difficulties.

Methods: We performed a 2-arm participant-blinded randomized controlled trial (RCT). We compared a mobile app that
included interactive features designed to enhance participants motivation and personalized messaging (intervention arm) with
aversion that provided government guidance on alcohol consumption only (control arm). Adultswere eligible if they had served
in the UK AF, were currently receiving or had received clinical support for mental health symptoms, and consumed 14 units
(approximately 112 g of ethanol) or more of alcohol per week. Participants received the intervention or the control mobile app
(1:1ratio). The primary outcome was achangein self-reported weekly alcohol consumption between baseline and day 84 assessed
using the validated Timeline Follow Back for Alcohol Consumption (TLFB) (prior 7 days), with a secondary outcome exploring
self-reported change in the Alcohol Use Disorder Identification Test (AUDIT) score.

Results: Between October 2020 and April 2021, 2708 individuals were invited to take part, of which 2531 (93.5%) did not
respond, 54 (2%) were ineligible, and 123 (4.5%) responded and were randomly allocated (62, 50.4%, intervention; 61, 49.6%,
control). At day 84, 41 (66.1%) participants in the intervention arm and 37 (60.7%) in the control arm completed the primary
outcome assessment. Between baseline and day 84, weekly alcohol consumption reduced by —10.5 (95% CI —19.5 to —1.5) units
in the control arm and —28.2 (95% CI —36.9 to —19.5) units in the intervention arm (P=.003, Cohen d=0.35). We also found a
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significant reduction in the AUDIT score of —3.9 (95% Cl —6.2 to —1.6) in the intervention arm (Cohen d=0.48). Our primary and
secondary effects did not persist over the longer term (day 168). Two adverse events were detected during the trial.

Conclusions: This study examined the efficacy of afully automated 28-day brief alcohol intervention delivered via a mobile
app in a help-seeking sample of UK veterans with hazardous alcohol consumption. We found that participants receiving
Drinks:Ration reduced their alcohol consumption more than participants receiving guidance only (at day 84). In the short term,

we found Drinks:Ration is efficacious in reducing alcohol consumption in help-seeking veterans.

Trial Registration:
International Registered Report Identifier (IRRID):

Clinical Trials.gov NCT04494594; https://tinyurl.com/34em6n9f
RR2-10.2196/19720

(JMIR Mhealth Uhealth 2022;10(6):€38991) doi:10.2196/38991

KEYWORDS

military; veteran; digital health; alcohol misuse; smartphone; mobile health; mHealth; alcohol intervention; digital intervention;
mental health; smartphone application; health intervention; alcohol consumption

Introduction

Evidence has shown alcohol misuse is substantially higher in
the United Kingdom's armed forces (AF) than the UK genera
population [1,2]. Research has demonstrated that alcohol misuse
persists after leaving service [3], and 43% of veterans seeking
treatment for amental health difficulty report misusing alcohol
[4]. Inthe United Kingdom, aveteran is defined asan individual
serving at least 1 day of paid employment in the AF. Alcohol
misuse often co-occurs with posttraumatic stress disorder
(PTSD), anxiety, or depression and frequently used as acoping
mechanism [5].

Research has shown that help-seeking veterans (those seeking
support in a clinical setting) misusing alcohol attend fewer
mental health appointments and are more likely to have a
negative perception of mental health treatment [6]. This s, in
part, dueto those misusing a cohol being denied accessto menta
health treatment services until they have reduced the hazardous
drinking. Thus, interventionsthat target drinking behavior need
to be developed as this may enhance engagement with mental
health services and improve mental health outcomes and quality
of life.

The past 5 years have seen a growing treatment gap, with
patientswaiting longer for mental health referrals and treatment
in the United Kingdom. This has further been exacerbated by
the COVID-19 pandemic. To address these issues, modes of
intervention delivery have shifted from in-person to web-based
to mobile-based delivery [7]. Mobile interventions for alcohol
misuse in the United Kingdom, such as Drink Less [8] and
Drinkaware [9], have several advantages over web-based
delivery, including (1) more holistic delivery of behavior
changes, (2) the use of mobile sensors and wearablesto inform
decision-making, (3) avoiding the stigma associated with
receiving help in person, and (4) convenience since they can be
used when theindividual prefers (discretely or openly). Mobile
interventions also offer a more cost-efficient way to deliver
behavior change techniques (BCTSs, the specific and active
component of an intervention designed to change behavior [10])
for reducing acohol use.

Existing alcohol apps targeted at the genera public include
self-monitoring apps (eg, Drink Less[8], Drinkaware [9], One
You Drinks Tracker [11]), where users are encouraged to

https://mhealth.jmir.org/2022/6/e38991

regularly record and monitor (via visualizations) their alcohol
consumption. Self-monitoring has been found to be associated
with improved outcomes and is an effective BCT for reducing
alcohol use. A recent review of personalized digital interventions
found reductionsin hazardous and harmful alcohol consumption
to be associated with behavior substitution, problem solving,
and providing a credible source of information [12]. Another
review also identified the role that personalized notifications
play in promoting positive changes in behavior [13]. However,
current mobileinterventions focused on the general population
do not target aspects experienced by the AF community, such
asindividual beliefs, prevailing social context, comorbid mental
health problems, military service experience, and perceptions
of consumption [14]. Further, existing apps do not cater for the
excessive amounts of alcohol consumed by UK AF personnel.

To date, there is no published work that seeks to test a brief
automated mobile intervention alcohol reduction app that is
personalized to support UK AF, considering their military
experiences. To address this, we developed the Drinks:Ration
app (previoudy caled Information about Drinking for
Ex-Serving personnel [InDEX]; see [15-18]) to support UK AF
veterans to reduce the amount they drink.

We conducted a randomized controlled trial (RCT) to assess
the efficacy of a 28-day alcohol intervention delivered via
Drinks:Ration in reducing self-reported weekly alcohol
consumption by day 84 follow-up among veterans who drink
at hazardous or harmful levels (ie, drinking at alevel likely to
cause harm) and are currently receiving, or have previously
received, support for mental health symptoms in a clinical
setting.

Methods

Study Design and Hypotheses

Thiswasa2-arm participant-blinded (single-blinded) RCT (1:1)
to compare a mobile app that provided government guidance
on acohol consumption only (control arm) with the mobile app
Drinks:Ration, a personalized app based on BCT principles.
We hypothesized that the intervention arm would be efficacious
in reducing alcohol consumption when compared to the control
arm.
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Both the control and intervention arms were delivered via the
Drinks:Ration app. Participants in the control arm were given
access only to the alcohol consumption guidance and a unit
calculator based on guidance issued by the UK Chief Medical
Officer. Those in the intervention arm were given access to the
full version of the app, which included theoretically driven
components and personalized messaging. This included
individualized normative guidance alongside features designed
to enhance participants’ motivation through interactive guidance
focused on self-efficacy to help modify acohol consumption.
Participants in both arms were asked to use the app for a
minimum of 28 days. After this, they could continue to use the
app, but they did not receive personalized messaging. Thiswas
undertaken to assess the long-term effectiveness of the app.

This study was designed such that the control arm structurally
resembled theintervention arm but excluded activeintervention
techniques, such asadrinksdiary, drinksin pixels, and drinking
zones (based on the Global Positioning System [GPS] location).
Thisapproach increased uniformity acrossthe arms (eg, ensuring
both arms received a digital intervention) and maintained
treatment allocation concealment.

Data were collected at baseline and follow-up assessments at
84 and 168 days postbaseline. Additional questionnaires were
collected on days 7, 14, and 21. This information was used to
personalize the Drinks:Ration app for the intervention arm only.
Please refer to the published trial protocol for further details
[19].

Ethical Consider ations

Thistrial was approved by thelocal ethics committee of King's
College London (HR-19/20-17438).

Procedure and Participants

Participants were recruited between October 2020 and April
2021 in succession via a clinical group, an existing research
cohort [2], and social media[20]. Theclinical group was derived
from Combat Stress, athird-sector charitable organization that
provides mental health services, including substance misuse
management, to UK veterans. The research cohort was the
King's Centre for Military Health Research health and
well-being longitudinal cohort study [2], where a sample of
self-reported help seekers were identified and extracted. Social
media platforms, such as Facebook and Twitter, were also used
to promote the RCT via free and paid promotiona
advertisements with a link enabling potential users to express
an interest in taking part (for further information, please see
[20]).

Potential participants were invited to take part via email with
an explanation of the study, alink to the participant information
sheet, and instructions on how to download Drinks:Ration using
a unigque quick response (QR) code. Once participants had
downloaded the app, they were asked to report alcohol
consumption using the validated Timeline Follow Back for
Alcohol Consumption (TLFB) [21] for the prior 7 days and
confirm their military serving status. Those meeting the study
eligibility criteria were allowed to proceed and complete the
baseline questionnaire.

https://mhealth.jmir.org/2022/6/e38991
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Eligibility was assessed at baseline. To beincluded inthisRCT,
participants needed to download the Drinks:Ration app onto an
iOS or Android device; be aged 18 years or older; currently
reside in the United Kingdom; consume at least 14 UK units
(approximately 112 g of ethanol) of acohol or more per week
a baseline (hazardous or harmful levels of alcohol
consumption); confirm that they currently receive, or had
received, support for mental health symptoms in a clinical
setting; provide a mobile phone number; and be a veteran of
the UK AF.

Sample Size

A power calculation was performed based on Alcohol Use
Disorder Identification Test (AUDIT) data previously reported
from Combat Stress [5]. To detect a difference in acohol
consumption of 4 UK units (approximately 40 g of alcohol per
week) between the control and intervention armsat day 84, with
a2-sided 5% significancelevel and apower of 80%, we needed
a sample of 37 participants per arm with complete primary
outcome assessments. We selected 4 UK units based on
reductions observed in similar studies[8,22,23] and reductions
observed in the feasibility trial of Drinks:Ration, which found
a 7-unit decrease at week 4. To alow for attrition of 40%, we
aimed to recruit atotal of 124 participants (62, 50%, per arm).
To account for an expected response rate of 30%, we estimated
that we would need to invite 620 veterans to participate in the
study.

Randomization and Masking

Randomization was carried out automatically as part of the
Drinks:Ration platform. When participants registered for the
app, they were assigned a unique identifier and asked to provide
their gender. They werethen randomly allocated [1:1] to receive
either the control or the intervention arm. Stratification was
used to ensure equal gender distribution across arms. This is
because those who identify as female only represent
approximately 10% of the UK AF.

The randomization procedure was based on a list of random
numbers computer-generated by the Drinks:Ration platform.
All members of the research team were blind to participant
treatment allocations except for authors DL and CW. CW
conducted participant management, and DL |led the devel opment
of the Drinks:Ration app, had access to raw study data, and
conducted the primary analyses. Except for automated weekly
backups, access to the data was disabled.

Participants were not informed of their treatment allocation.
However, they may have been able to deduce their alocation
condition based on app content. As the intervention was
automated and delivered via an app, there was no contact
between researchers and participants during the intervention
unless arisk to health (adverse event) had been detected or if
technical problems arose [19]. An adverse event in this study
was defined as participants reporting (via the drinks diary or
during contact with the research team) that they had consumed
more than 25 UK units of alcohol within a24-hour period. Once
detected, a clinician would contact the participant over the
telephoneto check their health and provide signposting to other
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services (which are listed in the app). The clinician would not
disclosure the treatment arm alocation.

Intervention

Drinks:Ration (formerly called InDEX [15-17]) was devel oped
by the King's Centre for Military Health Research (at King's
College London) and the University of Liverpool following the
Medical Research Council Complex Intervention Guidelines
using co-design methodology in collaboration with end users.
The app was designed to support veterans drinking at hazardous
or harmful levelsby providing bespoke advice and support over
a minimum of 28 days. The app was developed without any
organizational branding to promote use. The iterative
development process, theoretical framework, and feasibility
trial are reported elsewhere [15-17,19]. Briefly, Drinks:Ration
was devel oped and tested with 5 core modules (see Figure 1):

»  Account management: Participants can modify personal
information (eg, first name and mobile number) and app
parameters (eg, automatic logout, clear local storage, data
sharing permission, and leaving the study).

»  Questionnaires and individualized normative guidance:
This capturesthe participant’s responseto a set of questions
and aggregates responses to produce an individualized

Figure 1. Example screenshots extracted from the Drinks:Ration app.
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Data Sharing
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YOuve told us 50 far
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£1..

This equates to £364 per year
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infographic  representing the participant’'s alcohol
consumption in comparison to the general population, the
AF community, and other participants of the Drinks:Ration
app.

» Self-monitoring and guidance: This records alcohol
consumption by participants and provides a range of
visualizations to alow consumption monitoring. Further,
participants can customize the visualizations with metrics
they find relevant (eg, calories, cost, or exercise required).

»  Goals(setting and review): Participants can set goal s based
on theimplementation intentions (if and then) methodol ogy;
visualizations provide guidance on progress toward
achieving specified goals.

» Personalized messaging: Participants are sent tailored
messages Via push notifications or short message service
(SMS) text messages that provide promptsto usethe drinks
diary, suggest alternative behaviors, and provide guidance
on goas (see Multimedia Appendix 1 for example

messaging).

Participants in the intervention arm completed additional
guestionnaires on their mood and general mental health each
week. These responses were used to personalize app content,
push natifications, and SM S text messages.
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M easures
A summary of measures and data collection scheduleis provided

Leightley et d

in Table 1 (and see [19]). Measures were the same for the
intervention and control arms.

Table 1. Summary of measures and data collection timepoints. Days 7, 14, and 21 measures were used to personalize the Drinks:Ration app and apply

to the intervention arm only.

Measure Day O (baseline) Day7 Dayl14 Day2l Day28 Day84 (primaryend- Day168
point)

Informed consent Eled N/AC N/A N/A N/A N/A N/A

Sociodemographics 1Ic N/A N/A N/A N/A N/A N/A

Depression (2-item Patient Health Questionnaire  |I/C I/IC 1/IC I1/IC I/IC I/IC 1/IC

[PHQ2]) [24]

Anxiety (2-item Generalized Anxiety Disorder I1/IC I/IC 1/IC 1/IC I/IC I/IC 1/IC

[GAD2]) [25]

International Trauma Questionnaire (ITQ) for I1/IC N/A N/A N/A 1/IC I/IC 1/IC

PTSDY [26]

7-day TLFB [21] 1IC N/A N/A N/A IIC IIC 1IC
N/A N/A N/A N/A IIC N/A N/A

Usability evaluation (MAUQP) [28]

&: intervention arm.

bC: control arm.

ENJ/A: not applicable.

dpTSD: posttraumatic stress disorder.

€AUDIT: Alcohol Use Disorder Identification Test (10 items).
"TLFB: Timeline Follow Back for Alcohol Consumption.
IMAUQ: mobile health (mHealth) App Usability Questionnaire.

Basaline Measures

Upon successful registration, participants completed abaseline
guestionnaire to assess physical and mental health, health status,
resource utilization, and sociodemographics.

Outcome Measures

The primary outcome was a change between baseline and day
84 follow-up in self-reported al cohol consumption, as measured
by the 7-day TLFB. Participantswere asked to report how many
drinks they consumed over the past 7 days, as well as the type
of drink consumed each day. Using standard unit measurements
(seeMultimediaAppendix 2 for an outline), the weekly alcohol
consumption for baseline, day 28, day 84, and day 168 was
determined by summing the number of units assigned to each
drink.

The secondary outcome measure assessed changesinthe AUDIT
score from baseline to day 84 follow-up. The day 84 follow-up
timepoint was selected to assess the short- to medium-term
benefits of the intervention, although outcomes were also
examined at day 168 to assess longer-term benefits. Changes
in quality of life (eg, physical health, psychological health,
socia relationships, and environment) and cost-effectiveness
will be analyzed in future papers.

At each follow-up, participantswerefirst asked to complete the
primary outcome assessment before continuing to completethe
rest of the questionnaire. There were some cases where
participants compl eted the primary outcome assessment but did

https://mhealth.jmir.org/2022/6/e38991

not provide any data for the secondary outcome. Where no
primary or secondary data points were provided, these were
excluded for the specific analysis.

Statistical Analysis

The statistical analysis plan was prospectively registered on the
Open Science Framework [29]. Datawere analyzed using Stata
16.1 MP (StataCorp).

Descriptive statistics were reported either as unweighted
frequencies and percentages, the mean with the 95% ClI, or the
median with the IQR.

The primary and secondary outcomeswere modeled using linear
mixed effects models. Each outcome was tested in a separate
model. Each model included up to 3 repeated outcome
assessments, collected at days 28, 84, and 168. Repeated
measures were clustered within individual participants,
represented with arandom intercept. The mixed model used all
available information (ie, participants with at least 1 follow-up
assessment were analyzed), leading to more precise estimates
of the treatment effect.

We used multivariable binary logistic regression to assess
whether baseline variables were associated with missingness
in the primary outcome variable (1=missing primary outcome
at day 84, O=nonmissing). Each model included as covariates
(2) time (measured as days since baseline), (2) adummy variable
to represent treatment allocation (O=control, 1=intervention),
(3) atime x arm interaction term, (4) the baseline measurement
of the outcome, (5) relevant covariates (age and gender), and
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(6) baseline variables associated with missingness (number of
days off work due to alcohol consumption). Treatment effects
were estimated asthe difference between baseline and follow-up
assessment (day 28, 84, or 168) and reported as the absolute
alcohol unit difference between the arms.

Between-group effect sizes (Cohen d) were calculated by
subtracting baseline total units consumed/AUDIT score from
the day-of -assessment margin mean values (d=0.2, small effect;
d=0.5, intermediate effect; and d=0.8, strong effect). The
threshold for statistical significance reported in these analyses
was P=.05.

The intention-to-treat analyses included all participants who
completed at least 1 follow-up assessment (day 28, 84, or 168).

Sensitivity Analysis
We conducted a predefined sensitivity analysis in a subgroup

of participants who had complete information for the primary
outcome at day 84 (complete case analysis).

Process Evaluation

We examined process eval uation measures, used as a proxy for
app usage. These were reported in 3 categories: (1) app
utilization based on app analytics data provided by Google
Analytics, (2) drinking analytics based on server interactions,
and (3) notifications sent by the server. Where appropriate, these
were reported either as the median with the IQR or asthe mean
with SD.

Usability

We examined usability of the Drinks.Ration app using the
mobile health (mHealth) App Usability Questionnaire (MAUQ)
[28] at day 28. Questionnaire responses were aggregated into
(1) overall usability, (2) ease of use, (3) interface and

satisfaction, and (4) usefulness. Results were summarized with
means and SDs.

The study was also reported following the Template for
Intervention Description and Replication [30] and the

https://mhealth.jmir.org/2022/6/e38991
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CONSORT (Consolidated Standards of Reporting Trials [31]
and eHealth version [32]) checklist.

Results

Study Participation, Sample Char acteristics, and
Attrition

Between October 2020 and April 2021, 2708 individual s were
invited to take part, of whom 2531 (93.5%) did not respond to
the invite or declined to take part (n=150, 5.5%). In total, 177
(6.5%) participants were invited to complete a baseline
assessment, of whom 54 (30.5%) were found to be ineligible
based on study criteria (Figure 2). Therefore, a total of 123
(4.5%) participants completed the baseline assessment and were
randomized into the study. Of these, 78 (63.4%) completed
outcome assessments at day 28, 79 (64.2%) compl eted outcome
assessments at day 84, and 27 (22.0%) completed outcome
assessments at day 168. A total of 19 (15.4%) participants
withdrew from the study by day 84. Thisincluded 7 (36.8%)
participants who withdrew due to the limited functionality of
the control version of the app.

Of the 123 participants, 62 (50.4%) participants were
randomized to theintervention arm and 61 (49.6%) to the control
arm. Baseline characteristics are shown in Table 2. The overall
mean age was 47.6 years (95% Cl 45.8-49.3), 117 (95.1%)
participants were male, and 95 (77.2%) were married or in a
long-term relationship. In addition, 87 (70.7%) had served in
thearmy, and on average, the participants had served 14.4 years
(95% Cl 12.9-15.9) inthe UK AF. The participantshad amedian
AUDIT score of 16 (IQR 10-22) at baseline, and 66 (53.7%)
were identified as having no probable PTSD. A total of 65
(52.9%) participants reported probable depression. Most
participants entered the study with an Android device (n=67,
54.5%), and 79 (64.3%) participants completed the primary
outcome assessment at day 84, with 76 (61.8%) completing the
secondary outcome assessment.
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Figure 2. CONSORT diagram for recruitment into the RCT. CONSORT: Consolidated Standards of Reporting Trials; RCT: randomized controlled

trial.
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Table 2. Descriptive statistics of eligible participants.

Leightley et d

Characteristics

Total (N=123)

Control (N=61)

Intervention (N=62)

Age (years), mean (95% Cl)
Gender, n (%)
Male
Female
Marital status, n (%)
Married/in arelationship
Single/separated
Divorced/widowed
Military branch, n (%)
Royal Navy/Royal Marines
Army
Royal Air Force

Other?®

Length of military service in years, mean (95% Cl)

47.6 (45.8-49.3)

117 (95.1)
6(4.9)

95 (77.2)
19 (15.5)
9(7.3)

14 (11.4)
87 (70.7)
16 (13.1)
6(4.9)

14.4 (12.9-15.9)

47.4 (44.9-50.0)

58 (95.1)
3(4.9)

48 (78.7)
8(13.1)
5(8.2)

6(9.8)
44 (73.2)
8(13.1)
3(4.9)

15 (12.9-17.1)

477 (45.3-50.1)

59 (95.2)
3(4.9)

47 (75.8)
11 (17.7)
4(6.5)

8(12.9)
43 (69.6)
8(13.1)
3(4.9)

13.8 (11.5-16.1)

Probable F’TSDb, n (%) 57 (46.3) 26 (42.6) 31 (50.0)
Probable depression, n (%) 65 (52.9) 30(49.2) 35 (56.5)
Probable anxiety, n (%) 61 (49.6) 32(52.5) 29 (46.8)
AUDIT® score, median (IQR) 16 (10-22) 14 (8-23) 16 (12-21)
Baseline unit weekly alcohol consumptiond, median (IQR) 44 (25-70) 43 (25-62) 47 (26-73)
Devicetype, n (%)

i0S 56 (45.5) 32 (52.5) 24(38.7)

Android 67 (54.5) 29 (47.5) 38(61.3)
Withdrawn by day 84, n (%) 19 (15.5) 13 (21.3) 6(9.7)
Completed primary outcome assessment, n (%)

Day 28 78 (63.4) 37(60.7) 41 (66.1)

Day 84 79 (64.3) 38(62.3) 41 (66.1)

Day 168 27 (22.0) 14 (23.0) 13 (21.0)
Completed secondary outcome assessment, n (%)

Day 28 73 (59.4) 34 (55.7) 39(62.9)

Day 84 76 (61.8) 37(60.7) 39 (62.9)

Day 168 27 (22.0) 14 (23.0) 13 (21.0)

8Service branch not reported in medical records.
bpTSD: posttraumatic stress disorder.
CAUDIT: Alcohol Use Disorder Identification Test (10 items).

9Recorded usi ng the Timeline Follow Back for Alcohol Consumption (TLFB).

Primary and Secondary Outcome Analysis

For the primary outcome of the TLFB (units of alcohol per
week) at day 84 (Table 3), we found that participants in the
intervention arm had significantly larger reductions in
self-reported al cohol unit consumption from baseline (marginal
unit mean 56.3, 95% CI 50.6-62.0) to day 84 (marginal unit
mean 28.1, 95% CI 21.1-35.1) compared with those in the
control arm (marginal unit mean from 54.0, 95% CI 48.2-59.8,

https://mhealth.jmir.org/2022/6/e38991

to 43.5, 95% Cl 36.3-50.8; interaction P=.01). The effect size
for the difference between the intervention and control armsin
the mean change of units between baseline and day 84 was
Cohen d=0.35, which is consistent with a moderate effect size.

Overal, we found that between baseline and day 84, weekly
alcohol consumption reduced by —10.5 (95% CI —19.5t0o—1.5)
unitsin the control arm and —28.2 (95% CI —36.9t0—19.5) units
intheintervention arm (P-va uefor the difference between arms
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at day 84=.003) at the primary outcome measure. The difference
in unit marginal means was—15.4 (95% CI —25.5 to —5.4) units
of alcohol in favor of the intervention arm.

There was evidence of a strong effect between the 2 arms by
day 28 (Cohen d=0.50) but no evidence of adifference between
the 2 arms by day 168 (Cohen d=0.11) for self-reported al cohol
consumption (Figure 3).

For the secondary outcome change in the AUDIT score by day
84, we again found that participantsin the intervention arm had
significantly larger reductionsin the AUDIT scorefrom baseline
(score marginal mean 16.3, 95% CI 15.0-17.5) to day 84 (score
marginal mean 10.1, 95% CI 8.5-11.8) compared with thosein
the control arm (score margina mean from 16.0, 95% CI

Leightley et d

14.6-17.3,t0 14.1, 95% CI 12.4-15.7; interaction P=.003). The
differencewas—3.9 (95% Cl —6.2to —1.6) pointson the AUDIT
score in favor of the intervention arm. The effect size for the
difference between the intervention and control arms in the
mean change in the AUDIT score between baseline and day 84
was Cohen d=0.48.

There was evidence of a strong effect between the 2 arms by
day 28 (Cohen d=0.53) but no evidence of an effect between
the 2 arms by day 168 (Cohen d=0.06) for the AUDIT score
(Multimedia Appendix 3).

Sensitivity analyses of primary and secondary outcomes using
complete case analysis produced the same patterns as those
identified in the main analysis (Multimedia Appendix 4).

Table 3. Estimated mean change between each measure, timepoint, and arm. The difference in the rate of change between each arm compared with

baseline is reported alongside the Cohen d statistic®

Study arm Estimated marginal mean (95% CI)

Evidencefor adifferenceinrate of change Cohend

between arms, interaction P value

Base- Day28 Day84 Dayl68 Baselinee Basdine-day Basdline-day Basdine-day Basdine-day Baseline-
line day 28 84 (primary 168 (sec- 28 84 (primary  day 168 (sec-
outcome) ondary out- outcome) ondary out-
come) come)
Self-reported units consumed over the previous week <.001 .01 .80 0.50 0.35 0.11
Control 54.0 445 435 30.6 N/AP N/A N/A N/A N/A N/A
(48.2- (37.1- (36.3- (18.6-
59.8) 51.9) 50.8) 42.5)
Intervention 56.3 222 28.1 354 N/A N/A N/A N/A N/A N/A
(506- (152~ (21.1- (23.1-
62.0) 29.3) 35.1) 47.7)
AUDITC 10 score .001 .003 .68 0.53 0.48 0.07
Control 16.0 16.5 14.1 13.2 N/A N/A N/A N/A N/A N/A
(146- (147- (124 (106
17.3) 18.2) 15.7) 15.9)
Intervention 16.3 12.1 10.1 12.7 N/A N/A N/A N/A N/A N/A
(15.0- (10.5- (8.5- (9.9-
1750 137) 11.8) 154)

@Derived from amodel that was adjusted for age, gender, number of days off work due to alcohol consumption, and outcome measure.

BN/A: not appliable.
CAUDIT: Alcohol Use Disorder Identification Test (10 items).
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Figure 3. Trajectory for self-reported alcohol unit consumption per week as estimated from the mixed model.
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Process Evaluation

Over the entire study period (168 days), participants in the
control arm used the app for a median of 1 week (IQR 1-2),
initialized the app a median of 3 times (IQR 2-9), and had a

37 14
39 13

median session duration of 60.9 seconds (IQR 35.7-75.6).
Participants in the intervention arm used the app for a median
of 3.5 weeks (IQR 2-6), initialized the app a median of 13.5
times (IQR 4-27), and had a median session duration of 43.8
seconds (IQR 32.3-67.9); see Table 4.

Table 4. Engagement and app interactions over the study period per participant stratified by arm.

Interactions

Control, median (IQR)

Intervention, median (IQR)

Engagement measures

Initializations 3(2-9 13.5 (4-27)

Session count 24 (16-45) 54 (27-150)

Session duration 60.9 (35.7-75.6) 43.8 (32.3-67.9)

Server interactions 7 (5-8) 13(8-19)
App-recorded interactions

Drinking days N/A2 7 (4-11)

Drink-free days N/A 35(2-7)

Units consumed per drinking day N/A 12.8 (4.4-16.5)
Notifications

Push natifications 1(1-1) 18 (9-19)

SMS text messages 2(0-2) 12 (10-14)
Weeks active 1(1-2) 3.5(2-6)

3N/A: not applicable; participants in the control arm were not able to provide this information.

bsMs: short message service.

Participants in the intervention arm reported a median of 7
drinking days (IQR 4-11) during the first 28-day period, a
median of 3.5 drink-free days (IQR 2-7), and amedian of 12.8
units of alcohol per drinking day (IQR 4.4-16.5). A median of
18 push notifications (IQR 9-19) were sent to participants in
the intervention arm, along with a median of 12 SMS text
messages (IQR 10-14).

https://mhealth.jmir.org/2022/6/e38991

RenderX

App useof participantsin theintervention armisshownin Table
5. Participants engaged with all modules of the app, but most
of the app engagement was spent using the screening module
(mean 201.0, SD 994.6) and the normative guidance module
(mean 510.4, SD 1012.7).
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Table5. Intervention arm engagement with the Drinks:Ration app, stratified by page between baseline and day 168 based on app analytics data.

Page Ever accessed® Number of times accessed Average time spent per session (seconds)
n (%) Mean (SD) Median (IQR) Median (IQR)
Screening 62 (100) 4.9 (4.9) 2(2-6) 27.7 (6.6-121.7)
Normative Guidance 62 (100) 8.7(9.9) 5.5 (3-10) 99.5 (34.5-459)
Consent 62 (100) 3.3(0.9) 3.5(3-4) 53.8 (44.7-68.0)
Dashboard 60 (96.8) 34.8 (60.5) 10.5 (4-42) 197.1 (85.0-360.8)
Add Drinks 55 (88.7) 30.1 (53.0) 11 (3-38) 197.7 (47.8-408.5)
Timeline Follow Back 52 (83.9) 3.1(2.11) 2(2-4) 1021.2 (700.1-1579.0)
Drinks Diary Information 52 (83.9) 17.1(23.3) 11 (2-22) 626.0 (117.2-1413.6)
Drinks Diary 50 (80.7) 8.2(13.1) 3(1-8) 457 (16.5-198.8)
View Goals 47 (75.8) 3.3(0.7) 2(1-4) 31.9(3.1-63.4)
User Account 40 (64.5) 3.0(85) 1(0-3) 17.3(0-55.1)

@uring the study, Apple (developer of theiOS operating system) changed policies related to how devel opers could track and monitor usage of an app.
This required specific user content, which could be modified outside the app. It is therefore not possible to ascertain whether a user did not give data
because they were not using the app or whether they declined to share app usage stetistics.

Usability

The participants completed the MAUQ at day 28 (Table 6).
They responded to a set of usability questionson ascale of 1-7,
with a higher value indicating improved usability. Participants
in the control arm reported a mean overall app usability score
of 4.1 (SD 1.5), a mean ease-of-use score of 4.4 (SD 1.6), a

Table6. MAUQ? results at day 28, stratified by arm.

mean interface and satisfaction score of 4.1 (SD 1.6), and a
mean usefulness score of 3.6 (SD 1.7). These scoreswerelower
than those of the intervention arm, which reported a mean
overall app usability score of 5.9 (SD 1.1), a mean ease-of-use
score of 5.9 (SD 1.2), a mean interface and satisfaction score
of 5.9 (SD 1.1), and amean usefulness score of 5.7 (SD 1.1).

Items Control (N=35), mean (SD) Intervention (N=38), mean (SD)
Ease-of-use 4.4(1.6) 59(1.2)
Interface and satisfaction 4.1(1.6) 59(1.1)
Usefulness 3.6(1.7) 5.7(1.3)
Overall 4.1(15) 5.9(1.1)

AMAUQ: mobile health (mHealth) App Usability Questionnaire.

Adver se Events and Technical | ssues

In total, 2 (1.6%) of 123 participants were identified as having
a single adverse event of consuming more than 25 units of
alcohol within 24 hours during the study period. Following our
risk protocol [19], a signposting booklet to relevant charities
was provided, aswell asacall with the study clinical lead. After
aclinical interview, both participants were allowed to continue
inthe study. Their treatment all ocation was not disclosed to the
participants. No other adverse events were identified. No
technical issues occurred during the trial.

Discussion

Principal Findings

Thisstudy is 1 of the few RCTsto date to examine the efficacy
of afully automated 28-day brief alcohol intervention delivered
viaamobile app in a help-seeking sample of UK veteranswith
at least hazardous al cohol consumption. Help-seeking veterans
were consuming on average 55 units of alcohol per week at the

https://mhealth.jmir.org/2022/6/e38991

outset of the study, well above the 14 units of alcohol per week
recommended as the maximum by the UK Chief Medical
Officer. At the primary outcome (day 84), the difference
between the estimated marginal means for the intervention and
control armswas 15.4 units of alcohol lower in theintervention
armthaninthe control arm. A similar pattern was also observed
for the AUDIT score, where the difference between the
estimated marginal mean between the arms was 4.0 points on
the AUDIT scale, aso lower than that of the control arm.
Overdll, the intervention arm achieved significantly better
reductions in alcohol consumption and AUDIT score. These
effects disappeared at day 168.

The findings of this RCT demonstrate the efficacy of an
automated brief acohol intervention with personalized
messaging for those who consume alcohol at least at hazardous
levels and have sought help for a mental health difficulty [15].
Thefindings also mirror those obtained in other studies[7,12].
In particular, the findings demonstrate the efficacy of
Drinks:Ration within a group that has been shown to be at
increased risk of dua diagnosis. The between-arm difference

IMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [e38991 | p.144
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

compares favorably to stand-alone self-hel p interventions [33],
and the differences are greater than those typically found with
face-to-face therapies and the most successful therapist-guided
interventions [34].

This study found significant differences between the arms for
the primary and secondary outcomes at the primary data
collection point (day 84), and the differences were even larger
at day 28 when the first assessment took place. At follow-up
(day 168), only 22% of participants responded, which limited
our ability to discern differences at the timepoint. An alternative
explanation is that the effect of the intervention reduced over
time, so the long-term benefits of the Drinks:Ration app may
need reinforcing beyond the intervention month (ie, thefirst 28

days).

The results of this RCT should be placed in the context of the
wider literature. A recent literature review exploring the
effectiveness of acohol reduction apps and the availability of
evidenced-based apps on top commercial app stores identified
21 articles representing 19 unique mobile apps [35]. Of these,
7 (36.8%) apps were targeted at adolescent drinkers, and the
remainder on the general population. No studies that targeted
the AF wereidentified. The overall effectiveness of theincluded
interventions was mixed, with standards of reporting making
direct comparisons difficult (eg, AUDIT-C, binge-drinking
days, alcohol unit consumption). Drinks:Ration results compare
favorably to all included studies, in so far as we identified the
largest reductions in alcohol consumption; however, our base
starting point was significantly higher than the general
popul ation.

Although there are no reported data on waiting times between
referral and treatment in the United Kingdom, National Health
Service (NHS) Scotland national drug and alcohol treatment
waiting times for alcohol treatment were reported to be around
3 weeks or less between January 2021 and March 2021 [36].
Thedelay between referral and treatment may be an opportunity
to deploy the Drinks:Ration app to support hel p-seeking veterans
while they wait for formal treatment. Help-seeking veterans
misusing acohol attend fewer mental health appointments [6],
probably because many are prevented from receiving treatment
for mood disorders and PTSD until they have reduced their
excessive drinking. The use of the Drinks:Ration app to support
reduction in acohol consumption could enable more
help-seeking veterans to access services. In addition to the
Drinks:Ration app, the use of personalized messages sent via
SMS and push notification may have contributed to improved
performance of the intervention arm.

The efficacy of the app in relation to our primary outcome is
encouraging, but there are some issues worth considering. The
recruitment for this study was lower than anticipated. We
expected that 30% of eligible veterans would enter the study,
but though it was difficult to estimate the true total number of
eligibleindividuals, the percentage who consented to participate

https://mhealth.jmir.org/2022/6/e38991
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was less than 10%. The second potential problem is that the
effect seen at 84 days may need a reinforcement to encourage
persistent changes in behavior over the long term. This could
be achieved by enabling personalized messaging over theentire
life course of app usage.

There were 2 adverse events (involving 2 participants), which
were unlikely to be caused by our app and more likely to be
caused by the ongoing acohol consumption of the individuals
involved. This highlights the challenges of monitoring adverse
events in remote/automated interventions for which the
implementation of the app needs constant monitoring while
being used. Finaly, it is important to consider how
Drinks:Ration can be integrated into the treatment pathway to
support veterans prior and during treatment, while also
monitoring the degree to which its efficacy transfersto aclinical
context.

Limitations

Several limitations of thistrial should be noted. First, asalready
acknowledged, the majority of those invited to participate in
the study did not take part. It is not possible to ascertain why
these individuals chose not to take part, but it may be due to
digital fatigue because of the COVID-19 pandemic. Therefore,
we consider that our study assessed the efficacy of the
intervention in those willing to engage with the app rather than
effectiveness in the target population. Second, participants
self-identified their military and help-seeking status among
those recruited through social media and the status was not
verified. Third, we only used self-reported data provided via
outcome assessments and did not use data collected via the
drinks diary. This decision to use the TLFB for assessing our
primary outcome wasto ensure comparability with other studies
and to also ensure the control arm did not compl ete the drinks
diary. Thisresulted in duplicating participant input, which could
have created user frustration and negatively impacted usability
and participation. Finally, this RCT was conducted during the
COVID-19 pandemic. This period resulted in meaningful
behavioral changes to how UK military veterans consumed
alcohol dueto lockdown. In arecent study of UK veterans, they
were found to be drinking less alcohol during the first phase of
the pandemic, reducing their hazardous drinking from 49% to
28% [37]. This may have reduced the available population that
consumes alcohol at a harmful-to-hazardous level.

Conclusion

Our findings suggest that Drinks:Ration is efficacious in
reducing al cohol consumption in help-seeking veterans and that
wider uptake of Drinks:Ration in this population would be
beneficial. However, strategies to increase use of the app and
ensure that the gainsin decreasing a cohol consumption persist
over time need to be well thought out. This could be achieved
by promoting app use and continuation of messaging and more
personalized goal setting.
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Abstract

Background: Tobacco addiction is the leading cause of preventable morbidity and mortality worldwide, but only 1 in 20
cessation attempts is supervised by a health professional. The potential advantages of mobile health (mHealth) can circumvent
this problem and facilitate tobacco cessation interventionsfor public health systems. Given its easy scalability to large popul ations
and great potential, chatbots are a potentially useful complement to usual treatment.

Objective: This study aims to assess the effectiveness of an evidence-based intervention to quit smoking via a chatbot in
smartphones compared with usual clinical practice in primary care.

Methods: Thisis a pragmatic, multicenter, controlled, and randomized clinical trial involving 34 primary health care centers
within the Madrid Health Service (Spain). Smokers over the age of 18 years who attended on-site consultation and accepted help
to quit tobacco were recruited by their doctor or nurse and randomly allocated to receive usual care (control group [CG]) or an
evidence-based chatbot intervention (intervention group [I1G]). The interventions in both arms were based on the 5A’s (ie, Ask,
Advise, Assess, Assist, and Arrange) in the US Clinical Practice Guideline, which combines behavioral and pharmacol ogical
treatments and is structured in several follow-up appointments. The primary outcome was continuous abstinence from smoking
that was biochemically validated after 6 months by the collaborators. The outcome analysis was blinded to allocation of patients,
athough participants were unblinded to group assignment. An intention-to-treat analysis, using the
baseline-observation-carried-forward approach for missing data, and logistic regression models with robust estimators were
employed for assessing the primary outcomes.
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Results: Thetrial was conducted between October 1, 2018, and March 31, 2019. The sample included 513 patients (242 in the
IG and 271 in the CG), with an average age of 49.8 (SD 10.82) years and gender ratio of 59.3% (304/513) women and 40.7%
(209/513) men. Of them, 232 patients (45.2%) completed the follow-up, 104/242 (42.9%) in the |G and 128/271 (47.2%) in the
CG. Intheintention-to-treat analysis, the biochemically validated abstinencerate at 6 monthswas higher inthe |G (63/242, 26%)
compared with that in the CG (51/271, 18.8%; oddsratio 1.52, 95% CI 1.00-2.31; P=.05). After adjusting for basal CO-oximetry

and bupropion intake, no substantial changes were observed (odds ratio 1.52, 95% CI 0.99-2.33; P=.05; pseudo-R>=0.045). In
the I1G, 61.2% (148/242) of users accessed the chatbot, average chatbot-patient interaction time was 121 (95% CI 121.1-140.0)
minutes, and average number of contacts was 45.56 (SD 36.32).

Conclusions: A treatment including a chatbot for helping with tobacco cessation was more effective than usual clinical practice
in primary care. However, this outcome was at the limit of statistical significance, and therefore these promising results must be

interpreted with caution.
Trial Registration:
International Registered Report Identifier (IRRID):

Clinicaltrials.gov NCT 03445507; https://tinyurl.com/mrnfcmtd
RR2-10.1186/s12911-019-0972-z

(JMIR Mhealth Uhealth 2022;10(6):€34273) doi:10.2196/34273

KEYWORDS

smoking; tobacco cessation; primary care; smartphone use; chatbot; dialog systems; artificia intelligence; tobacco; mHealth;

primary care

Introduction

Tobacco addiction istheleading cause of preventable morbidity
and mortality in the world, directly causing 7 million deaths
annually. Should this trend continue, this figure would rise to
8 million deaths by 2030, mostly in devel oping countries [1].

Population studies repeatedly conclude that the majority of
smokers would like to quit and the percentage of them who try
every year ishigh[1]. Most tobacco users stop smoking without
help, although professional interventions increase the number
of attempts and use of effective medication, resultingina?2- to
3-fold successrate in the long term [2].

Different interventions by health professionals have proven to
be effective and efficient, with the best outcomes observed when
behavioral and pharmacological treatmentsare combined [2,3].
However, only 1 in 20 cessation attempts is supervised by a
health professional [3]. Almost 84% of smokers who attended
a primary care within the Madrid Health Service in 2008 had
not received any adviceto quit smoking over the 3 months prior
to the consultation [4], which is similar to reports from other
countries [5,6]. Factors accounting for these low intervention
rates have been identified, among which are the training deficit
of professionals, their perception that these interventions are
not very effective, and their lack of timeto implement them [7].

Moreintensiveclinical interventionsyield higher cessation rates
in the long term; however, they are more expensive, require
specifically trained professionals, and entail more health care
time, which areinconvenient for both health care providersand
users, who occasionally cannot afford them [8]. The potential
advantages of mobile technologies for health (mHealth)
[9]—effectiveness,  accessibility,  portability, privacy,
customization, time-sensitive interventions, access to socid
support, superior adherence, and enormous scalability
potentiall—can circumvent these problems and facilitate
tobacco-cessation interventions for public health systems.

https://mhealth.jmir.org/2022/6/€34273

Globally, the number of smartphones used isincreasing. There
are an estimated 5200 million cell phone usersand an estimated
8 hillion cell phone lines worldwide, which exceed the world
population (penetration rate of 102%) [10], and these numbers
are expected to continue rising. Smartphones have become the
most frequent and most accessible form of computer in most
countries. This relevance of information and communication
technologies (ICTs) has even increased in the context of the
COVID-19 pandemic dueto theimposed socia distancing, and
tobacco addiction was not oblivious to the new circumstances.

Using ICTs also entails risks. access to websites and apps
offering incomplete information or nonevidence-based therapies
that are difficult to identify and can cause undesirable effects
[11]; incorrect records due to anonymity of patients (including
the difficulty to reach the target population) [12]; lack of
nonverbal communication; potential discrimination (eg, impaired
vision, illiteracy, socioeconomic level, age); feeling of invasion
of privacy or of being controlled for the user; issues with
adherence to treatment and its detection; costs generated from
mobile data use; and problems regarding data protection,
privacy, and confidentiality. Online interventions should
complement and not substitute presential interventionsfor now
[13], so creating atheoretical framefor correctly implementing
this novel type of interventions is essential to guarantee
minimum quality and homogeneity standards.

Evidence regarding the effectiveness of interventionsfor quitting
smoking with the aid of ICTsisrecent. A review by Whittaker
et a [14], which included 26 clinical trials and 33,849
participants, concluded that automatized interventions with
SMS text messages were effective, whether as the solely
delivered intervention (relative risk [RR] 1.54, 95% ClI
1.19-2.00) or in combination with other interventions (RR 1.59,
95% CI 1.09-2.33). That review was the first to incorporate 5
evidence-based, quality studies comparing the effectiveness of
an app for cessation with low-intensity interventions (whether
using apps or not), although the effectiveness of apps for
increasing the abstinence rates in the long term was not proven
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(RR 1.00, 95% CI 0.66-1.52). A more recent review including
4 trials using apps reported similar results (RR 0.871, 95% Cl
0.543-1.397) [15].

Chatbots are potentially useful tools for interventions using
ICTs: they are virtual assistants that respond to questions and
requests by the patients, have the ability to learn, and
communicate with the user via messaging apps. They differ
from apps in their structure (they do not require installation in
the smartphone, and therefore do not occupy space in the
terminal; the interface is like a chatroom; and
programming-related costs and time are lower), usage (they are
bidirectional communication tools), interaction (they are not
limited to a series of actions set by the programmer), privacy
(they do not collect datafrom the phone), and most importantly,
they are artificial intelligence (Al) and natura language
processing tools (Multimedia Appendix 1).

At the time of this writing, several clinical trials are being
conducted to assess the effectiveness of a chatbot for quitting
smoking [16,17] by comparing different interventionsemploying
ICTs. However, thiswork considered that clinical practice was
the best comparator because it is the standard treatment in our
setting and the chatbot aims to reproduce the ideal
professional-patient personalized interaction using novel
technological support.

Given its easy scalability to large populations, chatbots are a
potentially useful complement to usual treatment, with the
consequent savings, whether they are integrated into a global
plan for aiding smokers to quit or used alone.

The aim of this study was to assess the effectiveness of a
chatbot, with an evidence-based design and including elements
of Al and natural language processing, for helping people stop
smoking compared with clinical practice in primary care.

Methods

Trial Design

This is a pragmatic, multicenter, controlled, and randomized
clinical trial. The study was conducted in 34 primary health
care centers in the Community of Madrid region (Spain) and
had afollow-up period of 6 months. The Madrid Health Service
provided care for 6,772,465 citizens in 262 hedlth care centers
when the trial was conducted (2019).

The study followed the CONSORT (Consolidated Standards of
Reporting Trials) guidelines [18] (Multimedia Appendix 2).

https://mhealth.jmir.org/2022/6/€34273
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Thetrial protocol was previoudy registered [19] and no changes
were made to the methods, intervention, or comparator, except
for an additional analysis by subgroups, which was not included
intheinitial study design.

Participants

Family practitionersand nursesfrom the 262 health care centers
in the Madrid Health Service were offered to participate. The
248 hedlth workers who volunteered as collaborators were
informed of the study objectives, design, and methods, and
received training about the fieldwork, handling of the data
collection, and good practicein clinical research. Among them,
only 161 professionals recruited participants.

Patientsincluded were smokers aged over 18 yearswho visited
their doctor or nurse for consultation for any reason during the
inclusion period. Patients included must have smoked at least
one cigarette over the previous month, accept professional help
for quitting in the following month, own asmartphoneinwhich
a messaging app (Telegram) could be installed, confirm their
availability to be reached for 6 months following the
intervention, and provideinformed written consent. Criteriafor
exclusion were showing significant communication barriersand
participation in another dishabituation program or clinical trial
simultaneously. Computer or internet illiteracy of patients was
not assessed.

Recruitment

Each collaborator had the objective of recruiting a minimum of
3 patients by offering participation to all smokers attending their
consultation for any reason, in consecutive order, between
October 1, 2018, and March 31, 2019. After checking
compliance with the inclusion criteria, the patients were
informed about the characteristics of the trial, and invited to
participate and read an informative document (Multimedia
Appendix 3). Patients who accepted to participate provided
informed consent (Multimedia Appendix 4). Relevant data on
patients who declined enrollment were collected (age, gender,
and reason for declining).

Two visits were defined for patient data collection (Figure 1):
baseline (TO) and at 6 months (T1). The health care collaborators
collected participants’ data in a collection notebook designed
ad hoc, which could be accessed from the work computer with
a personal password. Additionally, professionals were
responsible for the clinical follow-up of patientsin the control
group (CG) and keeping records of it at each visit.
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Figurel. Study Flowchart.

Olano-Espinosa et al

r -

Enrollment

Patients assessed for eligibility
(n=572 smokers)

Excluded patients: n=59

Daclined to participate {n=52)
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Randomization and Blinding

After providing informed consent and following the collection
of baseline information, participants were randomly allocated
to theintervention group (1G, chatbot) or CG (usua care) at the
baseline visit (TO) via ssimple randomization software and
without further restrictions. No other method was used to
implement the random allocation sequence. The software
generated a banner indicating the professional which group the
patient had been assigned to, and a printable file with a password
to access the chatbot for patientsin the IG.

Given the nature of the intervention, patients and professionals
were aware of their treatment allocation. All analyses were
performed by trial statisticiansand methodologistsinthe Madrid
Primary Care Research Unit who were blinded to the group
assignment.

Intervention

The intervention strategy for both arms was based on the 5A’s
(ie, Ask, Advise, Assess, Assist, and Arrange) inthe US Clinical
Practice Guideline[2]. During the recruitment phase, al patients
who met theinclusion criteriawereinterviewed in person about
their tobacco consumption and received adviceto cease smoking
from their doctor or nurse, who also inquired about their
willingness to quit smoking. Those accepting to attempt
cessation in the following month and agreed to participate in
thetrial wererandomly assigned into the 1G or the CG. Patients
received a personal intervention that combined behavioral and
pharmacological treatment and was structured in several
follow-up visits, whether online via a chatbot or face-to-face
with their assigned health care professional.

https://mhealth.jmir.org/2022/6/€34273
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Patientsin the CG received usual clinical practice that aided in
their tobacco cessation process, which is based on scientific
recommendations and protocols in the services portfolio of the
Madrid Health System (Servicio 415, Atencion al Consumo de
Tabaco en & Adulto). The standard intervention comprised at
least one appointment before the day of cessation and another
visit after 1 month. Additional controls could be set, with
frequency, intensity, and duration adjusted based on the
professional criteria and patient needs.

Patients in the 1G were offered an intervention with contents
similar to the CG but delivered via a chatbot. A persona
keyword allowed accessing the chatbot via Telegram, awidely
used messaging app very similar to others, which makesit very
easy to use and was chosen due to its better privacy warranties
at the moment this trial was conducted. No instructions or
recommendations were given to the chatbot users regarding
timing, frequency, or intensity of use. No further appointments
were set between the professional and the patient other than the
follow-up at 6 months (T1), and no additional co-interventions
were provided outside the trial setting.

Once the patients started the interaction upon their initiative,
the chatbot guided them through the dishabituation process by
establishing a 15-day period just before the cessation date with
daily interactive contacts between the chatbot and patient. This
was followed by encouraging and recognition messages by the
chatbot after quitting that became more sporadic until
completing the 6 months of abstinence. The contact frequency
set by the chatbot varied depending on the time since quitting
and patient characteristics (persona choice, type of tobacco
use, personal risk situation, prescribed drug, abstinence-related
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symptoms, and evolution). The patient could contact the chatbot
at any time and place, and decided the duration and frequency
of interactions. There were no paymentsin any caseor direction.
The only expenditure for patients was that derived from
consumed mobile data.

Dejal@bot was developed based on scientific evidence by
doctors with expertise in tobacco use and ICTs between 2015
and 2018 (see Multimedia Appendix 5 for screenshots of the
app). Itsinternal structure is a script recreating the interaction
between a professional and a patient that takes numerous
variants as required by the patient’s needs and characteristics.
The chatbot is bidirectional and provides multimedia links to
cessation advice (by providing access to evidence-based
techniques  with  cognitive-behavioral, = motivational,
relapse-prevention, and problem-solving components);
information about the prescribed medication for hel ping to quit;
and advice on how to cope with abstinence-related problems
and relaxation exercises in diverse formats, such as video,
graphs, games, and web links (of note, all these are similar to
the resources health care workers could offer to the patientsin
the CG). Dgja@bot also incorporates gamification elements
(knowledge and skills acquisition) with a system for scoring
points and obtaining badges that grant access to specific
information depending on the abstinence period and personal
needs. This feedback is complemented with messages of
encouragement and emphasis on the achieved goals. The
intervention was described in detail in the protocol [19] and in
the TIDieR (Template for Intervention Description and
Replication) checklist (Multimedia Appendix 6).

A pilot test was conducted prior to the beginning of the clinical
trial to assess usability and to train the Al categories. Thefinal
version from the pilot study (February 2018) was implemented
in the randomized controlled trial and its content was not
modified at any stage.

No technical support service was available during the trial,
which the authors believed would improve the chatbot
accessibility and the retention rate.

https://mhealth.jmir.org/2022/6/€34273
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Data collection was monitored weekly and the collaborators
were contacted in case of incongruous or incomplete
information.

The Deja @bot structureissimple: (1) The user writesmessages
in the Telegram app installed into their smartphone; (2)
Telegram anonymizes this message upon receipt by assigning
an identification number to the user and forwards the message
to the software installed in the research team server; (3) the
software processes the message; (4) our reply is sent to
Telegram; and (5) Telegram forwards the response to the user.

Telegram operates as a telephone service provider acting as a
technological intermediate that does not store the content of the
conversation. The chatbot only knows what the users say but
there are no metadata in the conversation alowing their
identification.

Dejal@bot works on an expert system that becomes more
flexible in each decision by understanding the patients' needs
through a probabilistic interpretation of their message using
techniques based on Bayes' theorem. Therefore, the decision
on which script to show next is not a prefixed sequence in a
decision tree but rather works asfollows: if the patient does not
require special attention, the subsequent script is used in the
order that has been preset in the expert system; however, if the
patient requires specia attention (eg, change of quit date,
relapse, medication side effect), the Bayesian system detects
this need and the specific script that has been preset for that
particular case is used.

The Al layer has been generated using intelligent dictionaries
of synonyms (48 classes with a total of 1127 terms), and
therefore, the chatbot has learned different ways of expressing
the same concept in natural language to respond appropriately
regardless of the expression used by the user. The features and
clinical content of the chatbot are presented in Textbox 1.
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Textbox 1. Chatbot features and clinical content.

Olano-Espinosa et al

Features

« Installed outside the smartphone (instead installed on the research team server).

«  Communicate with the user via messaging apps.

« Easytolearn.

«  Bidirectional communication.

«  Respectsthe privacy of the user.

« Artificid intelligence.

«  Natura language processing.

o Structured in severa follow-up visits.

«  Participants contact the chatbot at any time.

«  Participants decide the duration and frequency of interactions.
«  Multimedialinks.

«  Gamification elements.

Clinical content

«  Evidence-based techniques with cognitive-behavioral, motivational, relapse-prevention, and problem-solving components.

«  Variable contact frequency depending on time since quitting and patient characteristics.

«  Information about the prescribed medication.
« Advice on how to cope with abstinence-related problems.

« Relaxation exercises.

« 15-day period just before the cessation date with daily interactive contacts.

«  Encouragement and recognition messages by the chatbot after quitting with an emphasis on the achieved goals.

Outcome Variables

The primary outcome was continuous abstinence at 6 months,
which was biochemically validated by CO-oximetry, involving
measurement of exhaled air in parts per million (ppm), following
the recommendations in the Russell Standard [20]. Therefore,
the patient must declare not having smoked in the previous 6
months and have a negative CO-oximetry result (<10 ppm) to
be considered a*“nonsmoker.”

The secondary outcomeswere changesin quality of life, number
of contacts between the therapist or the chatbot and the patient,
and total time of interaction. The cost-utility assessment will
be the subject of a separate analysis and paper. Adherence to
pharmacological treatment could not be measured due to the
low number of visits in the CG. No modifications to the trial
outcome measurements were made after the trial commenced.

The EQ-5D-5L was used to assess quality of life. Thisvalidated
generic instrument measures health-related quality of lifeon a
visua analog scale (VAS) ranging from 0 to 100 (with higher
ratings indicating higher quality of life) and includes 5
dimensions to assess mobility, self-care, usua activities,
pain/discomfort, and anxiety/depression. Health condition is
converted into aweighted Health Status I ndex, where full health
receives avalue of 1 and 0 stands for death. We collected data
on the 5 dimensions and the Health Status Index proposed for
our country [21].

https://mhealth.jmir.org/2022/6/€34273

Patient datawere collected during the consultations with family
practitioners and nurses at baseline (TO) and after 6 months
(T1). At baseline, collaborators recorded sociodemographic
variables (age, gender, economical level, educational level, and
nationality); tobacco use (daily cigarette consumption, number
of previous attempts to quit, CO-oximetry result in parts per
million, cessation date, and level of nicotine dependence); and
related variables (concomitant use of cannabis, prescribed
pharmacological treatment, and type of pharmacological
treatment indicated for the dishabituation process). Given the
pragmatic nature of this trial, patients could contact the
professionals or the chatbot at any time, and professionals could
schedule follow-up visitswith patientsin the CG depending on
both the recommendationsin the portfolio of provided services
and patient needs. Information regarding contact time and
number of interactions was automatically recorded in the data
collection notebook (CG) or by the chatbot (1G). No qualitative
feedback was obtained from participants at any moment.

If the patient did not attend the 6-month follow-up visit (T1),
their assigned professional tried to contact them on the phone
up to 3 times to set an appointment, after which they were
considered lost to follow-up.

No changes to trial outcomes were made after the trial
commenced.

JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€34273 | p.155
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

Sample Size

The sample size was calculated based on the outcomes of the
FTFT-AP tria [22], a recent clinical trial that assessed the
effectiveness of usual clinical practicein our health care system
and reported a continuous abstinence rate of 9.6% in the CG at
6 months. Considering a2-fold success rate compared with the
later study [14], an a error of 5%, and a power of 80%, the
calculated sample size was 418 patients. With an estimated
dropout rate of 10%, the final size was 460 smokers (230 in
each arm).

Statistical Analysis

Intention-to-treat analyses were performed by coding all 1osses
to follow-up as smokers, as specified in the previously published
protocol [19]. Stata 14 was used for the analyses.

Regression models (logistic or linear, as appropriate) were
employed for analyzing the effect of the intervention on all
outcomes and adjusted for robust estimators to account for
patientsrecruited by clusters. Missing datawere analyzed using
the baseline-observation-carried-forward (BOCF) approach.
The effectiveness of the intervention on the primary outcome
was assessed via intergroup differences in the biochemically
validated abstinence at T1 and TO, reported in proportions with
the corresponding 95% CI. A sensitivity analysiswas performed
to compare the intention-to-treat and per-protocol analyses.
Factors associated with confirmed continuous abstinence at 6
months were evaluated using a logistic regression model.
Intragroup differencesin quality of life between T1 and TO, as
measured via the EQ-5D-5L VAS, were calculated as part of
the analysis of secondary outcomes. Additionaly, variables
measuring the intensity of use were evaluated via intergroup
differences in the average number of contacts and total
interaction time. An analysis by subgroups was a so conducted
to account for theintensity of use with the chatbot or the contact
intensity between patients and professionals.

Statistical tests for independent samples (Student t test and
chi-square test) were applied for intergroup comparisons at
baseline, and arepeated-measures ANOVA for related samples
was used for eval uating intragroup differences and changes over
time.

Ethics Approval

This clinical trial was approved by the Ethics Committees for
Clinical Research of the Community of Madrid (December 13,
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2017; approval number: 23/17) and the University Hospital 12
de Octubre (Madrid, January 30, 2018; approval number:
18/054).

Results

Characteristics of Patients

Participantswererecruited between October 1, 2018, and March
31, 2019. The last follow-up visit took place on October 31, of
2019. Nocritical “secular events’ fell into the study period. The
trial ended as planned in the protocaol.

A total of 161 professionals collaborated in the trial and each
recruited a mean of 3.18 (SD 1.69) patients. Of the 572
potentially eligible patients who had been invited to participate,
513 accepted, provided informed consent, and were thus enrolled
inthetrial. Participating patients showed characteristics similar
to nonparticipantsin terms of gender and age.

No significant differences were found between the |G and CG
at baseline in terms of sociodemographic variables or those
related to their tobacco consumption (Table 1). The average age
was 49.8 (SD 10.82) years, 59.3% (304/513) were women,
93.8% (481/513) were Spanish, 68.2% (350/513) had completed
secondary or university education, and 51.5% (264/513) earned
under €17,000/year or US $18,100/year (nearly twice the
minimum wage).

Concerning variablesrelated to tobacco use, 10.1% (52/513) of
patients reported moderate or high dependence on nicotinewith
Heavy Smoking Index values of 4-6 points and average
consumption of 16.5 cigarettes/day (SD 7.75). Additionally,
3.3% (17/513) of patients were frequent cannabis users. The
mean baseline CO-oximetry level was 15.11 ppm (SD 14.12)
and mean attemptsto quit were 2.48 (SD 2.91). Pharmacological
treatment was prescribed for 49.3% (253/513) of patients. The
mean baseline score on the EQ-5D-5L VASwas dlightly higher
inthe CG (71.8, SD 18.1), compared with that in the IG (69.4,
SD 18.5; P=.07), without intergroup differences in the
guestionnaire dimensions expressed by their relevant weighted
Health Status Index [21].

Measurementswere obtained at the follow-up visit (T1) for 232
(45.2%) patients, 42.9% (104/242) and 47.2% (128/271) in the
IG and CG, respectively, without significant intergroup
differences (Figure 1). The anaysis of dropouts also did not
show significant intergroup differences (Table 2).
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Table 1. Clinical characteristics of patients.

Olano-Espinosa et al

Variable Control group (n=271) Intervention group (n=242) P value
Age (years), mean (SD) 50.66 (10.42) 49.01 (11.22) .09
Gender, n (%) .64
Women 158 (58.3) 146 (60.3)
Men 113 (41.7) 96 (39.7)
Educational level, n (%) .67
Primary school or inferior 89 (32.8) 74 (30.6)
High school 132 (48.7) 116 (47.9)
University 50 (18.5) 52 (21.5)
Personal grossincome (£%year), n (%) 98
<8500 48 (17.7) 44 (18.2)
8500-16,999 94 (34.7) 78(32.2)
17,000-25,499 73(26.9) 66 (27.3)
25,500-33,999 36 (13.3) 34 (14.0)
>34,000 20(7.4) 20 (8.3)
Country, n (%) .26
Spain 251 (92.6) 230(95.0)
Other countries 20(7.4) 12 (5.0)
Number of daily cigarettes, mean (SD) 16.32 (8.04) 16.70 (7.43) .59
Previous tobacco withdrawal attempts, 2.37(2.83) 2.60 (3.00) .38
mean (SD)
Heavy Smoking Index, mean (SD) 2.65 (1.68) 2.71 (1.59) .67
Cannabisuse, n (%) 14
No 265 (97.8) 231 (95.5)
Yes 6(2.2) 11 (4.5)
Phar macological treatmentb, n (%) 130 (48) 119 (49.2) 63
Simple nicotine replacement treat- 10 (7.7) 13(10.9)
ment
Combined nicotine replacement 4(3.1) 5(4.2)
treatment
Bupropion 24 (18.5) 21 (17.6)
Varenicline 89 (68.5) 74 (62.2)
Others 3(2.3) 6 (5.0)
No pharmacological treatment 141 (52.0) 123 (50.8)
Baseline CO-oximetry (ppt), mean (SD)  15.51 (15.33) 14.70 (12.67) 57
EuroQol 5D-5L VASS, mean (SD) 71.8(18.1) 69.4(18.5) 14
EuroQol 5D-5L index, mean (SD) 0.9(0.2 0.9(0.2) A1

31=US $1.06.

Pn=130 and 119, respectively, for the |G and CG.

SVAS: visual analog scale.

Primary Outcome

Table 2 presents detailed intervention outcomes, from both the
intention-to-treat (n=513) and per-protocol (n=232) analyses.
In the intention-to-treat analysis using the BOCF at T1, an
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intergroup difference in the primary outcome was found, with
abiochemically validated abstinence rate of 26.0% (63/242) in
the |G versus 18.8% (51/271) in the CG (odds ratio [OR] 1.50,
95% CI 1.00-2.31; P=.05). After adjusting by CO-oximetry and
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bupropion intake, no substantial changes were observed (OR
1.52, 95% CI 0.99-2.33; P=.053; pseudo-R?=0.045).

In the explanative model, the factors found to correlate with the
abstinence rate at 6 months were having received the chatbot

Table 2. Abstinence rate at 6 months.

Olano-Espinosa et al

intervention (OR 152, 95% CI 0.99-2.33; P=.053) and
bupropion prescription (OR 2.81, 95% CI 1.49-5.32; P=.001).
Baseline CO-oximetry level was not found to correlate with the
abstinence rate at thistime point (OR 0.96, 95% Cl 0.94-0.99;

P=.002; pseudo-R?=0.045).

Groups and rate difference

CO-validated continuous abstinence (intentionto treat) CO-validated continuous abstinence (per protocol)

Control group, n/N (%) 51/271 (18.8)
Intervention group, n/N (%) 63/242 (26.0)
Rate difference (95% Cl) —7.2(-14.4t00.0)
Odds ratio raw (95% Cl) 15(1.0to2.3)

P value .05

Odds ratio adjusted (95% CI)? 152(0.99102.33)
Pvalue .05

51/128 (39.8)
63/104 (60.6)

~20.7 (-33.4t0-8.1)
23(14103.9)
<.001

2.35 (1.37 t0 4.05)

.002

3Adjusted by baseline CO-oximetry and bupropion intake.

Secondary Outcomes

Intermsof quality of life, no intergroup differences were found
at baseline on the VAS (71.8 in the CG versus 69.4 in the IG;
P=.07). At 6 months, asignificant difference on the EQ-5D-5L
VAS was observed between those who had quit and those who
had not (73.2 versus 64.7 points, respectively; P=.01) and also
between patientsin the |G and the CG (71.6 versus 66.7 paints,
respectively; P=.09), although statistical significance was not
reached (P<.05).

In terms of variables related to intervention intensity, the mean
total interaction time with the patients was 21.2 minutes (SD
18.3; 95% CI 19.0-23.4) in the CG and 121 minutes (SD 157.5;
95% Cl 121.1-140.0) inthe |G (P<.001), and the mean number
of contactswas 2.92 (SD 1.89) inthe CG and 45.56 (SD 36.32)
in the 1G (P<.001). Therefore, the mean interaction duration
between the chatbot and patient was 2.65 minutes versus 7.26
minutes between the professional and patient. Contact was
defined as the time attending consultation for cessation in the
CG or as the chatbot-patient interaction plus the time for
performing an activity in the |G, with a pause of more than 90
minutes being considered as the end of a contact.

Patients in the |G who had successfully quit interacted an
average time of 176.1 minutes (Cl 95% 124.4-227.7) versus
116.6 minutes (95% CI 65.6-167.7) for those who had not
(P=.06). Inthe CG, the mean interaction time was 24.1 minutes
(95% CI 19.1-29.2) for patients who had quit smoking versus
23.5 minutes (95% CI 19.8-27.3) for those who had not (P=.84).
The average number of contacts in the |G was greater for
patientswho stopped smoking versus those who did not succeed
(59.4 vs 40.9, respectively; P=.004), which was in contrast to
the number of contactsin the CG (4.1 versus 3.6, respectively;
P=.06).

An additional exploratory analysis by subgroups, which the
protocol did not contemplate, was performed to assess the
intensive use of the chatbot, defined as more than 4 contacts
with the chatbot and over 30 minutes of tota interaction time
throughout the 6 months. The biochemically validated

https://mhealth.jmir.org/2022/6/€34273

abstinence rate in the IG at T1 was significantly higher for
patients who contacted the chatbot intensively versus those who
did not (68.6% versus 40.9%, respectively; P=.02), which was
in contrast to that observed inthe CG (47.6% for patients having
intensive contact with the health care worker versus 35.4% who
were not; P=.30), for which also intensive contact was defined
asmore than 4 contacts and over 30 minutes of total interaction
time throughout the 6 months.

Approximately half of the patients (130/271, 47.9% and
119/242, 49.2% in the CG and IG, respectively) received
pharmacological treatment to quit smoking, with no observed
intergroup differences. In the multivariate analysis, arelationship
was found only between bupropion intake and biochemically
confirmed abstinence at 6 months (OR 3.46, 95% CI
1.12-10.51).

Discussion

Principal Findings

Although no significant difference in smoking cessation rates
was obtained, our results suggest an effect that is certainly
promising (OR 1.5), with a difference in effect ranging from
no effect (OR 1) or a 1% decrease (OR 0.99) in the raw result
up to over 2-fold increase (OR 2.33). However, al valueswithin
theinterval limitsare reasonably compatiblewith the data, given
the dtatistical assumptions made to calculate the interval.
Therefore, these results must be interpreted with caution.

Intermsof secondary variables, quality of lifefurther improved
for patients assigned to the chatbot intervention versus the CG,
especially for those who succeeded in quitting. Thisfinding is
consistent with the higher abstinence rates observed in the IG
and can berelated to the successin quitting smoking rather than
the assigned intervention. Nevertheless, the change observed
in the IG, which showed a dightly lower quality of life at
baseline, could be partly due to the intervention.

Both the total interaction time and the number of contacts were
much greater in the IG than in the CG, athough the average
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contact duration was shorter in the former group. The number
of sessions and invested time are key factors for the
effectiveness of interventions in smokers [2]. One premise for
the chatbot intervention was that its automated use would
facilitate an intensive intervention of characteristics similar to
face-to-face interventions but without requiring as many
resources. However, the setting of a chatbot-patient interaction
is very different from avisit to the doctor or nurse in terms of
type of interaction, duration (the chatbot is accessed easily and
the intervention can be fragmented according to the patient
needs), and activities performed by the patient (patientsin the
| G practiced behavioral techniques during theintervention time,
whereas those in the CG did it at home and the invested time
was not registered). This could partly justify the paradox that
patientsin the |G who did not succeed in quitting smoking spent
more time contacting the chatbot than those who did quit in the
CG, athough further trials are required to clarify this aspect.

Patientsin the |G who madeintensive use of the chatbot (longer
total interaction time and greater number of contacts) achieved
significantly higher abstinence rates than those who did not,
contrary to the CG, where no significant differences in
abstinence rates were found between those having and not
having intensive interaction. It appears that the majority of
professionals conducted very homogeneousinterventionsin the
CG, probably limited by their workload. However, the number
of patients in the CG achieving continuous abstinence at 6
months was higher when the interventions reached intensive
use (47 versus 35, respectively), despite not reaching clinical
significance, probably due to the limited sample size.

The use of pharmacological treatment for tobacco cessation in
usua practice yields over a 2-fold success rate for the same
intervention duration [2]. In this trial, first-choice drugs were
equally prescribed in both arms and the performed analysis
showed that their effect was not considerable. In any event, the
chatbot was designed to increase adherence to medication by
providing accessible and tailored information, athough this
could not be properly measured due to the low number of
follow-up visitsin the CG.

The per-protocol analysis revealed a difference compared with
the intention-to-treat analysis (Table 2), supporting the
effectiveness of Deal@bot, yet raising concerns about
adherence to the chatbot, an aspect that must be improved.

In summary, accessibility, simplicity, ubiquity, and immediacy
were components that probably favored longer interaction time
between the chatbot and patients and a higher number of
contacts, which are key factors for predicting long-term
abstinencein interventionsin smokers[2,3]. These, in addition
to following usual practice guidelines, were the factors
underlying the effectiveness of Dejal @bot.

Further trials are required to determine the components that
mainly impact the effectiveness of the chatbot and which type
of patients are susceptible to benefit from this type of
intervention. Besides, more studies are needed with direct
technical assistance for improving accessibility, as well as
interventions for improving digital competencies in certain
population groups, which would likely improve retention.
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Comparison With Other Studies

We identified only 2 clinical trials [16,23] that used chatbots
to help people quit smoking. One study [16], without published
outcomes at the time of this writing, aims at comparing a CG
using SM S text messages with an |G using a chatbot (QuitBot)
in smartphones for helping with the cessation process.
Abstinence will be checked at 3, 6, and 12 months after the
intervention via biochemical validation. The other study [23]
was an experimental trial that added a chatbot to the already
existing “Smoke Free App.” Thetrial compared the interaction
between the user and the app with and without the chatbot. The
inclusion of the chatbot in the app increased the self-reported
abstinence at 1 month (OR 1.36, 95% CI 1.16-1.61; P<.001).
Therefore, Dejal @bot is the first published clinical trial about
the effectiveness of a chatbot for helping smokers to quit with
biochemically validated abstinence outcomesin the long term.
Multimedia Appendix 7 presents alist of articles on the use of
apps and chatbots in the tobacco cessation process.

Given the absence of further similar studies, the outcomes of
thistrial were compared against those in severd clinical trias
using apps for helping to quit smoking. One study compared
the effectiveness of 2 apps[24], one of them following the US
clinical practice guideline[2] that achieved a21.1% abstinence
rate at 12 months versus an Acceptance and Commitment
Therapy app that achieved a higher abstinence rate of 28.2%
(OR 1.49, 95% ClI 1.22-1.83; P<.001). These were self-reported
and 1-time outcomes, unlike those in our trial.

In the study by Pallgja-Millan et a [25], participantsin the |G
who used the app regularly and correctly had a higher
probability of being abstinent at 12 months (OR 7.20, 95% ClI
2.14-24.20; P=.001) than those in the CG. That isthe only trial
comparing the use of an mHealth intervention with usual
practice but, unlike ours, their design was based on
conglomerates (health care centers) and not pragmatic. The
obtained abstinence outcomeswere statistically significant when
contrasting correct versus incorrect use of the app, but not in
theintergroup comparison. Of note, 34.2% (97/284) of patients
in the IG did not enter the app for smoking cessation.

BinDhim et al [26] compared an interactive app (including a
variety of optionsfor cessation, evaluation of risks and benefits
from quitting, motivational messaging, and diary of the cessation
process) with amerely informative app. The abstinence results
at 6 months were better with the intervention app (10.2% vs
4.8%; RR 2.02, 95% CI 1.08-3.81), athough abstinence was
self-reported.

Baskerville et a [27] compared an evidence-informed app for
smoking cessation with an evidence-informed self-help guide
for reducing the smoking prevalence among young adult
smokers, and observed no differences at 6 months (OR 0.83,
95% CI 0.59-1.18). Of note, the follow-up rate was 60.48%
(967/1599) at that time point.

Strengths and Limitations

Among the strengths of thisstudy areits pragmatic design, with
real-life conditions of clinical practice in terms of recruitment
(inclusion criteria for patients and professionals), prescribed
medication (patients were treated by their assigned practitioners
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at their usual consultations, without further restrictions), and
minimum number of mandatory visits (baseline and at 6
months). Computer or internet literacy of patients was not
checked at any point, and randomization was only conducted
after their inclusion in the trial and collection of baseline data.
The fact that professionals volunteered to participate can be
detrimental to the outcomes because of a possible self-selection
bias (participating workers may not be representative of the
health staff due to a greater interest in tobacco addiction).

Usual practice was selected as the comparator due to being the
standard treatment in our setting and because the chatbot
attemptsto reproduce theideal face-to-face interaction between
therapists and patients but as a novel technological support.
Thisled to comparing 2 interventions of different intensitiesin
terms of interaction time and number of contacts between the
health worker or the chatbot and the patient. However, this
comparison was justified by the pragmatic nature of the study.

The main outcome variabl e (continuous abstinence at 6 months)
was biochemically validated, which increased the scientific
accuracy of the results. So far, all clinica trials with apps
[24,26,27] or chatbots [23] considered a patient to be abstinent
based only on self-reports, with the exception of Pallgja-Millan
et a [25].

The mentioned strengths reinforce the validity of the external
outcomes, especially for health systems similar to the Spanish
public health service. Although the Dejal@bot intervention
cannot be directly delivered to the internet community without
theintervention of ahealth professional to prescribe medication
(if indicated), it could be provided by public or private health
insurance systems. Alternatively, the pharmacological
component of the intervention can be omitted to be able to
implement it without the need for a health professional.

In terms of applicability, the system is ready for use and has
enormous potential scalability, which could be improved with
personalized technical assistance to facilitate accessibility, a
key factor affecting the outcomes.

Acknowledgments

Olano-Espinosa et al

The main limitation of thistrial was the dropout rate of 54.8%
(281/513). Given the pragmatic design of the trial, no further
midterm reinforcements or visits could be scheduled.
Additionally, 38.8% (94/242) of the IG users never entered the
chatbot. L osses to follow-up were homogeneous in both study
arms, both quantitatively and in terms of participants
characteristics after the intervention.

Implications of the Study Findings/I mplicationsof All
Available Evidence

Dejal@bot showed its effectiveness in increasing nicotine
abstinence rates in the long term compared with standard
treatment provided by the usual doctor or nurse assigned to the
patient, although these results must be interpreted with caution
given the high dropout rate.

This intervention can facilitate patient access to high-quality
treatmentsfor the leading cause of preventable death (ie, tobacco
smoking), saving costs for the health provider and reducing the
workload for the professionals. At thetime of thiswriting, with
reduced mobility and social distancing due to the COVID-19
pandemic, this was especially appropriate and pertinent and
could make a difference in the population’s health.

Further evidence is till required to assess the effectiveness of
mHealth in smoking cessation. Although there are trials
assessing the use of SM S text messages and apps for quitting,
interventions using chatbots need to be eval uated, and qualitative
studies about cost-effectiveness, usability, and satisfaction must
be conducted. Additionally, determining the components that
mainly affect effectiveness will be of interest to achieve
behavioral changes and increased participation of users, because
astrong association appears to exist between the time of use or
accomplishment of tasks and dropout rates.

From the ethics perspective, the importance of high-quality
studies eval uating these treatments must be highlighted, which
will prevent the patient from being disfavored by incomplete,
biased, or nonevidence-based interventions, and will also avoid
decreased accessibility of certain population segmentsto quality
therapies.

We are grateful for the contributions of the |ate Esperanza Escortell-Mayor to the study's design. We miss you.

This study has been funded by Instituto de Salud Carlos 111 through the project “P117/01942”, as part of the Plan Estatal de 1+D+I
2013-2016 co-funded by European Regiona Development Fund (ERDF) “A way of shaping Europe.” The main researcher (EOE)
received a grant from the Fundacion parala I nvestigacion e Innovacién Biomédica en Atencion Primaria (FIIBAP) through their
2018 call for grants for promoting research programs. The funders had no role in the development of the study. The Degja @
Group (collaborative author) included the following collaborators: Molina Alameda L; Andrade Rosa C; Espgjo Romero M;
Hernandez GarciaJL; Perez Perez E; Zambrano Alvarez J; Sanchez Jimenez FJ; GarciaSilvaM; Martin Gomez |; Puyo Rodriguez
N; Sanchez Vazquez I; Garcia Alegre MT; Moral Moraleda C; Perez Gandia O; Hernandez Rodriguez S; Aparicio Velasco J;
Cerezo Pascua E; Marin Osorio C; Prieto Villegas E; Rodriguez Donoso J; Rodriguez Huete A; Romero Blanco FJ; Castillo
Portales SJ; Collados Navas R; Gutierrez Sordo P; Sanchez Quejido M; Abad Schilling C; Capitan Jurado M; Regalado del Valle
MA; Alache Zuiiga HC; Jaenes Barrios B; Ortiz Sdnchez M; Santiago Hernando ML ; Arjona Pérez S; Diaz Martin R; Fandifio
GarciaB; Gomez OrtizMC; Lopez-Martin Aragon MT; Miguel Abanto MA; Noguerol Alvarez M; ParraRoman S; Rey Rodriguez
S; Aguilar Hurtado E; Aguilera Rubio M; Carbonero Martin Al; Esteban Garcia M; Esteban De la Pefia C; Garcia Contreras C;
Rojas Giraldo MJ; Sanchez Fernandez Y B; Alonso Ovies M; Garcia ArpaN; Gonzalez-Carpio Paredes O; Grandes Mufioz M J;
Jara Pefiacoba M; Lopez VillalvillaA; Parellada Ruiz de la Cuesta M J; Rodriguez Bastida M; Vicente Pérez S; Martin Porras B;

https://mhealth.jmir.org/2022/6/e34273 JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€34273 | p.160

(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH Olano-Espinosa et al

Gonzalez Valls A; Joglar Alcubilla V; Santa Cruz Hernandez J; Castilla Alvarez C; Garcia Viada M; Garcia-Abad Fernandez
MA; Moalina Barcena V; Sepllveda Gomez |; Cuadrado Gonzalez P; Linares Sanchez C; Solans Aisa B; Francisco Romanillos
T; Garcia Ortego A; Hernandez Garcia-Alcala P; Huguet Vivas F; Juarez Zapatero ML ; Lépez Garcia C; Manzano Martin MJ;
Martinez Torres JA; Miguel Garzon M; Rodrigo Rodrigo MP; Ruano Dominguez MA; Aguilera Lafuente D; Altares ArriolaN;
Aranzo Pacheco R; Escudero Araus M; Fuentes Manrique C; Guijarro Abanades S; L 6pez Carabafio AM; Moneva Vicente GD;
Pérez Ferndndez M; Rubio Rubio T; Venegas Gato MF; Blas Escribano M; Castro Fouz MM; Castro Sanchez B; Dominguez
PérezL; GarciaGomez PA; Herrero DiosA; Lor Leandro M; Lozano Marin|; Pacho Pinto S; Pastor Sanchez R; Moreno Chaparro
MD; Yagiie Fernandez E; Mateo Madruga A; Pumar Sainz P; Aragon Marente C; Gomez Medina MA; Granados Garrido JA;
Gutierrez Sanchez |; Heras Alonso MJ; Herrero Pacheco MR; Martin Peces B; Misericordia Garcia S; Ochoa Vilor S; Vargas
Machuca C; Gonzélez Bellido MA; Goncalves Molina B; Morata Cruz F; Moreno Carreras L; Alda de la Fuente MV; Hebeisen
Andrés L; Fernandez-Montes Lopez-Morato O; Marcos de Frutos C; Ruiz Pascua V; Cayuela Maté A; Fernandez Garcia RM;
GongoraMarin A; Perez Cuadrado S; Redondo Horcajo A; Rosario Pacheco | A; VillenaRomero RM; Hakami Hakami O; Alvarez
Villaba MM; Bedoya Frutos MJ; Hormigos Agraz A; Lépez Lépez MT; Perez Valego B; Tardaguila Lobato MP; Ballarin
Gonzalez A; Fernandez Fernandez Y; Ferrer Zapata |; Gdmez Suarez E; Morales Ortiz F; Peldez Laguno C; Quintana Gomez
JL; RiojaDelgado E; Aza Pascual JI; Fuente Arriaran D; Garcia Pérez RA; Garriz Aguirre A; Gomez Diaz S; Gonzalez Sanchez
N; Sanz Velasco C; Vazquez Gallego J; Fernandez Duran C; Pefia Anton N; Blanco Canseco JM; Minguela Puras E.

Authors Contributions

JFA-T, EO-E, and CM-L conceived the study and participated in its design and coordination. FIM-S, BM-P, and MES-S participated
in different phases of the protocol design and coordination. Clinical researchersin clinical practice of the Dejal @bot GROUP
conducted the fieldwork in their health centers. IDC-G and MG-C performed the statistical analyses. Thefirst draft wasinitially
written by JFA-T, EO-E, and CM-L, which was then discussed and rewritten together with IDC-G. FIM-S, BM-P, and MES-S
collaborated in the writing of the manuscript. All authors contributed to the datainterpretation, critically reviewed thefirst draft,
approved the final version, and agreed to be accountable for the work.

Conflictsof I nterest

JFA-T, EO-E, and CM-L designed the chatbot and own the intellectual property rights. The remaining research team members
(authors, developers, and sponsors) were not involved in the development of the intervention.

Multimedia Appendix 1
Differences between an app and a chatbot.
[PNG File, 713 KB - mhealth v10i6e34273 appl.png ]

Multimedia Appendix 2
CONSORT-eHEALTH checklist (V 1.6.1).
[PDE File (Adobe PDF File), 411 KB - mhealth v10i6e34273 app2.pdf ]

Multimedia Appendix 3
Documento de informacién parael paciente.
[DOCX File, 32 KB - mhealth_v10i6e34273 app3.docx ]

Multimedia Appendix 4
Documento de Consentimiento Informado.
[OCX File, 26 KB - mhealth_v10i6e34273 fig.ocx ]

Multimedia Appendix 5
Screen capture.
[PNG File, 740 KB - mhealth v10i6e34273 app5.png ]

Multimedia Appendix 6
TIDieR checklist.
[DOCX File, 30 KB - mhealth v10i6e34273 app6.docx |

Multimedia Appendix 7
Published articles about apps and chatbots to help in the tobacco cessation process.
[PDE File (Adobe PDF File), 359 KB - mhealth_v10i6e34273 app7.pdf ]

https://mhealth.jmir.org/2022/6/e34273 JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€34273 | p.161
(page number not for citation purposes)


https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app1.png&filename=07da6ecba9e8cfa2dfc84a704d2281a1.png
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app1.png&filename=07da6ecba9e8cfa2dfc84a704d2281a1.png
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app2.pdf&filename=bbe6707c72d571d8632d0ee530c3c8c7.pdf
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app2.pdf&filename=bbe6707c72d571d8632d0ee530c3c8c7.pdf
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app3.docx&filename=c49a0d2ae669a850597de5654e9aa9ab.docx
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app3.docx&filename=c49a0d2ae669a850597de5654e9aa9ab.docx
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_fig.ocx&filename=8f932d02e073965a8ac4142e4b45b398.docx
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_fig.ocx&filename=8f932d02e073965a8ac4142e4b45b398.docx
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app5.png&filename=fc1699ac02823502a79cd8d2f1705d0b.png
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app5.png&filename=fc1699ac02823502a79cd8d2f1705d0b.png
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app6.docx&filename=2a5651a1b7c23e14fcfd23bc2711d226.docx
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app6.docx&filename=2a5651a1b7c23e14fcfd23bc2711d226.docx
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app7.pdf&filename=db8cf1a1ea9dd76467739297cfe182e9.pdf
https://jmir.org/api/download?alt_name=mhealth_v10i6e34273_app7.pdf&filename=db8cf1a1ea9dd76467739297cfe182e9.pdf
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH Olano-Espinosa et al

References

1.

2.

10.

11.

12.

13.

14.

15.

16.

17.

18.

19.

20.

World Health Organization. Tobacco: Key Facts. World Health Organization. 2019 Mar 9. URL : https:.//www.who.int/
news-room/fact-sheets/detail/tobacco [accessed 2022-05-28]

Clinical Practice Guideline Treating Tobacco UseDependence 2008 Update Panel, Liaisons, Staff. A clinical practice
guidelinefor treating tobacco use and dependence: 2008 update. A U.S. Public Health Service report. Am JPrev Med 2008
Aug;35(2):158-176 [FREE Full text] [doi: 10.1016/j.amepre.2008.04.009] [Medline: 18617085]

Aveyard P, West R. Managing smoking cessation. BMJ 2007 Jul 07;335(7609):37-41 [FREE Full text] [doi:
10.1136/bmj.39252.591806.47] [Medline: 17615224]

Olano-Espinosa E. Efectividad de la formacién sobre abordaje del tabaguismo en los profesional es sanitarios de Atencion
Primariade Salud: un ensayo clinico aleatorizado y controlado [dissertation]. Departamento de Medicinalnterna, Universidad
Complutense de Madrid. 2011. URL: https://eprints.ucm.es/id/eprint/14452/1/T33348.pdf [accessed 2021-06-06]

Bartsch AL, Hérter M, Niedrich J, Briitt AL, Buchholz A. A Systematic Literature Review of Self-Reported Smoking
Cessation Counseling by Primary Care Physicians. PLoS One 2016;11(12):e0168482 [FREE Full text] [doi:
10.1371/journal .pone.0168482] [Medline: 28002498]

Hedman L, Katsaounou PA, Filippidis F, Ravara S, Lindberg A, Janson C, EUREST-PLUS consortium. Receiving support
to quit smoking and quit attempts among smokers with and without smoking related diseases: Findings from the
EUREST-PLUS ITC Europe Surveys. Tob Induc Dis 2018;16:A14 [FREE Full text] [doi: 10.18332/tid/102787] [Medline:
31516468]

Saito A, NishinaM, Murai K, Mizuno A, UeshimaF, Makiishi T, et al. Health professional’s perceptions of and potential
barriersto smoking cessation care: asurvey study at adental school hospital in Japan. BMC Res Notes 2010 Dec 07;3(1):329
[FREE Full text] [doi: 10.1186/1756-0500-3-329] [Medline: 21138553]

Taylor G, Ddlili M, Semwal M, Civljak M, Sheikh A, Car J. Internet-based interventions for smoking cessation. Cochrane
Database Syst Rev 2017 Sep 04;9:CD007078 [FREE Full text] [doi: 10.1002/14651858.CD007078.pub5] [Medline:
28869775]

WHO Globa Observatory for eHealth. MHealth: new horizons for health through mobile technologies. WHO. Geneva,
Switzerland: World Health Organization; 2011. URL : http://www.who.int/goe/publications/goe_mhealth web.pdf [accessed
2022-05-31]

Global System for Mobile Communications Association (GSMA). The Mobile Economy Report. GSMA. URL: https:/
/www.gsma.com/mobileeconomy/wp-content/upl 0ads/2020/03/GSM A _M obileEconomy2020_Glaobal.pdf [accessed
2021-05-29]

Abroms LC, Lee Westmaas J, Bontemps-Jones J, Ramani R, Méellerson J. A content analysis of popular smartphone apps
for smoking cessation. Am J Prev Med 2013 Dec;45(6):732-736 [FREE Full text] [doi: 10.1016/j.amepre.2013.07.008]
[Medline: 24237915]

Verheijden MW, Jans MP, Hildebrandt VH, Hopman-Rock M. Rates and determinants of repeated participation in a
web-based behavior change program for healthy body weight and healthy lifestyle. JMed Internet Res 2007 Jan 22;9(1):el
[FREE Full text] [doi: 10.2196/jmir.9.1.el] [Medline: 1747841Q]

National Institute for Health and Care Excellence (NICE). NICE Guideline[NG183]: Behaviour Change: Digital and Maobile
Health Interventions. National Institute for Health and Care Excellence (NICE). 2020 Oct. URL: https://www.hice.org.uk/
guidance/ng183 [accessed 2022-05-28]

Whittaker R, McRabbie H, Bullen C, Rodgers A, Gu Y, Dobson R. Mabile phone text messaging and app-based interventions
for smoking cessation. Cochrane Database Syst Rev 2019 Oct 22;10:CD006611 [FREE Full text] [doi:
10.1002/14651858.CD006611.pub5] [Medline: 31638271]

Cobos-Campos R, de Lafuente AS, Apifianiz A, Parraza N, Llanos IP, Orive G. Effectiveness of mobile applicationsto
quit smoking: Systematic review and meta-analysis. Tob Prev Cessat 2020;6:62 [FREE Full text] [doi: 10.18332/tpc/127770]
[Medline: 33241162]

Fred Hutchinson Cancer Research Center. Full Scale Randomized Tria of an Innovative Conversational Agent for Smoking
Cessation (QuitBot). Clinical Trial s.gov. 2020. URL : https:/clinicaltrials.gov/ct2/show/NCT04308759 [accessed 2021-01-06]
Moher D, Hopewell S, Schulz KF, Montori V, Gatzsche PC, Devereaux PJ, et al. CONSORT 2010 explanation and
elaboration: updated guidelinesfor reporting parallel group randomised trials. BMJ 2010 Mar 23;340(mar23 1):¢c869-c869
[FREE Full text] [doi: 10.1136/bmj.c869] [Medline: 20332511]

Turner L, Shamseer L, Altman D, WeeksL, Peters J, Kober T, et al. Consolidated standards of reporting trials (CONSORT)
and the compl eteness of reporting of randomised controlled trials (RCTSs) published in medical journals. Cochrane Database
Syst Rev 2012 Nov 14;11:MR000030 [FREE Full text] [doi: 10.1002/14651858.M R000030.pub2] [Medline: 23152285]
Avila-Tomas JF, Olano-Espinosa E, Minué-Lorenzo C, Martinez-Suberbiola FJ, Matilla-Pardo B, Serrano-Serrano ME,
Group Dej@lo. Effectiveness of a chat-bot for the adult population to quit smoking: protocol of apragmatic clinical trial
in primary care (Dgjal@). BMC Med Inform Decis Mak 2019 Dec 03;19(1):249 [FREE Full text] [doi:
10.1186/s12911-019-0972-7z] [Medline: 31796061]

West RHP, Hajek P, Stead L, Stapleton J. Outcome criteriain smoking cessation trials: proposal for acommon standard.
Addiction 2005 Mar;100(3):299-303. [doi: 10.1111/j.1360-0443.2004.00995.x] [Medline: 15733243]

https://mhealth.jmir.org/2022/6/e34273 JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€34273 | p.162

(page number not for citation purposes)


https://www.who.int/news-room/fact-sheets/detail/tobacco
https://www.who.int/news-room/fact-sheets/detail/tobacco
http://europepmc.org/abstract/MED/18617085
http://dx.doi.org/10.1016/j.amepre.2008.04.009
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18617085&dopt=Abstract
http://europepmc.org/abstract/MED/17615224
http://dx.doi.org/10.1136/bmj.39252.591806.47
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17615224&dopt=Abstract
https://eprints.ucm.es/id/eprint/14452/1/T33348.pdf
https://dx.plos.org/10.1371/journal.pone.0168482
http://dx.doi.org/10.1371/journal.pone.0168482
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28002498&dopt=Abstract
http://europepmc.org/abstract/MED/31516468
http://dx.doi.org/10.18332/tid/102787
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31516468&dopt=Abstract
https://bmcresnotes.biomedcentral.com/articles/10.1186/1756-0500-3-329
http://dx.doi.org/10.1186/1756-0500-3-329
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21138553&dopt=Abstract
http://europepmc.org/abstract/MED/28869775
http://dx.doi.org/10.1002/14651858.CD007078.pub5
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=28869775&dopt=Abstract
http://www.who.int/goe/publications/goe_mhealth_web.pdf
https://www.gsma.com/mobileeconomy/wp-content/uploads/2020/03/GSMA_MobileEconomy2020_Global.pdf
https://www.gsma.com/mobileeconomy/wp-content/uploads/2020/03/GSMA_MobileEconomy2020_Global.pdf
http://europepmc.org/abstract/MED/24237915
http://dx.doi.org/10.1016/j.amepre.2013.07.008
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=24237915&dopt=Abstract
https://www.jmir.org/2007/1/e1/
http://dx.doi.org/10.2196/jmir.9.1.e1
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17478410&dopt=Abstract
https://www.nice.org.uk/guidance/ng183
https://www.nice.org.uk/guidance/ng183
http://europepmc.org/abstract/MED/31638271
http://dx.doi.org/10.1002/14651858.CD006611.pub5
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31638271&dopt=Abstract
http://europepmc.org/abstract/MED/33241162
http://dx.doi.org/10.18332/tpc/127770
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=33241162&dopt=Abstract
https://clinicaltrials.gov/ct2/show/NCT04308759
http://europepmc.org/abstract/MED/20332511
http://dx.doi.org/10.1136/bmj.c869
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=20332511&dopt=Abstract
http://europepmc.org/abstract/MED/23152285
http://dx.doi.org/10.1002/14651858.MR000030.pub2
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=23152285&dopt=Abstract
https://bmcmedinformdecismak.biomedcentral.com/articles/10.1186/s12911-019-0972-z
http://dx.doi.org/10.1186/s12911-019-0972-z
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31796061&dopt=Abstract
http://dx.doi.org/10.1111/j.1360-0443.2004.00995.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15733243&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH Olano-Espinosa et al

21. Stolk E, Ludwig K, Rand K, van Hout B, Ramos-Gofii JM. Overview, Update, and L essons L earned From the International
EQ-5D-5L Valuation Work: Version 2 of the EQ-5D-5L Valuation Protocol. Value Health 2019 Jan;22(1):23-30 [FREE
Full text] [doi: 10.1016/j.jval.2018.05.010] [Medline: 30661630]

22.  Minué-Lorenzo C, Olano-EspinosaE, Del Cura-Gonzalez |, Vizcaino-Sanchez JM, Camarelles-Guillem F, Granados-Garrido
J, et al. Subsidized pharmacological treatment for smoking cessation by the Spanish public health system: A randomized,
pragmatic, clinical trial by clusters. Tob Induc Dis 2019 Sep 5;17(September):64 [FREE Full text] [doi: 10.18332/tid/111368]
[Medline: 31582953]

23. Perski O, Crane D, Beard E, Brown J. Does the addition of a supportive chatbot promote user engagement with a smoking
cessation app? An experimental study. Digital Health 2019 Sep 30;5:205520761988067. [doi: 10.1177/2055207619880676]

24. Bricker JB, Watson NL, Mull KE, Sullivan BM, Heffner JL. Efficacy of Smartphone Applications for Smoking Cessation:
A Randomized Clinical Trial. JAMA Intern Med 2020 Nov 01;180(11):1472-1480 [FREE Full text] [doi:
10.1001/jamainternmed.2020.4055] [Medline: 32955554]

25. Pdlga-Millan M, Rey-Refiones C, Barrera Uriarte ML, Granado-Font E, Basora J, Flores-Mateo G, et a. Evaluation of
the Tobbstop Mobile App for Smoking Cessation: Cluster Randomized Controlled Clinical Trial. IMIR Mhealth Uhealth
2020 Jun 26;8(6):€15951 [FREE Full text] [doi: 10.2196/15951] [Medline: 32589153]

26. BinDhim NF, McGeechan K, Trevena L. Assessing the effect of an interactive decision-aid smartphone smoking cessation
application (app) on quit rates: a double-blind automated randomised control trial protocol. BMJ Open 2014 Jul
18;4(7):€005371 [FREE Full text] [doi: 10.1136/bmjopen-2014-005371] [Medline: 25037644]

27. Baskerville NB, Struik LL, Guindon GE, Norman CD, Whittaker R, Burns C, et a. Effect of a Mobile Phone Intervention
on Quitting Smoking in a'Young Adult Population of Smokers: Randomized Controlled Trial. IMIR Mhealth Uhealth 2018
Oct 23;6(10):€10893 [FREE Full text] [doi: 10.2196/10893] [Medline: 30355563]

Abbreviations

Al: artificial intelligence

BOCF: baseline-observation-carried-forward

CG: control group

CONSORT: Consolidated Standards of Reporting Trials
I CT: information and communications technology

I G: intervention group

mHealth: mobile health

OR: odds ratio

ppm: parts per million

RR: relative risk

TIDieR: Template for Intervention Description and Replication
VAS: visual analog scale

Edited by L Buis; submitted 18.10.21; peer-reviewed by J Bricker, J Ropero; comments to author 27.12.21; revised version received
20.02.22; accepted 03.05.22; published 27.06.22.

Please cite as:

Olano-Espinosa E, Avila-Tomas JF, Minue-Lorenzo C, Matilla-Pardo B, Serrano Serrano ME, Martinez-Suberviola FJ, Gil-Conesa
M, Del Cura-Gonzalez |, Dejal @ Group

Effectiveness of a Conversational Chatbot (Dejal @bot) for the Adult Population to Quit Smoking: Pragmatic, Multicenter, Controlled,
Randomized Clinical Trial in Primary Care

JMIR Mhealth Uhealth 2022;10(6):€34273

URL: https://mhealth.jmir.org/2022/6/634273

doi:10.2196/34273

PMID: 35759328

©Eduardo Olano-Espinosa, Jose Francisco Avila-Tomas, Cesar Minue-Lorenzo, BlancaMatilla-Pardo, Maria Encarnacion Serrano
Serrano, F Javier Martinez-Suberviola, Mario Gil-Conesa, |sabel Del Cura-Gonzalez, Deja@ Group. Originally published in
JMIR mHealth and uHealth (https://mhealth.jmir.org), 27.06.2022. This is an open-access article distributed under the terms of
the Creative Commons Attribution License (https.//creativecommons.org/licenses/by/4.0/), which permits unrestricted use,
distribution, and reproduction in any medium, provided the original work, first published in IMIR mHealth and uHealth, is
properly cited. The complete bibliographic information, alink to the original publication on https.//mhealth.jmir.org/, aswell as
this copyright and license information must be included.

https://mhealth.jmir.org/2022/6/e34273 JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€34273 | p.163
(page number not for citation purposes)


https://linkinghub.elsevier.com/retrieve/pii/S1098-3015(18)36164-3
https://linkinghub.elsevier.com/retrieve/pii/S1098-3015(18)36164-3
http://dx.doi.org/10.1016/j.jval.2018.05.010
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30661630&dopt=Abstract
http://europepmc.org/abstract/MED/31582953
http://dx.doi.org/10.18332/tid/111368
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31582953&dopt=Abstract
http://dx.doi.org/10.1177/2055207619880676
http://europepmc.org/abstract/MED/32955554
http://dx.doi.org/10.1001/jamainternmed.2020.4055
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32955554&dopt=Abstract
https://mhealth.jmir.org/2020/6/e15951/
http://dx.doi.org/10.2196/15951
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=32589153&dopt=Abstract
https://bmjopen.bmj.com/lookup/pmidlookup?view=long&pmid=25037644
http://dx.doi.org/10.1136/bmjopen-2014-005371
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=25037644&dopt=Abstract
https://mhealth.jmir.org/2018/10/e10893/
http://dx.doi.org/10.2196/10893
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30355563&dopt=Abstract
https://mhealth.jmir.org/2022/6/e34273
http://dx.doi.org/10.2196/34273
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=35759328&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH Kasetsuwan et al

Original Paper

Assessing the Risk Factors For Diagnosed Symptomatic Dry Eye
Using a Smartphone App: Cross-sectional Study

Ngamjit K asetsuwan™?3, MD; Olan Suwan-Apichon®*, MD; Kaevalin Lekhanont*®, MD; Varintorn Chuckpaiwong?®,
MD; Usanee Reinprayoon™%*, MD; Somporn Chantra?®, MD; Vilavun Puangsricharern**, MD; Lalida Pariyakanok?’,
MD; Pinnita Prabhasawat?®, MD; Nattaporn Tesavibul?®, MD; Winai Chaidaroon*®, MD; Napaporn Tananuvat®®,
MD; Chakree Hirunpat®'®, MD; Nauljira Prakairungthong®*, MD; Wiwan Sansanayudh®'?, MD; Chareenun
Chirapapaisan*®, MD; Pakornkit Phrueksaudomchai®*3, MD

1Department of Ophthalmology, Faculty of Medicine, Chulalongkorn University, Bangkok, Thailand

2Cornea and Refractive Surgery Society of Thailand, Department of Ophthalmology, King Chulalongkorn Memorial Hospital, Bangkok, Thailand
SExcellence Center of Corneaand Limbal Stem Cell Transplantation, Faculty of Medicine, Chulalongkorn University, Bangkok, Thailand
4Department of Ophthalmology, Faculty of Medicine, Khon Kaen University, Khon Kaen, Thailand

5Department of Ophthalmology, Faculty of Medicine, Ramathibodi Hospital, Mahidol University, Bangkok, Thailand

6Department of Ophthalmology, Rajavithi Hospital, Bangkok, Thailand

"Thai Red Cross Eye Bank, Bangkok, Thailand

8Department of Ophthalmology, Faculty of Medicine Sirirgj Hospital, Mahidol University, Bangkok, Thailand

9Department of Ophthalmology, Faculty of Medicine, Chiang Ma University, Chiang Mai, Thailand

10Department of Ophthalmology, Faculty of Medicine, Songklanagarind Hospital, Prince of Songkla University, Songkhla, Thailand
11Department of Ophthalmology, Mettapracharak Hospital, Nakhon Pathom, Thailand

12Department of Ophthalmology, Phramongkutklao College of Medicine, Bangkok, Thailand

13Department of Ophthalmology, Faculty of Medicine, Thammasat University, Pathum Thani, Thailand

Corresponding Author:
Ngamjit Kasetsuwan, MD
Department of Ophthalmology
Faculty of Medicine
Chulalongkorn University
Rama 4 Rd Pathum Wan
Pathumwan District

Bangkok, 10330

Thailand

Phone: 66 22564000 ext 81875
Email: ngamjitk @gmail.com

Abstract

Background: Dry eye (DE) is achronic inflammatory disease of the ocular surface of the eye that affects millions of people
throughout the world. Smartphone use as an effective health care tool has grown exponentially. The “Dry eye or not?’ app was
created to evaluate the prevalence of symptomatic DE, screen for its occurrence, and provide feedback to users with symptomatic
DE throughout Thailand.

Objective: The purpose of this study was to compare the prevalence of symptomatic dry eye (DE), blink rate, maximum blink
interval (MBI), and best spectacle-corrected visual acuity (BSCVA) between people with and without symptomatic DE and to
identify risk factors for symptomatic DE in Thailand.

Methods: This cross-sectional study sourced data from the “Dry eye or not?” smartphone app between November 2019 and
July 2020. This app collected demographic data, Ocular Surface Disease Index (OSDI) score, blink rate, MBI, BSCVA, and
visual display terminal (VDT) use data. The criterion for symptomatic DE was OSDI score >13.

Results. The prevalence of symptomatic DE among individuals using this smartphone app in Thailand was 85.8% (8131/9482),
with the Northeastern region of Thailand having the highest prevalence, followed by the Northern region. Worse BSCVA (median
0.20, IQR 0.40; P=.02), increased blink rate (median 18, IQR 16; P<.001), reduced MBI (median 8.90, IQR 10.80; P<.001),
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female sex (adjusted OR 1.83; 95% CI 1.59-2.09; P<.001), morethan 6 hoursof VDT use (adjusted OR 1.59; 95% CI 1.15-2.19;
P=.004), and lower than bachelor’s degree (adjusted OR 1.30; 95% CI 1.03-1.64; P=.02) were significantly associated with
symptomatic DE. An age over 50 years (adjusted OR 0.77; 95% Cl 0.60-0.99) was significantly |ess associated with symptomatic
DE (P=.04).

Conclusions: This smartphone DE app showed that the prevalence of symptomatic DE in Thailand was 85.8%. Signs and risk
factors could be also evaluated with this smartphone DE app. Screening for DE by this app may allow for the development of

strategic plans for health care systemsin Thailand.

(JMIR Mhealth Uhealth 2022;10(6):€31011) doi:10.2196/31011

KEYWORDS

blink rate; dry eye; smartphone application; maximum blink interval; prevalence; mHealth; epidemiol ogy; screening; risk factors;

symptoms; ophthalmology; vision

Introduction

Methods

Dry eye (DE) is a chronic inflammatory disease with
multifactorial etiology involving aloss of tear film homeostasis,
leading to tear film instability and hyperosmolarity and
triggering a vicious cycle of DE [1]. This condition affects
millions of people globally with a prevalence in the range of
5%-30% in those over 50 years of age [2]. Previous research
has identified many risk factors for DE, including older age,
female sex, refractive surgery, connective tissue disease, low
humidity environment, and use of visual display terminals
(VDTs) [2]. Symptomsof dry eyeare varied and includeitching,
burning, stinging, pain, photophobia, foreign body sensation,
ocular redness, and blurred vision. Despite this, many people
with DE symptoms remain unevaluated, undiagnosed, and
untreated [3].

Smartphone use has grown globally at an exponentia rate and
has been proven as an effective health care tool for use by
patients and physicians [4]. Many smartphone apps have been
developed to support and empower patients, including apps for
DE screening that evaluate lifestyle and associated risk factors
[5-13]. We designed the “Dry eye or not?’ app using Flutter by
Googleto identify individual s with adiagnosis of symptomatic
DE, document DE symptoms, and assess blink rate, maximum
blink interval (MBI) [14], best spectacle-corrected visual acuity
(BSCVA), and risk factors associated with diagnosed
symptomatic DE. This app was created by the Cornea and
Refractive Surgery Society of Thailand. Because it was easy
access and peoplein any region of the country could download
this app, it was a convenient tool for evaluating the prevalence
of symptomatic DE throughout the country and for screening
and providing feedback to users with symptomatic DE, such as
clinical advice.

The aim of this study was to estimate symptomatic DE
prevalence and compare prevalence among regions of Thailand.
In addition, this study aimed to compare blink rate, MBI, and
BSCVA between individuals with and without symptomatic
DE and toidentify risk factorsfor this condition using “ Dry eye
or not?’ app.

https://mhealth.jmir.org/2022/6/€31011

Study Participants

This cross-sectional study used the custom-designed “Dry eye
or not?’ smartphone app that was available for download in
Thailand from November 2019 to July 2020. The app was
released free of charge by the Cornea and Refractive Surgery
Saciety of Thailand, agroup of corneaand ocular surface disease
experts, with no financial compensation. All voluntary users
gave informed consent in electronic format. The inclusion
criteria included individuals who were be able to read Thai
language and had smartphones. Incomplete responsesfor blink
rate, maximum blink interval, BSCVA, and the OSDI
guestionnaire were excluded.

Ethics Approval

This study followed the tenets of the Declaration of Helsinki
and was approved by the Ingtitutional Review Board of the
Faculty of Medicine, Chulalongkorn University, Thailand.

Data Collection

The app was freely downloadable via smartphone-based i0S
and Android operating systems. Thisapp collected data.on blink
rate (per minute), maximum blink interval [14] (seconds, secs),
BSCVA (logMAR), DE symptoms, and demographic
characteristics, as shown in Figure 1. The application
programming interface (API) of blink detection in this app was
used with amachinelearning (ML) face detection kit devel oped
by Google, which can recognize, locate, and determine the
contoursof facial features. We used thisAPI to detect and record
the number of eye blinks and MBI. Test instructions were
displayed on smartphones before each test started, and the front
camera was automatically accessed. Users were instructed to
fit their faceimage to the cameradisplay with aviewing distance
of about 40 cm. Symptoms of DE were evaluated using the
12-item Ocular Surface Disease Index (OSDI) (Multimedia
Appendix 1), with scores of >13 diagnostic of DE and severity
classified as mild (13-22 points), moderate (23-32 points), and
severe (33-100 points) [15]. Demographic data included age,
sex, educational level (relative to bachelor’s degree), hours of
VDT use per day, and region where each user was living.
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Figurel. Screenshotsof "Dry eyeor not" app. Left to right: welcome screen, screen of information about this app, inform consent screen, measurement
screen (blink rate, maximum blink interval, best spectacle-corrected visual acuity [BSCVA], Ocular Surface Disease Index [OSDI] questionnaire), and

demographic characteristics of participants.

Accept and start

About
Ory Eye

Blink Rate and Maximum Blink I nterval

Before commencing these tests, userswereinstructed to remove
any spectacles and to blink normally and naturally. The blink
test recorded the number of blinks per 30-second period and
stored this as the number of blinks per minute. Before starting
the MBI test, users were instructed to close their eyes in
preparation and then to open them and keep them open for as
long as possible. The time recording began when the eyes were
opened, and the recorded duration was from this point to the
first eye closure [14].

Best Spectacle-Corrected Visual Acuity

All participants were asked to wear their glasses before starting
the test. The test began with tumbling E at a size equivalent to
20/40 Snellen. If the participant failed to select the correct
answer, choseto skip the question, or did not provide any answer
within 2 seconds, the tumbling E sizewasincreased by 1 Snellen
line. However, if the participant answered correctly on 2
consecutive occasions, the tumbling E became smaller by 1
Snellen line.

Statistical Analysis

Demographics and baseline clinica characteristics were
analyzed in frequency and percentage. The categorical data
were compared using Pearson chi-square test. Blink rate, MBI,
and BSCVA (logMAR) were compared between individuals
with and without symptomatic DE using a Wilcoxon rank-sum
test and presented as median with interquartile range (IQR).
Moreover, an unpaired Student t test was al so used to compared
OSDI score between groups and presented as mean with
standard deviation. Kruskal-Wallis with Dunn test for multiple
comparison was used to compare the BSCVA between

https://mhealth.jmir.org/2022/6/€31011
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individuals with different severity levels of symptomatic DE
and without symptomatic DE. Univariate and multivariate
logistic regressions, presented in crude and adjusted odds ratio
(OR) with 95% ClI, were used to assess the associ ations between
risk factors and symptomatic DE. For all analyses, a P value of
.05 was the criterion for statistical significance, and Stata
software version 15.1 (StataCorp) was used.

Results

Initial Findings

A total of 13,228 individual s used the app. All were volunteers
aged above 15 years of age and were Thai citizens living in
Thailand. However, datafrom 3746 users were incomplete and
were thus excluded from analysis. The complete data of the
excluded participants included demographic and baseline
characteristics and OSDI scores. A sensitivity analysis of
compl ete data between included and excluded participants was
done and is shown in Multimedia Appendix 2. There was a
statistically significant difference in age factor (P<.001) and
OSDI scores (P<.001). However, the percentage of participants
in each age group was similarly distributed, and the OSDI scores
between the included group (mean 30.59, SD 17.94) and the
excluded group (mean 33.68, SD 19.15) was not clinicaly
significantly different. As aresult, data from 9482 users were
analyzed. Of these, 1811 (19.1%) were men and 7671 (80.9%)
were women. The baseline characteristics of the participants,
including age, VDT use per day, educational level, and regions
of residenceincluding Northern, Northeastern, Eastern, Western,
Central, Southern, and capital city (Bangkok), are shown in
Table 1. A comparison of these characteristics between
individuals with and without symptomatic DE is presented in
Table 2.
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Table 1. Demographic and baseline characteristics of participants (N=9482).

Characteristics Values, n (%)
Age (years)
15-20 1883 (19.9)
21-30 4612 (48.6)
31-40 1342 (14.2)
41-50 803 (8.5)
>50 842 (8.9)

VDT? use per day

Lessthan 1 hour 278 (2.9)
1-4 hours 985 (10.4)
>4-6 hours 2432 (25.7)
>6-8 hours 2754 (29)
>8 hours 3033(32)
Educational level

Lower than bachelor’s degree 1831 (19.3)
Bachelor’s degree 6281 (66.3)
Higher than bachelor’s degree 1370 (14.5)

Regions of participants' residence

Northern region 727 (7.8)
Northeastern region 934 (10)
Central region excluding Bangkok city 1,975 (21.1)
Bangkok city 4316 (46.1)
Eastern region 656 (7)
Western region 196 (2.1)
Southern region 561 (6)

3/DT: visual display terminal.
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Table 2. Comparison of characteristics of participants with and without symptomatic dry eye.

Characteristics Symptomatic dry eye (n, %) P vaue
Without With
Age (years) <.001
15-20 231 (17.1) 1652 (20.3)
21-30 566 (41.9) 4046 (49.8)
31-40 230 (17) 1112 (13.7)
41-50 134 (9.9) 669 (8.2)
>50 190 (14.1) 652 (8)
Sex <.001
Female 945 (69.9) 6726 (82.7)
Male 406 (30.1) 1405 (17.3)
VDT? use (hour g/day) <.001
Less than 1 hour 61 (4.5) 217 (2.7)
1-4 hours 199 (14.7) 786 (9.7)
>4-6 hours 392 (29) 2040 (25.1)
>6-8 hours 360 (26.7) 2694 (29.4)
>8 hours 339(25.1) 2694 (33.1)
Educational level <.001
Lower than bachelor’s degree 237 (17.5) 1594 (19.6)
Bachelor’s degree 851 (63) 5430 (66.8)
Higher than bachelor’s degree 263 (19.5) 1107 (13.6)

3/DT: visual display terminal.

Prevalence of Symptomatic Dry Eye regions (P<.001), as shown in Table 3. In addition, the

prevalence of subgroups of symptomatic DE (normal, mild,
Of the 9482 participants, 8131 (85.8%) were diagnosed with  moderate, and severe grade) were also significantly different
symptomatic DE. The prevalence differed significantly between  among regions (P<.001), as shown in Table 4.

Table 3. Prevalence of symptomatic dry eyein each region of Thailand.

Region Symptomatic dry eye (n, %)
Without, n=1334 (14.2) With, n=8031 (85.8)
Northern 82(6.1) 645 (8.0)
Northeast 96 (7.2) 838 (10.4)
Central (except Bangkok) 272 (20.4) 1703 (21.2)
Bangkok 683 (51.2) 3633 (45.3)
Eastern 85 (6.4) 571 (7.1)
Western 33(25) 163 (2)
Southern 83(6.2) 478 (6)
https.//mhealth,jmir.org/2022/6/e31011 JIMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [e31011 | p.168
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Table 4. Prevalence of symptomatic dry eye subgroups in each region of Thailand.

Region Symptomatic dry eye, n (%)
Normal, n=1334 (14.2) Mild, n=2183 (23.3) Moderate, n=2024 (21.6)  Severe, n=3824, (40.8)
Northern 82 (11.3) 162 (22.3) 159 (21.9) 324 (44.5)
Northeast 96 (10.3) 186 (19.9) 198 (21.2) 454 (48.6)
Central (except Bangkok) 272 (13.8) 484 (24.5) 426 (21.6) 793 (40.1)
Bangkok 683 (15.8) 1,030 (23.9) 938 (21.7) 1,665 (38.6)
Eastern 85 (12.9) 143 (21.8) 144 (22) 284 (43.3)
Western 33(16.8) 47 (24) 37(18.9) 79 (40.3)
Southern 83 (14.8) 131 (23.3) 122 (21.8) 225 (40.1)

Blink Rate Per Minute and Maximum Blink Interval

Blink rate differed significantly between participants with
(median 18, IQR 16 blinks) and without (median 16, IQR 16)
blinks) symptomatic DE (P<.001). A significant differencewas
also found in MBI between participants with and without
symptomatic DE (median 8.90, IQR 10.80 seconds vs median
8.90, IQR 14.8 seconds, respectively; P<.001). Binary logistic
regression showed a significant association between the DE
group and blink rate (univariate OR 1.02; 95% CI 1.02-1.03;
P<.001) and between the DE group and MBI (univariate OR
0.98; 95% CI 0.98-0.99; P<.001). After controlling for risk
factors, including age, sex, VDT use, and educational level, this
association was sustained in  both blink rate
(multivariate-adjusted OR 1.01; 95% CI 1.01-1.02; P<.001)
and MBI (multivariate-adjusted OR 0.98; 95% CI 0.98-0.99;
P<.001).

Best Spectacle-Corrected Visual Acuity

The BSCVA (logMAR) in users without symptomatic DE
(median 0.20, IQR 0.40; mean 0.22, SD 0.21) was significantly
different from that of the symptomatic DE group (median 0.20,
IQR 0.40; mean0.23, SD 0.21; P=.02). Mean BSCVA was 0.22
(95% CI 0.21-0.23) in users without symptomatic DE; among
symptomatic users, the mean was 0.22 (95% CI 0.21-0.23) in
mild cases, 0.22 (95% CI 0.21-0.23) in moderate cases, and
0.24 (95% CI 0.24-0.25) in severe cases. Moreover, the median
BSCVA in users without symptomatic DE and with mild,

https://mhealth.jmir.org/2022/6/€31011

moderate, and severe symptomatic DE was 0.2 (IQR 0.4), and
therewasastatistically significant difference (P<.001). Pairwise
comparison reveal ed a difference between the severe group and
each of the three other subgroups, norma (P<.001), mild
(P<.001), and moderate (P<.001), but not between the latter
three groups (norma vs mild, P=.17; norma vs moderate,
P=.26; mild vs moderate; P=.36).

Risk Factors

As shown in Table 5, binary logistic regression found that
symptomatic DE was more prevalent in femae users
(multivariate-adjusted OR 1.83; 95% CI 1.59-2.09; P<.001),
those reporting VDT use of >6-8 hours per day
(multivariate-adjusted OR 1.59; 95% CI 1.15-2.19; P=.005),
and those with an educational level lower than bachelor’s degree
(multivariate-adjusted OR 1.30; 95% CI 1.03-1.64; P=.02).
OSDI scores were significantly higher in female (mean 31.55,
SD 17.87) than male (mean 26.53, SD 17.67, P<.001) users, in
those with6 hours (mean 32.50, SD 18.27) than those with 6
hoursof VDT use (mean 27.59, SD 16.98, P<.001), and in those
with an educational level lower than bachelor's degree and
bachelor’s degree (mean 31.23, SD 17.94, P<.001) versus an
educational level higher than bachelor’'s degree (mean 26.81,
SD 17.47). Moreover, the Southern, Western, and Central
regions and Bangkok had significantly less impact on
symptomatic DE compared with the Northeastern region in
binary logistic regression.
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Table5. Risk factors for symptomatic dry eye compared with those without dry eye.
Univariate OR? P value Multivariate-adjusted OR P value
(95% Cl) (95% Cl)
Age (years)
15-20 1 [reference] N/AP 1 [reference] N/A
21-30 0.99 (0.85, 1.18) 97 1.07 (0.88, 1.29) 48
31-40 0.68 (0.55, 0.82) <.001 0.85(0.67, 1.06) 15
41-50 0.69 (0.55, 0.88) .002 0.99 (0.76, 1.28) 94
>50 0.47 (0.38, 0.58) <.001 0.77 (0.60, 0.99) 04
Sex (female vs male) 2.06 (1.81, 2.34) <.001 1.83(1.59, 2.09) <.001
VDT use (hours/day)
Less than 1 hour 1 [reference] N/A 1 [reference] N/A
1-4 hours 1.11(0.80, 1.53) 53 1.08 (0.77, 1.50) 67
>4-6 hours 1.49 (1.10, 2.02) 01 1.31(0.96, 1.80) .09
>6-8 hours 1.87 (1.39, 2.55) <.001 1.59 (1.15, 2.19) .005
>8 hours 2.29 (169, 3.12) <.001 1.86 (1.35, 2.58) <.001
Educational level
Higher than bachelor'sdegree 1 [reference] N/A 1 [reference] N/A
Lower than bachelor'sdegree  1.58 (1.31, 1.92) <.001 1.30(1.03, 1.64) .02
Bachelor’s degree 1..51(1.30, 1.76) <.001 1.18 (0.99, 1.39) .06
Region
Northeast 1 [reference] N/A 1 [reference] N/A
Northern 0.90 (0.67, 1.23) 51 0.93 (0.68, 1.27) 64
Central (except Bangkok) 0.72 (0.56, 0.92) .008 0.76 (0.59, 0.98) .03
Bangkok 0.61 (0.49, 0.76) <.001 0.64 (051, 0.81) <.001
Eastern 0.77 (0.56, 1.05) .10 0.79 (0.57, 1.08) 13
Western 0.57 (0.37, 0.87) .009 0.62 (0.40, 0.97) .03
Southern 0.66 (0.48, 0.90) 01 0.68 (0.49, 0.93) .02
80R: odds ratio

BN/A: not applicable.
SVDT: visual display terminal.

Discussion

Principal Results

Technology has evolved rapidly in recent years, and
smartphones provide one example of this, having transformed
dramatically to provide sophisticated communication and data
access, including health information [16]. In this study, we used
smartphone technology by creating the app “Dry eye or not?’
to evaluate the countrywide and regiona prevalence of
symptomatic DE in Thailand (85.8%). This app enables
recording of blink rate (median 18, IQR 16 bhlinks) and
maximum blink interval (median 8.90, IQR 10.80 seconds)
associated with DE [14]. Moreover, we used this app to collect
BSCVA and demographic data including age, sex, hours of
VDT use per day, regions where individuas lived, and
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educational levels to assess users' relationship with diagnosed
symptomatic DE.

The prevalence of symptomatic DE in Thailand in our study
was 85.8%, higher than the 34% prevalence reported in 2006
[17] and 14.2% in 2012 [18]. It was also much higher than the
5% to 50% prevalence reported by the Tear Film and Ocular
Surface Society’s Dry Eye Workshop Study 11 in 2017 [19],
which included prevalence of either or both DE symptoms and
signs. However, the symptomatic DE prevalence reported by
Inomata et al [6] in 2019 based on data collected using a
smartphone app was 74% in Japan. These prevalence values
indicate an increasing trend over time [20]. Moreover, Asian
race is a known risk factor for DE; consistent with this,
prevalencein this study and othersincluding Asian populations
ishigher thanin studiesincluding other races[6,20]. In addition,
the fact that both this study and Inomata et a [20] used
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smartphone apps for data collection may have biased results
toward users with high daily VDT use, another risk factor for
DE. Inthisstudy, the prevalence of symptomatic DE was highest
in the Northeastern region (89.7%), followed by the Northern
region (88.7%) of Thailand. The prevalence of severe
symptomatic DE was higher than other severity gradesin every
region of Thailand, and the highest prevalence of severe DE
was also in the Northeastern region (48.6%), followed by the
Northern region (44.5%). Moreover, binary logistic regression
analysis showed that the Northeastern region had asignificantly
greater impact on symptomatic DE compared with Southern,
Western, and Central regions and Bangkok. According to
climatic data from the Thai Meteorological Department, the
Northern, Northeastern, and Central regions have lower relative
humidity than other regions, but the annual average temperature
issimilar among the regions. High temperature, low humidity,
and wind are known risk factors for DE [19,21]. Additionally,
air pollutants including ozone (Os), particul ate matter 2.5 (PM
2.5), and sulfur dioxide (SO,) have beenidentified asrisk factors
for DE [22]. Relatively high concentrations of O3 are found in
Central, Northeastern, and Northern regions, high SO,
concentrations in Central and Northeastern regions [23], and
high PM 2.5 concentrationsin Bangkok, Central, and Northern
regions[24]. High pollution and low humidity may explain the
high prevalence of symptomatic DE in Northern and
Northeastern regions of Thailand in this study. The Central
region also has high pollution and low relative humidity but
had a lower prevalence of symptomatic DE in this study. One
possible explanation for this is that the population in urban
locations in the Central region may be equipped with better
health care education, knowledge of the health care system, and
access to medication.

Blinking is well established as an associated factor in ocular
surface sensation and iscommonly quantified by measuring the
blink rate or its reciprocal value, such as MBI [14]. This
relationship has been demonstrated by many studies that show
alink between an increased blink ratein DE and ocular surface
irritation, surface dryness, or an unstable tear film, suggesting
ablink rate test as a screening tool for DE [25-28]. The rate of
spontaneous eye blinking has acomplex relationship with ocular
surface hedlth, including DE status [28]. In this study, the
median spontaneous blink rate (18 blinks per minute) in users
with symptomatic DE was significantly higher than in the
normal group. The mean blink rate of DE groups in previous
studies ranged from 28.55 blinks per minuteto 15.32 blinks per
20 seconds and varied considerably, including in this study
[25-28]. Interblink interval (1BI) and MBI have both been shown
by many studies to be related to DE, with a mean IBI in DE
ranging from 2.56 secondsto 12.52 seconds, whilethecriterion
MBI was reported as 12.4 seconds with a sensitivity of 82.5%
and a specificity of 51% [14,28,29]. Similarly, the mean MBI
in our study was 11.80 seconds with a median of 8.9 seconds.
Moreover, according to binary logistic regression, increased
blink rate and decreased MBI were associated with symptomatic
DE. These findings suggest that blink rate and MBI measured
using smartphone technology may be used as screening tools
for symptomatic DE, promoting self-diagnosis of symptomatic
DE. Because research suggests disagreement between signs and
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symptoms of DE [30], the efficacy and accuracy of the app
developed in this study may be further improved by
incorporating factors relating to both signs and symptoms of
DE.

DE is a disease associated with ocular surface inflammation,
which causes irregularity of the ocular surface and reduced
uncorrected visual acuity, the latter having been demonstrated
by severa studiesin patientswith DE. M oreover, BSCVA could

be reduced in a severe grade of DE. In 2019, Zczotka-Flynn et
al [31] also reported that BSCVA was reduced in individuals
with worse mean OSDI score [32]. In this study, the BSCVA
in the normal group was statistically significantly better than
in the symptomatic DE group, and a severe grade of
symptomatic DE group had statistically significantly worse
BSCVA compared with other groups from the subgroup
analysis. The symptomatic DE groups were believed to have
instability of tear film layer, which resulted in the irregularity
of ocular surface and consequently had a negative impact on
optical quality astheair-tear film interface contributes the most
to the ocular refractive power [33].

In this study, most participants (6495/9482, 66%) were under
30 years old. The small proportion of older participantsin this
study is similar to previous research using a smartphone app
[6]. Previous studies have shown that the prevalence of DE
increases with age [19,20]. However, in this study, participants
aged over 50 were less likely to have symptomatic DE than
those under 30 years of age. Thisfinding isin accordance with
some previous studies [6,34] indicating that older participants
may be less likely to report ocular symptoms than younger
individuals due to reduced cornea sensitivity in older
participants resulting from reductions in corneal density and
substance P (a neuropeptide secreted by sensory nerves that
modulates nociceptive pain) in older age [35]. Moreover, the
proportion of older participantsin this study was low, and this
relatively small sample of older individuals may have affected
prevalence estimates. In addition, younger people tend to report
more daily hours of VDT use, and this may have contributed
to DE in younger participants.

The female sex has been identified and widely reported as an
important factor in DE [19] and was also found to be a risk
factor in this study. Sex hormones have rolesin tear synthesis.
Androgen binding to receptors on the meibomian glands leads
to increased lipid synthesis and secretion, while estrogen
(predominantly in females) binding lessens lipid production
[36].

VDT use has been identified as a risk factor for DE in many
studies, but the number of hours of VDT use per day in
individuals with DE varies between studies from more than 4
to more than 8 hoursaday [6,19,37-39]. Inthisstudy, VDT use
for more than 6 hours a day was significantly associated with
symptomatic DE. The difference in reported periods of VDT
use constituting arisk factor for DE may be due to the different
criteriafor DE diagnosis and different ethnicities included. At
present, smartphone and other electronic device displays are
increasingly used worldwide, and people, particularly those
who are young, spend more time on these devices than wasthe
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case in the past. These factors could lead to an increasing
prevalence of DE in the future.

According to the logistic regression analysis, an educational
level lower than a bachelor’'s degree was found to be a
significant factor for symptomatic DE in this study. Thus, the
percentage of symptomatic DE participants was highest in the
lowest educational level group. After further investigation, we
found that a lower educational level corresponds to a younger
age group. The majority of people with a bachelor’s degree or
lower had VDT>8 hours per day. The potentia reason for the
association between lower education and symptomatic DE was
that most participantswith alower level of education were aged
15-30 years old, and they had the highest proportion of having
8 hours or more of VDT use. Therefore, this could signify a
generational difference, in that a younger age group was
associated with agreater VDT use.

Limitations

We acknowledge some limitations in this study, which were
similar to those found in other web- or app-based studies. First,
our study defined DE diagnosis solely based on the OSDI
guestionnaire, representing only symptoms of DE. Second, our
participants included only those with smart phone capability,
thereby restricting our group to younger participants with a
relatively high socioeconomic status and education level [12].
Older participants might have alimited ability to use smartphone
because of their physical limitations. Third, symptomatic DE
individuals were more likely to participate in our project since
their interest in aleviating DE may have acted as a motivating
factor, whereas those with no DE symptoms may ignore this
app [3]. However, this potential problem was alleviated by the
large sample size in this study, which recruited participants
from diverse geographic regions throughout Thailand. No
clinical examination was possiblein thisremote data collection
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format; as a result, we tested blink rate and MBI using the
smartphone to assess their association with symptomatic DE.
Another limitation of this study hasto do with the reliability of
the blink rate and MBI measurements, since they were carried
out in different temperature and humidity conditions; despite
this limitation, this study demonstrated the feasibility of blink
rate measurement using a smartphone app and showed the link
between blink rate and symptomatic DE. Future research
incorporating such tests conducted using this app and
conventional clinical examination will help improve and validate
this convenient screening tool for DE diagnosis. The last
limitation was that at the time of this study, there was no
published study that validated the OSDI questionnaires in the
Thai language; however, that study is currently underway.

Conclusions

According to the results of this crowdsourced study, in which
the prevalence of symptomatic DE in Thailand was 85.8%, blink
rate, MBI, BSCVA, and risk factors for DE may be evaluated
using asmartphone app. Moreover, blink rate and MBI recorded
inthisway may identify peopleat risk of symptomatic DE. The
Northeastern region of Thailand showed the highest prevalence
of symptomatic DE, followed by the Northern region. Increased
blink rate, reduced MBI, and reduced BSCVA were associated
with symptomatic DE. Younger age was more strongly
associated with symptomatic DE than older age. Female sex,
more than 6 hours daily VDT use, and a lower education level
were aso significant risk factors of symptomatic DE. These
findings will lead to further research on the use of smartphone
app screening tools with high sensitivity and specificity for
diagnosis of DE, enabling early diagnosis and treatment of this
condition. This approach to screening for DE may aid the
development of strategic plans for heath care systems in
Thailand.
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Abstract

Background: Mobile health (mHealth) apps have facilitated symptom monitoring of COVID-19 symptoms globally and have
been used to share data with health care professionals and support disease prediction, prevention, management, diagnostics, and
improvements in treatments and patient education.

Objective: Theaim of thisreview isto evaluate the quality and functionality of COVID-19 mHealth apps that support tracking
acute and long-term symptoms of COVID-19.

Methods: We systematically reviewed commercially available mHealth apps for COVID-19 symptom monitoring by searching
Google Play and Apple iTunes using search terms such as “COVID-19,” “Coronavirus,” and “COVID-19 and symptoms.” All
apps underwent three rounds of screening. Thefinal appswere independently assessed using the Mobile Application Rating Scale
(MARS), aninformaticsfunctionality scoring system, and the Center for Disease Control and World Health Organization symptom
guidelines. The MARS is a 19-item standardized tool to evaluate the quality of mHealth apps on engagement, functionality,
aesthetics, and information quality. Functionality was quantified across the following criteria: inform, instruct, record (collect,
share, evaluate, and intervene), display, guide, remind or alert, and communicate. Interrater reliability between the reviewerswas
calculated.

Results: A total of 1017 mobile apps were reviewed, and 20 (2%) met the inclusion criteria. The majority of the 20 included
apps (n=18, 90%) were designed to track acute COVID-19 symptoms, and only 2 (10%) addressed long-term symptoms. Overall,
the apps scored high on quality, with an overall MARS rating of 3.89 out of 5, and the highest domain score for functionality
(4.2). The most common functionality among al apps was the instruct function (n=19, 95%). The most common symptoms
included inthe appsfor tracking were fever and dry cough (n=18, 90%), aches and pains (n=17, 85%), difficulty breathing (n=17,
85%), tiredness, sorethroat, headache, |oss of taste or smell (n=16, 80%), and diarrhea (n=15, 75%). Only 2 (10%) apps specificaly
tracked long-term symptoms of COVID-19. The top 4 rated apps overall were state-specific apps developed and deployed for
public use.

Conclusions: Overall, mHealth apps designed to monitor symptoms of COVID-19 were of high quality, but the majority of
apps focused almost exclusively on acute symptoms. Future apps should also incorporate monitoring long-term symptoms of
COVID-19 and evidence-based educational materials; they should also include afeature that would allow patientsto communicate
their symptoms to specific caregivers or their own health care team. App developers should also follow updated technical and
clinical guidelines from the Center for Disease Control and the World Health Organization.

(IMIR Mhealth Uhealth 2022;10(6):€36065) doi:10.2196/36065
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Introduction

Monitoring and tracking acute short-term symptoms are
important to help identify the combination of symptoms that
occur in individuals with COVID-19 for personal and public
health purposes[1]. Information gathered from public symptom
tracking can a so help guide recommendations for self-isolation
and testing and help prevent further spread of thevirus[2]. The
Center for Disease Control (CDC) recommendsdaily monitoring
for symptoms of COVID-19 illnessto reduce transmission risk
[1], and to holistically understand its full impact.

In addition to short-term symptoms, there is a growing
awareness of the long-term symptoms of COVID-19 including
fatigue or loss of taste and smell, as well as multiorgan effects
on the heart, lungs, renal function, and cognitive functions [3].
The population prevalence of long COVID is unknown but is
estimated to affect between 1in 5 people (symptoms beyond 5
weeks) and 1in 10 people (symptoms 12+ weeks) [4] who have
been infected with COVID-19. Improved understanding of
long-COVID symptoms can help health care professionals
recogni ze the most common long-term impacts and add urgency
to the public health messaging focused on the importance of
COVID-19 vaccination efforts [5].

Since the start of the pandemic, mobile health (mHealth) [6]
apps have been leveraged in severa ways to control the spread
of COVID-19 [7]. These mHealth apps can be used to monitor
symptoms, share data with providers, and support disease
prediction, prevention, management, diagnostics, and
improvements in treatments and patient education, ultimately
giving patients more control [8]. The majority of adultsin the
United States have access to a smartphone (>85%) [9]; thus,
mHealth apps are poised to provide scalable and cost-effective
delivery of health care at the point of need for patients with
COVID-19. Theincorporation of pertinent epidemiological and
geographic data on the presence of transmittable diseasesin a
region allows the tracing of cases, which can be used as a
successful tool to control the spread of the infection [10]. The
mHealth apps can also help solve several COVID-19—related
challenges by increasing the reach of reliable information to
both patients and health care professionals. Additionally, mobile
apps can assist in tracking physical and mental health symptoms,
support home monitoring, and reduce the burden of hospitals

(71

The aim of this review was to evauate the quality and
functionality of mHealth apps that support tracking acute and
long-term symptoms of COVID-19. Our research focuses on
the CDC [1,3,11] and World Health Organization (WHO) [12]
symptom guidelines tracked by the apps as medical
understandings continue to develop over time. Our analysiscan
support health care professionals by identifying appropriate
mHealth apps for patients regarding COVID-19 acute and
long-term symptoms. This review also identified key areasin
the quality, functionality, and content of existing COVID-19

https://mhealth.jmir.org/2022/6/e36065

apps that can be improved in current and future related app
development.

Methods

Systematic Search Criteria and Selection

In June 2021, we systematically searched 2 major app stores:
the Apple App Store and Android Google Play Store. In the 2
app stores, search termsincluded “ COVID-19,” “Coronavirus,”
“COVID-19 and Symptoms,” “Coronavirus and Symptoms,”
“COVID-19 and Symptom Monitoring,” and “ Coronavirus and
Symptom Monitoring” to identify relevant apps. Following
subsequent searches of “COVID-19" and “Coronavirus,” the
authors found that the results were the same. The terms
“COVID-19,” “Coronavirus,” “COVID-19 and Symptoms,”
and “COVID-19 and Symptom Monitoring” werethen collapsed
to streamline the search.

All apps underwent three rounds of screening. During the first
round, thetitle and screenshots of the appswere used to exclude
thosethat were exclusively for contact tracing (without symptom
tracking functionality), were not available in English, required
an ingtitution-specific login, were clinical guidelines for
clinicians, were games, or provided general or other
COVID-19elated information. During the second round of
review, screenshots and descriptions of the appswere reviewed
to exclude apps that were too general, only had a singular
function (eg, only track and trace), or were not relevant to
tracking COVID-19 symptoms. During the third round of
review, the fina apps were downloaded, and apps requiring
institutional credentialing were excluded.

Evaluation Measures or Rating Tools

All apps were evaluated using the Mobile Application Rating
Scale (MARS) [13,14], IQVIA for Healthcare Informatics[15]
functionality scoring system, and specific COVID-19 symptoms
according to the CDC [1,3,11] and WHO COVID-19 health
topic guidelines[12]. Boththe MARS and IQVIA functionality
scoreswere used for thisreview. The MARSfunctionality score
focuses on performance, ease of use, navigation, and gestural
design of theapp [13]. The 7 IQVIA functionality scoresfocus
on the scope of functions, including informing, instructing,
recording, displaying, guiding, reminding, and communicating
information [14].

The MARS [13] is a widely used, multidimensiona tool to
evaluate the quality of mobile health apps and was devel oped
based on semantic analysis and a combination of relevant
literature. The MARS was used to rate app quality and includes
four sections: classification, quality, satisfaction, and a
modifiable app-specific section. The classification section
provides descriptive information about the apps. The objective
app quality section includes 19 items divided into four scales:
engagement, functionality, aesthetics, and information quality.
MARS items are scored using a 5-point Likert scale
(1=inadequate, 2=poor, 3=acceptable, 4=good, and 5=excellent)
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[13]. Thefinal MARS scoresinclude atotal mean score for the
engagement, functionality, aesthetics, and information subscales.
In addition, the MARS also includes a subjective quality score
and an app-specific subscale that assesses perceived effect on
the user’s knowledge, attitudes, and intentions to change, as
well as the likelihood of changing the identified targeted
behaviors. The functionality domain measures whether an app
is easy to learn, encourages seamless navigation, supports a
logical flow, and examinesthe overall app gestural design. The
engagement scoreincludes evaluation of whether the app isfun,
interesting, customizable, and interactive (eg, sends alerts,
messages, reminders, and feedback, and enables sharing), and
iswell targeted to the intended audience.

The IQVIA functionality score (formerly termed the IMS
functionally score) is based on 7 functionality criteria and 4
functional subcategories as described in detail in the IQVIA
Ingtitute for Healthcare Informatics report [14]. IQVIA is not
an acronym; the name represents a merger between two
companies, IMSHealth and Quintiles. The appswere evaluated
onthe 7 functionality criteriaof inform, instruct, record, display,
guide, remind or aert, and communicate. The record
functionality criteria were further scored on 4 subcategories:
collect (ability to enter or store dataon individual phone), share
(ability to transmit data), evaluate (ability to evaluate health
data by caregiver or health care entity), and intervene (ability
to alert in response to collected data or propose behavioral
intervention).

The specific symptoms tracked in each app were evaluated
against acute and long-term symptoms of COVID-19 asreported
by the CDC [1] and the WHO [12] as of June 2021. Acute
COVID-19 symptoms included fever, dry cough, tiredness,
aches and pains, sorethroat, diarrhea, conjunctivitis, headache,
loss of taste or smell, skin rash or discoloration of fingers or
toes, difficulty breathing or shortness of breath, chest pain or

https://mhealth.jmir.org/2022/6/e36065
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pressure, and loss of speech or movement. Long-COVID-19
symptoms, defined as more than 4 weeks from the initia
infection [3], included tiredness or fatigue, difficulty thinking
or concentrating (“brain fog”), headache, loss of smell or taste,
dizzinesswhile standing, heart pal pitations, chest pain, difficulty
breathing or shortness of breath, cough, joint or muscle pain,
depression or anxiety, fever, and symptoms that worsen after
physical or mental activities. Symptomsthat are consistent with
both short-term and long-term COVID-19 (eg, cough), were
evaluated based on how dataentry was described in the app and
the current version of the app.

Data Extraction and Data Analysis

We created a Google data extraction form consisting of
questions from (1) the MARS questionnaire [13], (2) IQVIA
functionality guidelines [14], and (3) the CDC [1] and WHO
[12] COVID-19 symptoms. A total of 5 reviewersindependently
evaluated the 4 randomly sel ected apps using the data extraction
form to assess interrater reliability, which was acceptable
(0.75-0.83). Domains with low agreement between reviewers
(<0.7) were discussed until consensus was reached, apps were
rereviewed, and interrater reliability was recalculated. The
remaining apps were independently evaluated by 2 reviewers.
Mean MARS scores for each domain, MARS total scores, and
IQVIA functionality scores are reported.

Results

The Android Google Play and Apple App Store searches
identified 1017 potentially relevant apps, of which 20 (2%) met
our final inclusion criteria. The search strategy (Figure 1) shows
the number of apps included and excluded in each round of
review. In total, 50% (n=509) of the apps had a government
affiliation, 10% (n=102), were affiliated with a university and
the rest (n=406, 40%) were developed by private companies
(Table 1).

JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€36065 | p.178
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

Schmeelk et al

Figure 1. PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) flowchart of the screening process. MARS: Mobile

Application Rating Scale.
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Table 1. Descriptive characteristics of the apps included.

App name Starrating  Nratings  Current version Last update  Affiliation Geographicloca-  Privacy
tion—dependent? policy
Apollo 4.8 16 128 2020 Commercial® No Yes
Beebe Covid-19 Screening Tool 3 2 N/AP N/A Commercial® No Yes
Geohealthapp Covid19 Tracker 3.6 8 12 2020 Commercial® No Yes
Healthy Together - Covid-19 4.9 71,219 158 2021 Commercia®  No Yes
HowWefeel 4.8 54,879 1133 2020 Commercial® No Yes
Patientsphere Cv 28 9 11 2020 Commercial® No Yes
Apple Covid-19 4.2 2782 5 2020 Commercial® No Yes
Bc Covid-19 Support 34 7 141 2021 Government Yes Yes
Care 19 Diary 38 591 3.6 2020 Government Yes Yes
Covid Alert DE 4.2 30 122 2020 Government Yes Yes
Covid Alert NJ 3.7 301 114 2021 Government Yes Yes
Covid Alert NY 4.6 544 117 2021 Government Yes Yes
Covid Alert Pennsylvania 41 301 2.0.0 2021 Government Yes Yes
Covid Coach 4.8 722 16 2021 Government No Yes
Covid Trace Nevada 28 172 1216 2021 Government Yes Yes
Crush Covid RI 3.6 195 3 2020 Government Yes Yes
Soco Covid-19 Check 23 50 112 2020 Government Yes Yes
Check Covid 45 74 3 2021 University No Yes
My Covid-19 Tracker 38 5 122 2021 University No No
Canada Covid-19 4.4 16 5.17 2021 Commercia®  Yes Yes
3For-profit.

BN/A: not applicable.

. o . Thetop 4 rated apps overall were state-specific apps devel oped
Mobile Application Rating Scale and deployed for public usein New York, Pennsylvania, Rhode

Theaverage overall MARS rating for the 20 appswas 3.89 with  |gand, and New Jersey (Table 2), between July and October
the functionality domain having the highest score (4.20) and  2020.

the engagement score having the lowest average score (3.52).
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Table 2. Mobile Application Rating Scale (MARS) quality scores.

Schmeelk et al

App name Engagement Functionality Aesthetics Information Overall score
Covid Alert NY 4.30 4.50 4.83 4.00 4.41
Covid Alert Pennsylvania 4.00 4.13 4.83 4.00 4.24
Crush Covid RI 4.05 4.44 4.42 4.04 4.23
Covid Alert NJ 4.00 4.50 4.50 3.86 4.21
HowWeFeel 3.90 4.55 4.47 3.80 4.18
Covid Coach 3.90 4.63 4.67 343 4.16
Hedlthy Together: Covid-19 3.92 4.40 4.47 3.74 4.13
Check Covid 4.00 4.63 433 3.29 4.06
Canada Covid-19 3.60 4.50 4.33 371 4.04
Covid Alert DE 3.60 4.63 4.17 3.64 4,01
Apple Covid-19 3.60 4.33 4.22 3.74 3.97
SoCo Covid-19 Check 3.60 425 4.00 3.79 391
My Covid-19 Tracker 3.30 3.88 4.00 3.64 3.70
Apoallo Covid-19 2.95 4.00 417 3.64 3.69
Beebe Covid-19 Screening 3.10 4.00 3.67 3.64 3.60
Carel9 Diary 2.90 3.50 4.00 371 353
Patientsphere CV 3.10 4.00 3.50 343 351
BC Covid-19 Support 312 3.85 353 343 348
Covid Trace Nevada 3.00 3.58 3.67 357 3.46
Geohealthapp Covid19 Tracker 2.40 3.75 3.83 2.79 3.19
Average score 3.52 4.20 4.18 3.64 3.89

IQVIA Functionality

Overdll, the “instruct” function was the most common among
all apps(n=19, 95%) (Figure 2). In many of the apps, theinstruct
function aided in directing users on next steps based on the
symptoms that were recorded. The “Beebe COVID-19”
screening app was the only app that had the ability to

https://mhealth.jmir.org/2022/6/e36065

RenderX

communicate between patients and health care providers. There
were no apps that had all 11 functionalities. Another domain
that the majority of the apps had wasthe collect function (n=18,
90%). These apps collected patients’ daily COVID-19 symptoms
and collected some demographic information (n=18, 90%)
including: age, name, date of birth, ethnicity, and geographical
location.
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Figure 2. Functionality scores based on IQVIA for Healthcare Informatics.

Inform
20

Intervene 18 Instruct

Evaluate Record

Share Display

Collect Guide

Communicate Remind or Alert

- (n=18) with the most common acute symptoms including fever
COVID-19 WHO and CDC Guidelines and dry cough (n=18, 90%), aches and pains (n=17, 85%),
The acute COVID-19 symptoms tracked in each app (Table 3),  difficulty breathing (n=17, 85%), tiredness, sore throat,
and long-term symptoms (Table 4) were evaluated against the  headache, loss of taste or smell (n=16, 80%), and diarrhea (n=15,
recommendations provided by the CDC[1] andtheWHO[12].  750).
The majority of apps focused on acute COVID-19 symptoms
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Table 3. COVID-19 acute symptoms.

Schmeelk et al

Tired-
ness

App name Fever Dry

cough and throat

pains

Aches Sore Diar-
rhea

Headache Loss of
taste or
smell

Skin
rash

Chest
pain or
pressure

Conjunc-

tivitis

Difficulty
breathing or
shortness of
breath

Apollo 0
Apple Covid-19
BC COVID-19 Support

Beebe COVID-19 Screening
Tool

O

O
O

Canada COVID-19
Carel9 Diary
Check Covid

O
O
O

COVID Alert DE
COVID Alert NJ
COVID Alert NY
COVID Alert Pennsylvania
COVID Trace Nevada
Crush Covid RI

Healthy Together
HowWeFeel

My COVID-19 Tracker
PatientSphere

SoCo COVID-19 Check

O oooooogoooo oo d
O O ooooogogoogo o

O oo oooodQgooooogo d
o o o0oooooo0oooooogo ™o
O O0o0oooogodgooo g

O oooooogoooo o

O

O

O

O
O

O ooo0oooogoooo o

O O ooooogo oo o
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8] implies that the symptom is measured in the app.

b_ implies that the symptoms are not measured in the app.

Table4. COVID-19 long-term symptoms.

Headache Lossof
taste or

smell

App name Dry Tired-

cough ness

Symptoms that worsen
after physical or mental
activities

Difficulty breathing Chest pain  Depression or
or shortness of or pressure  anxiety
breath

BC COVID-19 Support ad O ad O

Da

HowWeleel

O

8 implies that the symptoms are measured in the app.

b_ implies that the symptoms are not measured in the app.

Discussion

Principal Findings

The aim of this review was to evaluate COVID-19 mHealth
apps that support tracking acute and long-term symptoms of
COVID-19. Themgjority of the appsreviewed focused on acute
symptoms, including fever and dry cough, aches and pains,
difficulty breathing, tiredness, sore throat, headache, loss of
taste or smell, and diarrhea. Few apps measured long-term
symptoms of COVID-19. Overdl, the apps scored high on
quality, and the most common functionality was providing the
user with instructions on what to do in response to symptoms.

Previous reviews of mHeath apps for COVID-19 were
published by Alanzi [16] and Davalbhakta [17]. The review

https://mhealth.jmir.org/2022/6/e36065

RenderX

published by Alanzi [16] reviewed appsfrom 7 countries (Saudi
Arabia, India, Singapore, Australia, Italy, United Kingdom, and
the United States). These apps were reviewed on functionality
(eg, purpose, services offered, and networking technologies)
and effectiveness (eg, learnability, communication strategies,
and design). Therewere no overlapping apps between the review
published by Alanzi [16] and this review. The review by
Davalbhakta and colleagues [17] was consistent
methodologically by using the MARS to review the apps, in
addition to adding more functionalities specific to COVID-19
(eg, individual tracking, contact tracing, and health care worker
training). The review by Davalbhakta [17] and this review
shared 6 common apps (Apollo, PatientSphere, Apple
COVID-19, Bc COVID-19 Support, Check COVID, and Canada
COVID-19). Other reviewsdid not evaluate short- and long-term
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symptom monitoring according to the CDC [1] or WHO
COVID-19 health topic guidelines [12].

The highest quality apps were developed by individual states
within the United States to support acute COV1D-19 symptom
tracking. Overall, the state-specific apps had the most up-to-date
and accurate information, which could be attributed to
collaborative efforts between local, county, or state departments
of health [18-23]. The state-specific apps all listed most of the
common symptoms and provided information about local
COVID-19 case counts and devel opmentsin research. Strengths
of the state-specific apps included long-term storage of the
symptom evaluations, high-quality aesthetics, comprehensive
symptom lists, and evidence-based information that was aligned
with CDC guidelines [1]. While the contact tracing functions
were likely most useful to in-state residents, the symptom
tracking functionalities were available for anyone regardless of
their home state.

At thetime of app development and deployment, lesswasknown
about long-term symptoms of COVID-19 [24]. Only 2 (10%)
apps specifically tracked long-term symptoms of COVID-19
(Table 4), though the symptoms of long COVID-19 are
increasingly concerning [25-27]. As such, mHealth apps that
track long COVID-19 symptoms could play a significant role
in helping to manage them more efficiently and gather additional
data about how this disease is affecting patients over a long
period of time[25-27]. The authors suggest that app developers
should follow updated technical and clinical guidelines from
the CDC and the WHO to ensure consistency and efficacy of
long-term symptom monitoring. Future research should focus
on expanding these apps to support patients with long-term
symptoms [3] and providing educational materials about the
disease.

The largest gap in app functionality was in the communication
feature, which could be further developed to allow patients to
communicate their symptoms to chosen family members for
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supportive care or their own health care professionals. These
algorithms are useful for providing basic information about
what to do in response to the symptoms and quarantine guidance.
However, many patients, especially those with complex care
needs, require additional support and communication with their
health team to manage long-term symptoms of COVID-19.
There are specific legal and regulatory issues around data
sharing that are likely the reasonswhy many apps do not actively
support more data-sharing features. Additional areas of future
development include expansion into pediatric populations and
long-term symptom tracking integrated into mHealth apps.
Lastly, these apps should be evaluated for usability and
inclusivity characteristics, including non-English languages.

Limitations

A limitation of thisreview isthat it provides a snapshot of the
app landscape at a specific point in time when the app stores
have continued to rapidly evolve. Many of the apps are also
going on and off the market based on the introduction of novel
variants. To mitigate the limitation of subjectivity of reviewing
apps, we applied a rigorous multistep methodology including
using the MARS [13,28,29] and IQVIA for Healthcare
Informatics [15] functionality scoring system and mapping all
the apps to the CDC and WHO COVID-19 health topic
guidelines for symptom monitoring.

Conclusion

In general, mHealth apps for tracking COVID-19 symptoms
offer apotential solution to help peopleidentify and track virus
symptoms. Overall, the mHealth apps had high quality,
considering the expedited needs during the COVID-19
pandemic. Future apps should also incorporate monitoring
long-term symptoms of COVID-19 and include a
communication feature that could allow patientsto communicate
their symptoms to specific caregivers or their own health care
team.
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Abstract

Background: There are thousands of apps for individuals struggling with headache, insomnia, and pain, but it is difficult to
establish which of these apps are best suited for patients’ specific needs. If clinicians were to have accessto a platform that would
allow them to make an informed decision on the efficacy and feasibility of smartphone apps for patient care, they would feel
confident in prescribing specific apps.

Objective:  We sought to evaluate the quality of apps for some of the top common, disabling neurologic conditions (headache,
insomnia, and pain) based on principles derived from the American Psychiatric Association’s (APA) app evaluation model.

Methods: We used the Mobile Health Index and Navigation database and expanded upon the database’s current supported
conditions by adding 177 new app entries. Each app was rated for consistency with the APA’s app evaluation model, which
includes 105 objective questions based on thefollowing 5 major classes of consideration: (1) accessibility, (2) privacy and security,
(3) clinical foundation, (4) engagement style, and (5) interoperability. These characteristics were evaluated to gain a broader
understanding of the significant features of each app category in comparison against a control group.

Results:  Approximately 90% (187/201) of al apps evaluated were free to download, but only 50% (63/201) of headache- and
pain-related apps weretruly free. Most (87/106, 81%) sleep appswere not truly freeto use. The apps had similar limitations with
limited privacy, accessibility, and crisis management resources. For example, only 17% (35/201) of the apps were available in
Spanish. The apps offered mostly self-help toolswith little tail oring; symptom tracking was the most common feature in headache-
(32/48, 67%) and pain-related apps (21/47, 45%), whereas mindfulness was the most common feature in sleep-related apps
(73/106, 69%).

Conclusions:  Although there are many apps for headache, pain, and insomnia, all 3 types of apps have room for improvement
around accessibility and privacy. Pain and headache apps share many common features, whereas insomnia apps offer mostly
mindful ness-based resources. Given the many available apps to pick from, clinicians and patients should seek apps that offer the
highest-quality features, such as complete privacy, remedial features, and the ability to download the app at no cost. These results
suggest that there are many opportunities for the improvement of apps centered on headache, insomnia, and pain.
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Introduction

There is a health crisis in the United States whereby people
cannot access neurologic care in a timely manner [1]. As
smartphones and digital tools increase in popularity, with 85%
ownership asof 2021, compared to only 35% in 2011 [2], many
mobile health tool s have been devel oped as a meansto provide
self-management and other strategies to patients. This is
especially truefor common and disabling neurologic conditions
such as headache, sleep, and pain disorders[3]. With 1in every
6 American adults experiencing migraine and severe headache
[4], 70 million American adults experiencing sleep problems
[5], and 1 in 5 American adults experiencing chronic pain [6],
thereis a clear need for treatment. Although a quick searchin
an app store for “headache” “pain,” or “sleep” may reveal
countless apps, the apps listed at the top of a search result do
not necessarily offer benefits in terms of utility and efficacy
compared to others[7]. There have been many reviews of mental
health apps in each of the app store marketplaces (ie, Apple
iTunes and Google Play) [8], but there have been fewer reviews
for neurology-focused apps[9]. Given theinherent risks of apps,
including privacy concerns [10-12], mixed evidence around
efficacy, and broad usability concerns [13,14], clinicians and
patients need to be aware of the state of these public-facing apps
and be able to understand their risks and benefits.

Despite the broad risks in the digital health space, emerging
evidence suggests the potential benefits of appsfor neurological
conditions. Even simple headache tracking apps have been
shown to help with the management of symptoms [15]. In
randomized controlled trials, apps for insomnia have shown
benefits such as significant reduction in sleep-related impairment
of quality of life and mental well-being [16]. Presently, apps
for pain management are expanding in scope, with features such
as pain impact recording and medication tracking [17]. To aid
usersin their efforts to discover apps that are accessible, safe,
effective, and evidence based, several app libraries have been
developed. One such publicly availabletool that considersthese
and many other metrics when evaluating an app is the Maobile
Health Index and Navigation Database (MIND) [8,18]. MIND
is the largest open and publicly accessible database of mental
health and neurology-focused apps—with over 600 apps, each
rated across 105 criteria and updated at least every 6 months.
Per recent research, MIND is unique as it also represents
diversity, equity, and inclusion criteria, such as accessibility
features and language options, which offer a more
comprehensive window into apps utility [19]. To understand
the current state of mobile appsfor neurological disorders, using
headache and pain as the |leading causes of nonfatal health loss
[20] and insomnia as the common sleep disorder [21], we
applied the 105 metrics found in MIND to the top neurological
apps discoverable on iOS and Android devices.

We sought to (1) search app stores for headache-, pain-, and
sleep-related apps and review them using the MIND database,
and (2) evaluate the characteristics of these apps and compare
them to a control group of apps across unique features not yet
reported in the literature, including language (Spanish), crisis
management, and the ability to connect with providers. We
predict that if clinicians were to have access to a platform that
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would allow them to make an informed decision on the efficacy
and feasibility of smartphone apps for patient care, they would
feel confident in prescribing specific apps.

Methods

App Selection

This study used the MIND database, published by the Division
of Digital Psychiatry at Beth Israel Deaconess Medical Center
[18]. Details about MIND have been published previously
[8,22,23]. In brief, MIND is the largest publicly available
database of menta health apps; it currently logs 656 mental
health apps in the commercial market across a variety of
supported conditions and acts as an open resource for users to
filter apps by features of their personal preference. To add an
app to the MIND database, there are 105 objective questions
that are answered based on the following 5 major classes of
consideration within the American Psychiatric Association’s
app eval uation model: accessibility, privacy and security, clinical
foundation, engagement style, and interoperability (Multimedia
Appendix 1). All data in the MIND database are publicly
accessible through the MINDapps website [18]. A screenshot
of the MIND database is provided in Figure 1.

The database does not include apps for which the cost of
download exceeds US $10 or those not accessibleto the public.
Prior to this study, the database had 24 appsfor pain-, headache-,
or deep-related conditions. The study expanded upon the current
database by adding 177 new app entries for the supported
conditions—47 apps for pain, 48 for headache, and 106 for
deep—accounting for overlap between categories, amounting
to atotal of 201 apps analyzed in this study. The selection of
new apps was conducted as follows:. to gain an understanding
of the app marketplace for headache-, pain-, and sleep-related
apps, terms such as “headache,” “pain,” and “insomnia’ were
searched in both the iOS and Google Play stores in June and
July 2021. The first 50 apps that appeared on each platform
(Apple App Store and Google Play Store) for each search term
(headache, pain, and sleep) were compiled into a Google Sheet.
Thus, 300 appswerediscovered in our preliminary search. Some
of these apps appeared within thefirst 50 apps searched on both
platforms. Appswere assessed for relevanceto the neurological
conditions of interest. Given that there is no standard definition
for these apps and many apps appearing in a search may not be
related to wellness or health (eg, agaming app), al apps selected
for evaluation were agreed upon for rel evance via consensus of
all raters, al of whom are authors. Apps were excluded if they
were irrelevant, clinician facing, nonfunctional, unavailable in
English, and required an access code to use them. Upon removal
of apps that did not meet the inclusion criteria, the remaining
177 relevant apps were evaluated and added to the MIND
database. Figure 2 shows a flowchart detailing app selection
and app rating process.

Given that all datawere entered into the MIND, uniqueto this
study, we sought to publicly share all app evaluations, so others
can expand on these results and use thisraw datato exploreand
find relevant appstoday, aswell asto aid neurologistsin making
informed decisions around choosing smartphone apps for
patients with these conditions.
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Figure 1. Screenshot of the main page of the MINDapps database taken in April 2022 (the screenshot was taken after the study was completed).
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Figure 2. Flowchart detailing app selection and app rating process. APA: American Psychiatric Association; MeSH: Medical Subject Headings.

An app from the sleep, pain, or
headache category is selected lo
undergo review and added to a
Google Spreadsheet with other apps
that need review; excluded apps that
had a paywall exceading US $10.

Interrater reliability training--—-raters
are frained by reviewing apps that
have already been added to the
MINDapps database

The apps are reviewed through a
105-guestion survey in the
MINDapps database following APA
framework. They are then added into
the database.

Literature Review

Each category of app is put under a

systematic review using MeSH.
Each article or study looks into the
efficacy or feasibility of these apps.

Articles or studies that include
multiple apps were excluded from
the systematic review. The
systematic review was organized
using Rayyan.

Statistical Analysis

A total of 6 app raters underwent interrater reliability training

Analysis of Features and
Functionalities

Each category (headache, pain, and
sleep) is given a control group. The
numbers are matched based on
platform and cost of the app. The
general characteristics are then
compared based on functionality,
support, and privacy.

Apps are then analyzed for their
specific features and recorded.
These were found based on the
reviews from the MINDapps
database.

apps rated. Discrepancies between the raters were addressed
individually through discussion and subseguently resolved by
clarifying any discrepancy in the description of each question.

[23], and 1 app rater evaluated each app. Interrater reliability

was assessed using Cohen k dtatistic, for which raters
demonstrated very good interrater reliability (defined as a

As this was purely an exploratory study, we used Excel
(Microsoft Corporation) and reported descriptive statistics.

value above 0.750), with an average K value of 0.859 across all
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Results

Overview

Of the 656 apps available in MIND in July 2021, atotal of 201
were related to headache, pain, or insomnia. Overall, these 201
apps focusing on headache, pain, and insomniaoffered common
featuresfor tracking symptoms, tracking medication, journaling,
and psychoeducation. Very few apps (26/201, 13%) used

Minen et d

biological data, defined as metrics obtained from external
devices (eg, wearables or built-in phone sensors), to monitor
personal health. Examples of biodata collected include skin
conductance, heart rate, and sleep quality. Acrossal 3 types of
apps examined, we found similaritiesin terms of platform cost,
special features (eg, Spanish language and bility features),
clinician support, and privacy features as shown in both Table
1 and Figure 3.

Table 1. General characteristics of headache and migraine apps, sleep and insomnia apps, and pain-related apps (N=201).

Characteristics Apps, n (%)

Headache and migraine (n=48)

Sleep and insomnia (n=106) Chronic pain (n=47)

Platforms
i0S 31 (65)
Android 32 (65)
Both iOS and Android 15(31)
Web 10 (21)
Cost
Totally free 22 (46)
Free to download 43 (90)
In-app purchases 17 (22)
Subscription 10 (13)
Functionality
Spanish 5(11)
Offline 31(65)
Accessibility features 20 (42)
Email or export data 25 (46)
Support
Peer support 24
Collaboration with provider 7 (15)
Privacy
Includes privacy policy 39(8)
Meets HIPAA? requirements 1 (2)
Crisis management feature 0 (0)

87 (82) 39 (83)
83 (78) 22 (47)
64 (60) 14 (30)
19 (18) 6 (13)
19 (18) 22(47)
100 (94) 44.(94)
66 (62) 20 (43)
65 (61) 9(19)
24(23) 6(13)
52 (49) 29(62)
42 (40) 22 (47)
23(22) 17 (36)
13(12) 4(9)
8(8) 4(9)
98 (92) 40 (85)
5(5) 1(2
8(8) 1(2)

3HIPAA: Health Insurance Portability and Accountability Act.
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Figure 3. Characteristics and features of headache, pain, and sleep apps. HIPPA: Health Insurance Portability and Accountability Act.
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Accessibility

Apps were accessible on Apple, Android, and web browsers,
although less than 50% (63/201) were truly free of cost. Over
90% (187/201) of appsin al categories were free to download,
but this did not guarantee no-cost or even low-cost use. Over
50% (112/201) of apps across al disease states offered
functionalities for working offline, that is, without an internet
connection. Approximately 17% (35/201) of these apps
supported Spanish.

CrisisManagement and Privacy

Appsinall 3 categoriesdemonstrated lack of crisis management
features, with 0% (0/48) of headache-related apps, 2% (1/47)
of pain-related apps, and 8% (8/106) of sleep-related apps
offering crisis resources in terms of providing resources for a
hotline or contact with a medical professional. Most apps for
pain, headache, or insomnia did offer a privacy policy, with
88% (177/201) of apps among all categories containing
information on user data storage and usage. Although apps that
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are not part of health care accountability organizations are not
subject to the Health Insurance Portability and Accountability
Act (HIPAA), 3% (7/201) of apps stated that they were HIPAA
compliant.

Self-help and Hybrid Use With a Clinician

Most apps were self-help centered, but some included
collaboration of aclinician (either from the app or outside the
app). This was offered by 15% (7/46) of headache apps, 9%
(8/47) of pain apps, and 8% (4/106) of sleep apps. Proportions
of apps offering peer support were similarly low.

Overall Functionality

The reported functionality offered by these apps is shown in
Table 2. Results show that headache and pain apps shared many
common features, with tracking symptoms as the most used
feature and mindfulness as one of the least used features. In
contrast, the appsthat focused on sleep had mindfulness astheir
most common feature and symptom tracking as one of theleast
common features.
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Table 2. Top features for headache and migraine apps, sleep and insomnia apps, and pain-related apps (N=201).

Apps and features

Values, n (%)

Headache and migraine apps (n=48)
Track symptoms
Track medication
Journaling
Psychoeducation
Track sleep
Track mood
Physical health
Mindfulness
Biodata

Sleep and insomnia apps (n=106)
Mindfulness
Deep breathing
Psychoeducation
iCBT®or sleep therapy
Track mood
Goal settings or habits
Journaling
Track sleep
Physical health

Pain apps (n=47)
Track symptoms
Physical health
Track medication
Psychoeducation
Physical health exercises
Journaling
Track sleep
Track mood

Mindfulness

32(67)
30 (63)
16 (33)
14 (29)
6 (13)
6(13)
5(11)
5(11)
5(11)

73(69)
58 (55)
32(30)
26 (25)
26 (25)
25 (24)
25 (24)
24.(23)
15 (14)

21 (45)
20 (43)
16 (34)
15 (32)
12 (26)
10 (21)
8(17)
8(17)
6(13)

%CBT: internet-based cognitive behavioral therapy.

Other Considerations

Each app was evaluated across 105 individual criteria, and all
resultsare publicly accessible and searchabl e today through the
MINDapps database [18]. Figure 1 shows an example of how
areader can interactively explore and search these apps across
individual questions. We do not provide scores for certain
categories (privacy, functionality, etc), as MINDapps alows
users to select their own filters and create their own criteria
based on personal needs.
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Discussion

Principal Findings

Our review of apps for headache, insomnia, and pain is the
largest review of publicly available neurol ogy-focused offerings
to date, with results derived from over 200 apps each categorized
across 105 dimensions. Pain and headache apps share many
common features, whereas insomnia apps offer mostly
mindful ness-based resources. We found that apps mostly offered
self-help tools with little tailoring, and that symptom tracking
was the most common feature in headache- (32/48, 67%) and
pain-related apps (21/47, 45%), whereas mindfulness was the
most common feature in sleep-related apps (73/106, 69%).

IMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [e36761 | p.192
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

Despite the number of apps and 3 unique conditions, we found
numerous commonalities, including limited privacy,
accessibility, and crisis management resources, in these mostly
self-help tools. In terms of features offered, tracking and
mindful ness-rel ated featureswere most common, with individual
apps offering varied ratios or types of these core features. These
results suggest opportunitiesfor innovation around the structure
of apps themselves, as well as how they deliver tracking or
mindfulness, with any innovation presenting transdiagnostic
benefits. The numerous overlapping features offered by these
apps also suggest that clinicians and patients today can be
demanding in selecting an app, as there are likely minimal
differences in their core functionality. Using MINDapps [18],
they can explore which apps may offer the exact app features
desired.

In selecting apps beyond core functions, our results highlight
concerns about the structure of apps in terms of privacy,
accessibility, and use. Although it is well known that most
health-related apps had privacy and access issues, our results
are novel for appsin the neurology field. A June 2021 review
of 20,911 Android apps across the entire digital health space
found that 28.1% of apps offer no privacy policy [24], and our
results showed this to be the case in only 9% (177/201). This
lower proportion is encouraging but may also be due to only
including apps that appeared to be clinicaly relevant. On
September 15, 2021, the Federa Trade Commission (FTC)
noted that for wellness apps not covered by HIPAA, the FTC
will now expect them to follow HIPAA-related rules around
breaches, suggesting that apps will need to offer a change in
the required security process [25].

A recent review of mental health—focused appsfound that almost
15% supported Spanish, which is consistent with our result of
17% (35/201) for the neurol ogy-focused apps we reviewed [ 26].
Thisresult suggests animmediate opportunity to increase reach,
while better supporting diversity and inclusion. Most apps we
reviewed were self-help focused, with only a small fraction
designed to be used in partnership with a peer or clinicians.
Acrossthe broader digital health field, thereis growing evidence
that apps used in partnership with others may be more engaging
and effective than the self-help ones. Lessons already learned
about low engagement with mental health apps [27] may help
these neurology-related apps develop as more engaging
rel ationship-based tool s that could offer more support for hybrid
use.

Comparison With Prior Work

Our findings about the common features underlying apps for
headache, insomnia, and pain suggest room for transdiagnostic
innovation around all these apps. The common features of
symptom tracking, and mindfulness are also the most common
featuresin mental health apps[8], suggesting apotentia synergy
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between these two fields. This result makes sense as apps offer
apractical platform to deliver behavioral-based treatments and
remotely capture symptoms, which are themselves shared
aspects between psychiatry and neurology. Although the
insomnia apps focused more on behavioral interventions, the
headache and pain apps focused more on symptom tracking.

Furthermore, athough smartphone apps may show promising
results for patient care, it remains challenging to evaluate their
effectiveness. Clinical studiesdo not often featureavalid control
condition or simulate the challenges of real-world app
engagement, which is frequently low [27]. Thus, the MIND
framework does not rate the quality of scientific evidence for
apps nor their engagement, given the lack of consensus or data
availability around these points. Our results are therefore best
interpreted as signals of what these apps are claiming to offer,
with the recommendationsfor personal use and exploration with
the app itself to determine whether the feature meets the needs
for each clinical use case. Clinicians should feel empowered to
go to MINDapps [18] and search for apps that they feel would
meet the standards for their patient’s needs. The results of this
paper can help calibrate expectations and guide clinicians in
searching for appsthat meet the unique demands of each patient
served.

Limitations

Although each app was downloaded and tested, some aspects
of the data coded within this study are based on the description
of the app itself, such as who the developer is and what the
privacy policy reports. Asaresult, coded information could be
inaccurate. Although app descriptions may hold biases, an
advantage of this approach is that apps are constantly being
updated, and it is feasible and practical to update apps on the
website regularly. Apps were reviewed by only 1 rater. It was
also found that there were several apps that falsely advertised
their features; other times, the majority of the features were
locked behind a paywall, so they could not be seen or used
unless the premium version was paid for. Although this study
represents perhaps the largest analysis of neurology-related
apps, there remains no simple way to identify all relevant apps,
given the limitations in searching function on the Apple and
Android marketplaces.

Conclusion

Although the number of headache, sleep, and pain apps on the
market continues to expand, there are numerous opportunities
for content improvement. Many of these apps were lacking in
privacy, accessibility, and crisis management
resources—features that would significantly improve the app
platforms. The results of this study suggest an opportunity for
improvement in app structure and the delivery of important
features. Patient care may be improved with the incorporation
of atransdiagnostic approach to health-based smartphone apps.
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Abstract

Background: Mobile health technologies enable allergiststo monitor disease trends by collecting daily patient-reported outcomes
of allergic rhinitis. To this end, patients with allergies are usually required to enter their symptoms and medication repetitively
over long time periods, which may present a risk to data completeness and quality in the case of insufficient effort reporting.
Completeness of patient’s recording is easily measured. In contrast, the intrinsic quality and accuracy of the data entered by the
patients are more elusive.

Objective: The aim of this study was to explore the association of adherence to digital symptom recording with a predefined
set of parameters of the patient-generated symptom and medication scores and to identify parameters that may serve as proxy
measure of the quality and reliability of the information recorded by the patient.

Methods: The @IT.2020 project investigates the diagnostic synergy of mobile health and molecular allergology in patients
with seasonal allergic rhinitis. Inits pilot phase, 101 children with seasonal allergic rhinitiswere recruited in Rome and instructed
to record their symptoms, medication intake, and general conditions daily viaamobile app (AllergyMonitor) during the relevant
pollen season. We measured adherence to daily recording as the percentage of dayswith data recording in the observation period.
We examined the patient’s trajectories of 3 disease indices (Rhinoconjunctivitis Total Symptom Score [RTSS], Combined
Symptom and Medication Score[CSM S|, and Visual Analogue Scale [VAS]) as putative proxies of dataquality with thefollowing
4 parameters: (1) intravariation index, (2) percentage of zero values, (3) coefficient of variation, and (4) percentage of changes
in trend. Lastly, we examined the relationship between adherence to recording and each of the 4 proxy measures.
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Results: Adherence to recording ranged from 20% (11/56) to 100% (56/56), with 64.4% (65/101) and 35.6% (36/101) of the
patients values above (highly adherent patients) or below (low adherent patients) the threshold of 80%, respectively. The
percentage of zero values, the coefficient of variation, and the intravariation index did not significantly change with the adherence
torecording. By contrast, the proportion of changesin trend was significantly higher among highly adherent patients, independently
from the analyzed score (RTSS, CSMS, and VAS).

Conclusions: The percentage of changesin the trend of RTSS, CSMS, and VAS is a valuable candidate to validate the quality
and accuracy of the data recorded by patients with alergic rhinitis during the pollen season. The performance of this parameter
must be further investigated in real-life conditions before it can be recommended for routine use in apps and electronic diaries

devoted to the management of patients with allergic rhinitis.

(JMIR Mhealth Uhealth 2022;10(6):€31491) doi:10.2196/31491

KEYWORDS

allergicrhinitis; symptom scores; patient-generated data; patient-reported outcomes; mHealth; mobile health; health applications,

alergies; alergy monitor; digital health; medication scores

Introduction

Digital and mobile heath technologies are creating new
perspectives in many areas of research and medical care. One
important aspect in both fields is the ability to easily collect
patient-generated data via smartphone apps and connected
devices such as wearables, diagnostic tools, or environmental
sensors [1-5]. Although the use of patient-reported outcomes
has become popular over the last decade [6-9)], it is not sure
how accurately the collected data represent the patient’s state,
asrecording is done without supervision [10,11]. In particular,
daily reporting over a longer time period may be perceived as
challenging and cause a certain degree of reporting fatigue. The
risk of potentially lower quality owing to disengaged survey
respondents has been described with different terms, most
recently in the field of psychology as “insufficient effort
reporting” [11,12]. However, consensus on methodologies
ng the quantity and quality of entered datais still missing.
Proposed methodologies include the (1) response pattern
approach [13], (2) responsetime approach [14], (3) infrequency
approach [15], (4) inconsistency approach [16], and (5) the
number of unanswered questions. Most of these methodol ogies,
however, refer to single points of data collection and extended
guestionnaires, which make their application in a setting with
daily datarecording viasmartphone appsdifficult to impossible.
Asdigital methods of datacollection viaopenly available mobile
apps usually generate very large data sets, new challenges for
theanalysisand interpretation apply, such asthelack of standard
measures [17]. The importance of unified approaches to data
recording has recently been underlined in the context of patient
adherence, and computational solution approaches were
published to support uniform dataformats[18]. A representative
example for the daily acquisition of patient-generated data are
mobile apps related to seasona alergic rhinitis [19,20]. A
variety of apps has been published for patients with pollen
allergies, providing exposure forecasts, individualized symptom
prediction, symptom and medication diaries, and in some cases,
the possibility of exchanging recorded data with the attending
physician [3,10,21-23]. Although severa studies have shown
the potential of mobile technologies for research purposes and
clinical disease management, only few addressthetopic of data
quality and validation [24,25]. The purpose of this study isto
retrospectively investigate 4 putative validation criteriato assess

https://mhealth.jmir.org/2022/6/€31491

the quality of data longitudinally collected by patients with
seasonal dlergic rhinitis and defined as follows: (1)
intravariation index, (2) percentage of zero values, (3)
coefficient of variation, and (4) percentage of changesin trends.
To this end, we have taken advantage of the patient-generated
symptom and medication data set, which has been acquired via
amobileapp in acohort of patientswith seasonal allergic rhinitis
in the context of the @I T.2020 pilot project [26,27].

Methods

Study Design

The @IT.2020 pilot project is an observational clinical study
on the impact of component-resolved diagnosis and digital
symptom recording on the diagnosis of pollen alergy. In the
context of this project, 101 patients experiencing seasonal
allergic rhinitiswererecruited in the Sandro Pertini Hospital in
Rome. The detailed study protocol has been published
previously [26,27]. Briefly, recruited patients underwent a
medical examination first (TO), including skin prick testing,
blood sampling, and clinical questionnaires. At the end of the
vigits, patientswereinstructed on the use of the AllergyMonitor
(TPS Software Production) mobile app to monitor their
symptoms of the eyes, nose, and lungs, as well as medication
intake and the impact of alergy symptoms on their daily
activitiesduring anindividual study period. After the monitoring
period, all patients underwent a second medical examination
(T1), including arepetition of theinitial clinical questionnaires
focused on the past pollen season.

Ethics Approval

The study design and procedures were approved by the local
ethics committee“ Comitato Etico Indipendente Lazio 2" (study
10-16, Protocol 9871—01/02/2016).

AllergyMonitor App

AllergyMonitor is a CE-certified smartphone app designed for
the daily reporting of allergic symptoms of the eyes, nose, and
lungs. Further, the impact of alergic symptoms on daily
activities and sleep as well as the medication intake were
recorded. In order to facilitate the correct recording of
medication intake, the study doctor registered the patients
individual medication via the back end of the app, and the
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patient's tailored drug name and administration schedule
appeared in the app’s front end.

Symptom and M edication Scores

The following symptom and symptom medication scores were
used in this study: Rhinoconjunctivitis Total Symptom Score
(RTSS, 0-18 points) [ 28], Combined Symptom and Medication
Score (CSMS, 0-6 points) [29], and Visual Anaogue Scale
(VAS, 0-10 points) [30]. RTSS and CSMS were calculated
automatically by the app for every reporting day on the basis

Dramburg et al

of 4 questions on nasal symptoms (sneezing, rhinorrhea, nasal
pruritus, nasal congestion), 2 questions on ocular symptoms
(itchy eyes, watery eyes), and 3 questions on medication intake
(antihistaminic drugs, local steroids, systemic steroids). The
severity of each of the symptoms was also measured by the
patient using 4 different emoticons (Figure 1), each one
representing a distinct severity grade (no symptoms, mild,
moderate, or severe). Overall, severity was also measured using
VAS in response to the question “How do you feel in relation
to your alergic symptoms today?’

Figure 1. Screenshots of the AllergyMonitor app, indicating the emoticons used to assess symptom severity.
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Adherenceto Electronic Diary Recording

Retrospective reporting of symptoms for missed dayswas only
possible within 48 hours. After 2 days of missed reporting, an
automated reminder appeared on the patient’s phone. After 3
days of missed recording, the patient received an individual
email or phone call from the study center to ensure that no
technical problems had occurred. Adherence was measured as
the percentage of dayswith completed electronic diary recording
in the monitoring period [26]. Petients with adherence to
recording above or below the arbitrary threshold of 80% were
defined as high or low adherence, respectively.

Validation Parameters

Dataretrospectively obtained were summarized as numbers (n)
and frequencies (%) if they were categorical and as mean (SD)
or median (IQR) if quantitative. The prevalence of atopic
sensitization to airborne allergens was evaluated for every
patient via skin prick test results (cutoff for positivity: awheal
size of >3 mm). For every pollen period considered, adherence
values were calculated for each patient. Four tentative
parameters for validation of the data quality were calculated as
follows.

Intravariation I ndex
For eachi™ subject (i = 1,,,,n), (1) the percentage of the number

of variations between 2 consecutive days was calculated, E,
wheret=1,,,,,,, T istheindicator of time point considered, y is
the value of the symptom medication score considered, and |
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RenderX

is a binary variable, which is 1 when the condition in the
brackets is verified, O otherwise; (2) the individua variation
range was calculated (VAR = (max(y1, ..., yT) —min(yl, ...,
yT))/S, where S represents the unit increase for each symptom
medication score, that is, S=1 for VAS and RTSS and S=0.167
for CSMS); and (3) the average of all individual intravariation

index values was calculated, E, for each symptom score or
symptom medication score.

Percentage of Zero Values

Average of individual percentages of zero values (100* number
of zero compiled values/actual compiled days)

Coefficient of Variation
Average of individual coefficient of variation (100* SD/mean)

Percentage of Changesin Trend

Average of individual percentages of changesin severity trends
(worsening=plus; stability=zero; improvement=minus) between
2 consecutive values of symptom medication score

Statistical Analysis

Spearman rank correlation coefficient was used to investigate
the relationship between individual averagesfor each symptom
medication score considered. The nonparametric Mann-Whitney
U test was applied to compare the average values of quality
indexes between 2 groups of subjectsdivided by their adherence
of recording (<80% vs=80%). P<.05was considered statistically
significant. Statistical analyses were performed with R Core
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Team (2018) version 3.5.2 (The R Project for Statistical
Computing).

Results

Study Population and Pollen Season

Thisanalysis consisted of 101 children (mean age 13.7 [SD 2.8]
years) meeting the inclusion criteria for the @IT.2020 pilot
study. Male gender was slightly more frequent (63/101, 62.4%),
and the population was characterized by predominantly
persistent allergic rhinitis symptoms by Allergic Rhinitis and
its Impact on Asthma criteria, as assessed by retrospective
guestionnaire during TO. In addition to persistence, the severity
of symptoms for 39.6% (40/101) of the patients was classified
as moderate-to-severe (Table 1). The rate of patients with
moderate-to-severe persistent symptoms increased to 70.3%

Table 1. Characteristics of the study population (N=101).

Dramburg et al

(64/101) at the final study visit when being asked the same
guestionnaire concerning the past pollen season. The most
frequent allergic comorbidities were oral allergy syndrome
(32/101, 31.7%), atopic dermatitis (28/101, 27.7%), and alergic
asthma (28/101, 27.7%). Most patients were sensitized to grass
pollen, with 97% (98/101) having a positive skin prick test to
Timothy grass and 90.1% (91/101) reacting to Bermuda grass
(Table S1 of Multimedia Appendix 1). Grass pollen

concentrations ranged from O to 199 graingm?® air. Season
criteria of the European Academy of Allergy and Clinical
Immunology [31] were adapted to the local setting, and the
dates of whole grass pollen season from April 13 to July 28 as
well as the peak grass pollen season between May 4 and June
28, 2016 are reported in this study (Figure S1 of Multimedia
Appendix 1).

Characteristics Value
Males, n (%) 63 (62.4)
Age (years), mean (SD) 13.7 (2.8)
Allergic rhinitis
Age at onset (years), median (IQR) 6 (4-8)
Allergic rhinitisand itsimpact on asthma classification at first medical examination, n (%)
Mild intermittent 19 (18.8)
Mild persistent 31 (30.7)
Moderate/severe intermittent 11 (10.9)
Moderate/severe persistent 40 (39.6)
Allergic rhinitisand itsimpact on asthma classification at second medical examination, n (%)
Mild intermittent 6 (6.6)
Mild persistent 17 (18.7)
Moderate/severe intermittent 4(4.4)
Moderate/severe persistent 64 (70.3)
Other allergic comorbidities, n (%)
Allergic asthma 28 (27.7)
Oral Allergy Syndrome 32(31.7)
Urticaria/angioedema 19(19.2)
Atopic dermatitis 28 (27.7)
Gastrointestinal disorders 4(4)
Anaphylaxis episode 10(10.2)
Other 5(5.1)

Adherenceto Recording

During the grass pollen season (May 4 to June 28, 2016), 4003
singlereports were collected, equaling an average adherenceto
recording of 70.8% (4003/5654). Over the period of 56 days,
the individual number of filled questionnaires ranged from 11
(20%) to 56 (100%); 65 of the 101 patients (64.4%) were highly
adherent to data collection. A delayed reporting start or an
anticipated end [27] was observed, with 9 patients starting the

https://mhealth.jmir.org/2022/6/€31491
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monitoring 3 days or more after the start of the prescribed period
and 12 patients ending the reporting =3 days before the
prescribed end. Figure S2 of Multimedia Appendix 1 shows
that 53 patients had a prescribed monitoring starting before the
grass pollen season.

Interrelation Among RTSS, CSMS, and VAS

The RTSS and CSMS correlate well at a population level over
time (Figures 2 and 3). Although these 2 scores are calculated
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based on identical symptom questions with and without the time. At theindividual level, the average VAS score correlated
integration of symptomatic medication, the VAS depicted in  well with both—the average symptom score (RTSS) and the
the bottom panel takes information from a separate question, average symptom-medication score (CSMS) (Figure 3A and
filled with the same frequency and showing asimilar trend over  B).

Figure 2. Average population values of Rhinoconjunctivitis Total Symptom Score (0-18 points), Combined Symptom and Medication Score (0-6
points) (both top panel), and Visual Analogue Scale (0-10 points) on impact of alergic symptoms on daily life (bottom panel) over time. CSMS:
Combined Symptom and Medication Score; RTSS: Rhinoconjunctivitis Total Symptom Score; VAS: Visual Analogue Scale.
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Figure 3. Correlation between individual averages of (A) Rhinoconjunctivitis Total Symptom Score versus Visual Analogue Scale, (B) Combined
Symptom and Medication Score versus Visual Analogue Scale, and (C) Combined Symptom and Medication Score versus Rhinoconjunctivitis Total
Symptom Score. CSMS: Combined Symptom and Medication Score; RTSS: Rhinoconjunctivitis Total Symptom Score; VAS: Visua Analogue Scale.
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Quality Indicesin RTSS, VAS, and CSM S

In order to assess the quality of recorded data, 4 different
parameterswereinvestigated within each of the 3 scores (RTSS,
VAS, CSMS) (Table 2), and average values between highly
and poorly adherent patients were compared (Table 3, Figure
4).
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The highest diversity of data was observed in the VAS and the
RTSS, as expressed by the intravariation index and the
coefficient of variation. However, the CSMS was more
homogeneous over time. As expected, the percentage of zero
valueswasthelowest inthe CSM S, whose average values were
amost half of those observed in the RTSS and VAS. By
contrast, the percentage of changesin the trend was quite similar
and high for all the 3 scores, with values oscillating around 30%
(Table 2).
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Table 2. Quality of symptom and symptom-medication scores.

Quality index Rhinoconjunctivitis Total Symptom Visual Analogue Scale, mean Combined Symptom and Medication
Score, mean (95% CI) (95% ClI) Score, mean (95% Cl)

Intravariation index® 5.1 (4.5-5.6) 6.1 (5.5-6.7) 29(26-3.2)

% of zero values® 38.9 (33.3-44.5) 43.3(37.2-49.3) 20.4 (16.0-24.8)

Coefficient of variation® 134.8 (116.5-153.0) 138.1 (115.8-160.5) 86.3 (72.3-100.3)

% of changes in trends 31.3(28.2-34.4) 28.9 (25.6-32.3) 32.7(29.6-35.7)

@Average of intravariation index by subjects; for each ith subject, (1) the percentage of the number of variations between 2 consecutive daysis calcul ated,
IE, wheret=1,,,,,,, T istheindicator of time point considered, y is the value of the symptom medication score considered, and | is abinary variable,
which is 1 when the condition in the brackets is verified, 0 otherwise; (2) the individual variation range has been calculated (VAR = (max(y1, ...,yT1)
—min(yl, ..., y1)) + US, where S represents the unit increase for each symptom medication score, that is, S=1 for Visua Anaogue Scale and
Rhinoconjunctivitis Total Symptom Score and S=0.167 for Combined Symptom and Medication Score); and (3) the average of all individual intravariation
index values was calculated, E for each symptom score or symptom medication score.

b100* number of zero compiled values/actual compiled days.

CAverage of individual coefficient of variation (100* SD/mean).

dNumber of changes in trends (plus/minug/stable) within ith differences between 2 consecutive values of symptom medication score.

Table 3. Association between adherence and quality indexes.

Rhinoconjunctivitis Total Symptom Score  Visual Analogue Scale Combined Symptom and Medication
Score

Adh?<80% Adh=80% pPvaued® Adn<80%  Adh=80% Pvalue Adh<80%  Adh=80% P value

(n=36), medi- (n=65), medi- (n=36), medi-  (N=65), medi- (n=36), medi-  (n=65), medi-

an (IQR) an (IQR) an (IQR) an (IQR) an (IQR) an (IQR)
Intravariation index® 4 (3-6) 5 (4-6) .08 5(4-8) 7 (4-8) .18 3(2-3) 3(2-9) 32
% of zero valued 27 (12-72) 38(17-55) .66 22 (16-60) 43 (22-65) 31 13(0-31) 16 (4-28) .61
Coefficient of 105 (79-197) 99 (79-131) .76 84 (60-115) 115(76-158) .06 77(53-95)  74(48-101) .67

variation®

%of changesintrend’  25(11-30)  34(2651) <001  23(11-31) 33(1645) 004  26(18:30) 36(2851) <001

8adh: adherence.
By ann-Whitney U test was used to compare means among the 2 groups.
CAverage of intravariation index by subjects; for each ith subject, (1) the number of variations between 2 consecutive days has been calculated, E

wheret=1,,,,,,, T istheindicator of the time point considered, y is the value of the symptom medication score considered, and | is adummy variable,
which is 1 when the condition in the brackets is verified, O otherwise; (2) the individual variation range has been calculated (VAR = (max(y1, ...,yT)

—min(yl, ..., y1)) + US, where S represents the unit increase for each symptom medication score, that is, S=1 for Visua Anaogue Scale and
Rhinoconjunctivitis Total Symptom Score and S=0.167 for Combined Symptom and Medication Score); and (3) the average of all individual intravariation
index values was calculated, E for each symptom score or symptom medication score.

4100* number of zero compiled values/actual compiled days.

€Average of individual coefficient of variation (100* SD/mean).

Number of changes in trends (plus/minus/stable) within the differences between 2 consecutive values of symptom medication score.
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Figure 4. Changesin trends (positive/negative changes) of recorded (A) Rhinoconjunctivitis Total Symptom Score, (B) Visual Anaogue Scale, and
(C) Combined Symptom and Medication Score values among patients with adherence to recording of <80% versus =80%. ADH: adherence. **P<.01;

***P<,001.
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Relationship of Quality Index ValuesWith Adherence
to Recording

No significant differences were observed between the groups
of highly and poorly adherent patientswith regard to the average
intravariation index, percentage of zero values, and the
coefficient of variation. Of note, the coefficient of variation of
the VAS score was higher among highly than poorly adherent
patients, but the difference was only marginally significant
(P=.06). Similarly, the average intravariation index of the RTSS
was higher among patients with adherence to recording of 80%
or more, but the difference did not reach statistical significance
(P=.08). In contrast, the percentage of changes in trend was
significantly lower among patientswho recorded their symptoms
on less than 80% of the prescribed days compared to highly
adherent patients, considering each of the 3 indexes. RTSS
(P<.001), VAS (P<.005), and CSM S (P<.001) (Table 3, Figure
3).

Discussion

We retrospectively analyzed patient-generated data recorded
during the grass pollen season by patients with seasonal allergic
rhinitisto grasses. The collected data contained information on
daily symptoms (RTSS), a combination of symptoms and
medication intake (CSMS), and the overall impact of pollen
alergy on daily life (VAS). Our analysis shows that (1) RTSS,
CSMS, and VAS trajectories correlate well over time at
population level; (2) VAS average values correlate well with
average values of RTSS and CSMS at individual level; (3) the
percentage of dayswith achangein trend during the observation
period is higher in patients with high adherence to recording;
and (4) other investigated parameters such as the percentage of
zero values, the coefficient of variation, and the intravariation
index are not significantly different among highly versus poorly
adherent patients. Overall, our results suggest that the percentage
of dayswith achangein trend deserves further investigation in
a prospective study as a proxy of data quality in patients
monitoring their pollen alergy with an electronic diary app.
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Electronic diaries are increasingly produced and used in
medicine, particularly in alergology. Nevertheless, studies
focusing on the accuracy and completeness of the
patient-generated information collected via electronic diaries
are substantially missing. This is of high priority, as data
validation is a prerequisite of any scientific or clinical use of
the information collected through mobile apps from patients.
A recent study demonstrated that daily monitoring with a VAS
score hasahigh intrarater reliability and medium-high validity,
reliability, and responsiveness, suggesting the validity of this
simple methodology in monitoring disease impact on the
patient’s daily life [32]. Along the same line of evidence, our
study demonstrates that VAS correlates well with complex
measurements such as RTSS and CSMS, both in terms of
trajectory at the population level (Figure 1) and as average
values at the individual level (Figure 2).

The percentage of days with changes in trend within the
registration period is an interesting parameter, as it can be
examined within the context of any trajectory, independently
from the structure of the algorithm generating the clinical score.
Therefore, this parameter can be appliedto VAS, RTSS, CSMS,
or any other index that will be generated and validated in the
future. We speculate that patientswhose personal interest in the
recording of their electronic diary islower, may still be adherent
but inaccurate, replicating the same pattern of values every day.
The day-to-day variability of pollen counts coupled with daily
variability of exposure to pollen as well as the use of
preventative medication may impact markedly on day-to-day
variability in symptom score. A patient highly adherent to
recording is better placed to record the symptom variability and
thus more likely to report a higher number of changesin trend.
With regard to the use of electronic diariesin clinical practice
and research, a tool to predict the quantity and quality of
expected data collection would be helpful. Unfortunately, to
our knowledge, no such toolsexist at the moment. In aprevious
approach to assess and predict the adherence of patients to
symptom recording of patients with pollen allergies, we
observed an associ ation between the reporting behavior between
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the 7th and 21st day of recording compared to the rest of the
monitoring period (up to 70 days) [27].

Thelack of aprevioudly established methodology also justifies
our explorative approach in the attempt to identify new statistical
methods or methods generated in other contexts to address a
novel research question. We therefore speculate that future
studies will adopt similar approaches and generate new and
even more precise methodol ogies to answer the same research
questions. Further, an expansion to other chronic diseases for
which digital data collection has been well adopted, for example,
asthma, will be of great value.

We are aware of the limitations of our analysis. First of all, we
retrospectively examined in an opportunistic approach adatabase
already generated with different targets. Consequently, our paper
can only generate the hypothesisthat the percentage of changes
in trend is a valuable parameter measuring the quality of
patient-recorded data. Unfortunately, other important parameters
such as clinical validity could not be investigated within this
data set, asthis parameter should be investigated independently
from the adherence to reporting. Therefore, before any use of
changes in trend as a parameter in clinical practice, our
hypothesis must be prospectively proven in studies designed

Dramburg et al

with this specific scope. Second, we limited our investigation
period to amaximum of 56 days of recording and in the context
of a clinica investigation. The generalizability of our
conclusions to a real-life setting and to longer periods of
monitoring are also to be proven in real-world studies and longer
observation periods. Third, our study population was composed
of children, whose electronic diary recording is partially (in
general until the age of 14 years) performed with the assistance
of parents and whose influence on the reliability of data should
also be accounted for. Fourth, we have used adherence to
recording as a reference parameter under the assumption that
patients more compliant in regularly filling their electronic
diaries are also those whose data are more reliable. This
assumption also should be proven in a new prospective study
by adopting external quality standards not affected by recording
patterns. Fifth, thereis no possibility of correlating medication
usage with adherence to digital symptom recording.

In conclusion, our retrospective analysis identifies the
percentage of changesintrend in thetrajectory of RTSS, CSMS,
and VA S asaparameter, intrinsic to thetrajectory itself, thereby
representing a valuable candidate as proxy measure of data
quality. This hypothesis deserves now to be investigated in
prospective studies.
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Abstract

Background: Heart rate variability (HRV) isanoninvasive method that reflects the regulation of the autonomic nervous system.
Altered HRV isassociated with adverse mental or physical health complications. The autonomic nervous system al so hasacentral
role in physiological adaption during pregnancy, causing normal changesin HRV.

Objective: The aim of this study was to assess trends in heart rate (HR) and HRV parameters as a noninvasive method for
remote maternal health monitoring during pregnancy and 3-month postpartum period.

Methods: A total of 58 pregnant women were monitored using an Internet of Things—based remote monitoring system during
pregnancy and 3-month postpartum period. Pregnant women were asked to continuously wear Gear Sport smartwatch to monitor
their HR and HRV extracted from photoplethysmogram (PPG) signals. In addition, a cross-platform mobile app was used to
collect background and delivery-related information. We analyzed PPG signal s collected during the night and discarded unreliable
signals by applying a PPG quality assessment method to the collected signals. HR, HRV, and normalized HRV parameters were
extracted from reliable signals. The normalization removed the effect of HR changes on HRV trends. Finally, we used hierarchical
linear mixed models to analyze the trends of HR, HRV, and normalized HRV parameters.

Results. HR increased significantly during the second trimester (P<.001) and decreased significantly during the third trimester
(P=.006). Time-domain HRV parameters, average normal interbeat intervals (IBls; average normal IBIS[AVNN]), SD of normal
IBIs (SDNN), root mean square of the successive difference of normal 1Bls (RMSSD), normalized SDNN, and normalized
RMSSD decreased significantly during the second trimester (P<.001). Then, AVNN, SDNN, RMSSD, and normalized SDNN
increased significantly during the third trimester (with P=.002, P<.001, P<.001, and P<.001, respectively). Some of the
frequency-domain parameters, low-frequency power (LF), high-frequency power (HF), and normalized HF, decreased significantly
during the second trimester (with P<.001, P<.001, and P=.003, respectively), and HF increased significantly during the third
trimester (P=.007). In the postpartum period, normalized RMSSD decreased (P=.01), and the LF to HF ratio (LF/HF) increased
significantly (P=.004).

Conclusions: Our study indicates the physiological changes during pregnancy and the postpartum period. We showed that HR
increased and HRV parameters decreased as pregnancy proceeded, and the values returned to normal after delivery. Moreover,
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our results show that HR started to decrease, whereas time-domain HRV parameters and HF started to increase during the third
trimester. The results also indicated that age was significantly associated with HRV parameters during pregnancy and postpartum
period, whereas education level was associated with HRV parameters during the third trimester. |n addition, our results demonstrate
the possibility of continuous HRV monitoring in everyday life settings.

(JMIR Mhealth Uhealth 2022;10(6):€33458) doi:10.2196/33458

KEYWORDS

heart rate; heart rate variability; pregnancy; postpartum; continuous monitoring; PPG; mobile phone

Introduction

Background

Heart rate variability (HRV) reflects alterationsin the regulation
of the autonomic nervous system. Substantial changes in
autonomic nervous system, by implicationin HRV, occur during
pregnancy. Such physiological changes help to ensure the
healthy development of the fetus[1]. Heart rate (HR) increases
during pregnancy [2], whereas HRV parameters decrease;
however, the values usualy return to norma within a few
months of the postpartum period [3-5].

In addition to physiological causes, changes in HRV during
pregnancy may aso reflect other issues; for example, certain
physical or mental complications. Previous studies have shown
that HRV during pregnancy may indicate hypertensive disorders
[6,7] or pre-eclampsia [8,9]. Pregnant women with gestational
hypertension have higher low-frequency power (LF) to
high-frequency power (HF) ratio (LF/HF) in early pregnancy
than those with norma pregnancies [6]. Regarding
pre-eclampsia, women have lower HF than those with normal
pregnancies, resulting in anincreasein LF/HF in pre-eclamptic
pregnancies [8,9]. Furthermore, HRV may reflect the state of
mental health in pregnant women; the effects of depression [10]
and anxiety [11,12] on HRV parameters during pregnancy have
been studied. Pregnant women with depression have low 24-hour
time-domain parameters [10], and anxiety during pregnancy
has been shown to decrease HF and very low—frequency power
[11]. HRV parameters may also illustrate the level of stress
experienced by pregnant women [13,14]. Induced stress has
been shown to decrease HF in pregnant women. Symptoms of
anxiety may further be associated with stress, as pregnant
women with anxiety had dampened stress reactivity [12]. In
addition, the decrease in root mean square of the successive
difference of normal interbeat intervals (1Bls; RMSSD) and HF
was significantly less in mindful pregnant women who have
better resources to cope with stress during pregnancy [15]. All
pregnancy-related complications are important to be detected
early in maternity care, to enable appropriate interventions to
secure the health of the pregnant woman and her fetus. However,
interpretation of HRV is demanding owing to the complexity
of the human cardiac system; changes in and the behavior of
HRV varies across individuals.

HRV parametersare usually measured using el ectrocardiogram
(ECG) or photoplethysmogram (PPG). Electrocardiography is
a noninvasive method for monitoring the electrical activity of
the cardiovascular system using electrodes attached to the skin.
Itisthe gold standard for monitoring HR and HRV parameters,
but cannot be used for long-term monitoring. In contrast,

https://mhealth.jmir.org/2022/6/e33458

photopl ethysmography is an optical method for monitoring
heart activity and is more convenient for use in home and
free-life settings. It is an easy-to-implement method that is used
in many clinical and commercial wearable devices. Therefore,
it isincreasingly used in remote health monitoring systems.

Most studies have investigated changes in HRV in an episodic
manner, using 1-time ECG recording of pregnant women at
different gestational weeks or during labor [16-20]. In addition,
in most longitudinal studies, 10 to 30 minutes of ECG were
recorded from pregnant women once per trimester or monthly
during pregnancy [7,21-24] and postpartum period [4]. The
recordings were performed while the women were resting in a
predefined position (usualy supine position) in a laboratory
setting. Stein et al [1] conducted 24-hour HRV recordings with
preghant women 4 times during pregnancy and once before
pregnancy. Continuous measurements of HRV during pregnancy
and early postpartum period may provide new and valuable
information about the HRV patterns.

Although existing studies have characterized changes in HRV
during pregnancy and the postpartum period, they have been
limited to short-time recordings of ECG signals a few times
during pregnancy. Some of these studies compared pregnant
women at different gestational weekswith nonpregnant women
to identify HRV trends. However, comparing HRV from
different individuals can be inaccurate because HRV is unique
for each person and is dependent on various parameters such
as age and sex among many other factors[25]. In addition, other
studies have collected few ECG recordings from the same
individuals. Thus, owing to the limited number of measurements,
the results cannot reliably capture the changes. Moreover, only
Stein et a [1] collected data in home-based settings, whereas
all the other studies used laboratory settings to collect HRV
parameters.

Objectives

In this paper, we aimed to analyze the nighttime HRV trends
during pregnancy and postpartum period. To the best of our
knowledge, this study is the first to collect continuous PPG
signals from pregnant women, in everyday settings over along
period. We used an Internet of Things (IoT)-based system to
collect PPG signalsfrom 58 women, several timesaday during
pregnancy and the first 3-month postpartum period. The
continuous monitoring of HRV parameters enabled us to
accurately detect HRV trends regarding in-person and
between-person differences. Moreover, we analyzed the trends
of normalized HRV parameters. The normalization was
performed based on average HR to remove the effect of HR
changes on HRV parameters. In addition, we added age, BMI,

JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€33458 | p.208
(page number not for citation purposes)


http://dx.doi.org/10.2196/33458
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

and education level to our analysis as controlling factors and
analyzed their effects on HRV trends. In summary, the
contributions of this study were as follows:

1. Continuous monitoring of HRV in pregnant women, in
everyday settings using a customized, remote, 10T-based
monitoring system.

2. Analyzing HRV trends during pregnancy and postpartum
period during the night.

3. Analyzing normalized HRV trends during pregnancy and
postpartum period during the night.

Methods

Study Design

HRV parameter trends during pregnancy and postpartum period
were investigated in a longitudinal study using an loT-based
system. The system used asmartwatch to remotely collect HRV
parameters and a cross-platform mobile app to collect
background and delivery-related information. The collected
data were transferred to the cloud server for further analysis.
The use of such a home-based system during pregnancy and
postpartum period was evaluated in a previous study [26]. The
findings of this pilot study indicated the feasibility of the study,
robustness of the system, and reliability of the collected HRV
parameters.

Participants and Recruitment

Women with singleton pregnancieswho were at 12 to 15 weeks
of gestation were recruited from southwest Finland. Women

https://mhealthjmir.org/2022/6/33458
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with both high-risk and low-risk pregnancies were recruited.
Women with high-risk pregnancies were required to have a
history of preterm birth (22-36 weeks of gestation) or late
miscarriage (12-22 weeks of gestation). Women with low-risk
pregnancies were required to have a history of full-term
uncomplicated pregnancy and no pregnancy loss. All eligible
participants had to be aged >18 years, understand Finnish, and
have a smartphone running Android or iOS. The recruitment
goal for each group (high risk and low risk) was 30 participants,
for atargeted total of 60 participants.

Recruitment was performed viaadvertisements on social media
and in maternity clinicsfrom January 2019 to March 2021. The
researcher scheduled face-to-face meetings with eligible
pregnant women. During the meetings, the pregnant women
were informed about the objective of the study. After the
participants provided written informed consent, they were
provided with a smartwatch and instructions. Moreover, our
customized cross-platform mobile app was installed on their
smartphone. Participants were asked to wear the smartwatch
continuously during pregnancy and for 3 months after delivery.
A total of 62 women wererecruited (n=32, 52% in the high-risk
group and n=30, 48% in the low-risk group), but 13% (4/32) of
the women in the high-risk group withdrew from the study.
Finally, all participants in both the high-risk and low-risk
pregnhancy groups were combined into 1 group for the analyses
because there were no significant differences in their HRV
trends. Table 1 showsthe participants background information.
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Table 1. Participants background information (n=58).

Sarhaddi et al

Parameters Values
Age (years), mean (SD) 31.9(4.9)
BMI (kg/m?), mean (SD) 25.98 (5.96)
Marital status, n (%)

Married or cohabitation 57 (98)

Other 12
Work status, n (%)

Working 44 (76)

Student 7(12)

Unemployed 1(2

Other 6 (10)
Education, n (%)

High school 24 (41)

College 18 (31)

University 16 (28)
Pregnancy planned, n (%)

Yes 53 (91)

No 5(9)
Duration of pregnancy at recruitment (week+day), mean (SD) 14+3 (1+4)
Duration of pregnancy at birth (week+day), mean (SD) 36+4 (9+6)
Mode of delivery, n (%)

Vaginal 48 (83)

Cesarean 10(17)
Infant birth weight (g), mean (SD) 3532.7 (561.2)

Data Collection

Data collection was performed using the Samsung Gear Sport
smartwatch and a cross-platform mobile app. The lightweight
smartwatch was chosen based on its onboard sensors, battery
life, configurability, internal memory, and processing unit.
Moreover, the smartwatch provided access to raw PPG signals
and enabled continuous data collection. The watch runs the
Tizen operating system, which is open source. The open-source
platform enabled us to develop customized data collection
applications for the watch. We used the smartwatch to collect
12 minutes of PPG signalsevery 2 hours at asampling frequency
of 20 Hz. The setup was selected to enable battery life of 2 to
3 days after each full recharge [26]. The collected data were
stored on the interna storage of the smartwatch. We also
developed an application for the smartwatch to send the data
manually through the Wi-Fi connection to our cloud server. We
asked the participantsto upload their dataregularly. Theinternal
storage was sufficient to store the collected data for 2 months.
However, we sent notifications to the participants if they did
not upload the data for 2 weeks. In addition, a cross-platform
mobile app collected background information about pregnancy
and infant-related data after delivery.

https://mhealthjmir.org/2022/6/33458

We collected PPG signals for extracting HRV parameters.
Nighttime PPG data were used in this study to extract the HRV
trends during pregnancy and postpartum period. Daytime PPG
data were discarded as participants were involved in various
activities and environments during the day, making PPG signals
unreliable owing to movement artifacts and environmental
Noi Ses.

Data Analysis

Overview

We analyzed the collected data on the cloud server. Data
analysisincluded several steps, as shown in Figure 1. First, we
identified and extracted reliable PPG signals. Then, a peak
detection method was used to extract the peaks and IBIs. Inthe
next step, we normalized the reliable signalsto reduce the effect
of HR changes on HRV parameters (refer to the Parameter
Normalization section). We used reliable signalsand normalized
signals to extract reliable HR and HRV parameters. Then, we
leveraged the HRV parameters during the nighttime, when
resting HR hasthe lowest value and artifactswould be minimum
to analyze HRV trends during pregnancy and the postpartum
period. Finaly, we used hierarchical linear mixed (HLM)
models to analyze the trends of HRV parameters during
pregnancy and the postpartum period.
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Figure 1. Dataanaysispipeline. HR: heart rate; HRV: HR variability; IBI: interbeat interval; PPG: photopl ethysmogram.

Extracting reliable PPG signals

Peak detection and IB| extraction

Extracting HR and HRV parameters

Normalization

Extracting normalized HRV parameters

Statistical analysis
(based on parameters corresponding to
minimum HR value during the night)

Extracting Reliable Signals

PPG is a noninvasive optical method for extracting HR and
HRV parameters. This method is easy to implement, and many
wearables include PPG sensors. However, this method is
susceptible to environmental noise and motion artifacts. Such
noise can affect the quality of the signal and the accuracy of the
analysis[27,28]. Therefore, unreliable signals must be detected
and discarded. Reliable signals are expected to have similar
waveforms, whereas unreliable signal s have diverse waveforms
as they are affected by different motion artifacts and
environmental noises [29]. First, we extracted severa
morphological featuresfrom the signalsand heart cycles. Then,
we chose skewness, kurtosis, approximate entropy, Shannon
entropy, and spectral entropy based on the scoring value for
clustering [29]. We trained a support vector machine classifier
using these features to distinguish between the reliable and
unreliable PPG signals. Using this classifier, we discarded
unreliable signals and used reliable signalsin our analysis.

Peak Detection and | Bl Extraction

We used abandpass filter with cutoff frequencies of 0.7 Hz and
3.5 Hz to enhance PPG signals by filtering noises that are not
in human HR ranges. Then, we used the peak detection method
based on the moving average, as described in [30], to find the
peaks that correspond to heartbeats. The method is enabled by
an adaptive threshold, which considers the variations in the
morphology and amplitude of PPG signals [31]. Then, the
detected peaks were used to extract I1BI, which is the interval
between 2 consecutive peaks. In the error detection phase, IBls
that deviated >30% from the mean IBIs of the segments (5
minutes of signals) were removed from the IBI lists. We
leveraged the HeartPy library in Python for this analysis[31].
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Parameter Normalization

Studies suggest that HRV parameters are significantly associated
with average HR [32]. Therefore, changesin HRV parameters
result from changes in HR or HR variation [32]. In addition,
several studies have found that HR increases during pregnancy
[1,2]. We normalized the HRV parameters based on HR to
cancel theinevitable effect of HR changes on HRV parameters.
Moreover, normalization is required to compare the HRV
parameters of different people, because each person’s HR and
resting HR are unique. Normalization was performed by dividing
the IBls by the corresponding average IBI values [33].

HR and HRV Extraction

We used the detected peaksto extract HR, the number of peaks
(heartbeats) per minute. HRV parameters were obtained by
extracting the variation in IBls and normalized |Blsin the PPG
signals. We used short-term HRV analysis, which requires
5-minute recordings of reliable PPG signals [25,34]. We
leveraged the I1BIs in each 5-minute window of reliable PPG
signals to extract time-domain HRV parameters, including
average of normal IBIs (AVNN), RMSSD, and SD of normal
IBIs (SDNN), and frequency-domain parameters, including LF
(power in low-frequency range), HF (power in high-frequency
range), and LF/HF (LF to HF ratio). These parameters can be
reliably extracted at a sampling frequency of 20 Hz [35].

The time-domain HRV parameters show the variation in IBls
during the monitoring period. The SDNN in the 5-minuteresting
measurements  mainly  shows the variation in
parasympathetically-mediated respiratory sinus arrhythmia
RMSSD reflects the variation in successive normal IBls.
Moreover, RMSSD isthe most commonly used HRV parameter
for investigating vagal changes[25].
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The frequency-domain HRV parameters decompose the HRV
to different frequency ranges. LF can be produced by both
parasympathetic and sympathetic systems. HF reflects the
parasympathetic nervous system and is correlated with RM SSD
[25]. Moreover, LF/HF shows theratio of LF to HF.

Table 2. Heart rate variability parameters.

Sarhaddi et al

We also computed the corresponding normalized parameters
discussed in the Parameter Normalization section. The
normalization resulted in normalized SDNN (nSDNN),
normalized RMSSD (nRMSSD), normalized LF (nLF),
normalized HF (nHF), and nLF/nHF. The HRV parametersused
in this study and their definitions are presented in Table 2.

Parameter and types Unit Description
Time-domain
AVNN ms Average of normal 1BIs?
SDNN ms SD of normal IBls
nNSDNN ms SD of normalized IBls
RMSSD ms Square root of the mean of the sum of the squares of differences between adjacent normal IBls
NRMSSD ms Square root of the mean of the sum of the squares of differences between adjacent normalized I1Bls
Freguency-domain
LF ms2 Power in low-frequency range (0.04-0.15 Hz)
nLF ms2 Power in low-frequency range (0.04-0.15 Hz) in normalized IBls
HF me2 Power in high-frequency range (0.15-0.4 Hz)
nHF me2 Power in high-frequency range (0.15-0.4 Hz) in normalized IBls
LF/HF N/AP Ratio of LF to HF
nLF/nHF N/A Ratio of nLF to nHF

4BI: interbeat interval.
BNI/A: not applicable.

Statistical Analysis

We used HLM models[36,37] to analyzethetrendsin the HRV
parameter. The HLM method considers within-person and
between-person changes. The HLM model supports multilevel
statistical analysis when we have repeated measurements that
are not independent and can correctly model correlated errors
[36]. This model assumes a linear relationship between
dependent and independent variables. It also enableshierarchical
analysis and comparison of continuous dependent variables
during different time frames (eg, before-after studies) [36].

We used the HLM models to evaluate the changes in HRV
parameters during monitoring. We investigated trends in the
second trimester (16-28 weeks of gestation), third trimester
(29-40 weeks of gestation), and postpartum period (12 weeks
after delivery). In the HLM models, HRV parameters were
treated as dependent variables and time (days) was the
independent variable. Therefore, the HLM model investigated
HRV trends in the desired period while considering the
dependency of the measurements from individual participants.
We also used background parameters including age, BMI, and
education level as controlling factors and analyzed their
correlation with the HRV trends. We removed occupation, which
is correlated with education level; planned pregnancy; and
marital status, as there were few samples of unplanned
pregnancy and not married or cohabitation marital status.

https://mhealthjmir.org/2022/6/33458

We included data from all the participants in the second
trimester and postpartum period analyses. However, we removed
thedataof 12% (7/58) of the participantsfrom thethird trimester
analysis owing to preterm births. It should be noted that 43%
(25/58) of the participants had term delivery before the 40th
gestational week and 21% (12/58N) of the participants had
delivery after the 40th gestational week.

We also used HLM models to compare the second trimester
with thethird trimester, the second trimester with the postpartum
period, and the third trimester with the postpartum period. For
these analyses, we used HRV parameters as the dependent
variable, time (days) as a within-person independent variable,
and 1 binary independent between-person variable showing the
comparing periods. We also included age, BMI, and education
level in the analysis. The HLM model enabled us to perform
this multilevel satistical analysis, comparing HRV trends
between 2 time frames. Similarly, we included only the
participants with term birth in the third trimester. All the
analyseswere performed using the statsmodel slibrary in Python
[38].

Ethics Approval

This study received ethics approval from the Ethics Committee
of the Hospital District of Southwest Finland (Dnro:
1/1801/2018). Written informed consent was obtained from all
the participants.
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Results

Overview

In this section, we present theHR and HRV parameters collected
during the second and third trimesters and the 3-month
postpartum period. We al so present the correl ation between HR
and HRV trends and age, BMI, and education level. Then, we
comparethetrends of HRV parameters between the second and
third trimesters and between each trimester and the 3-month
postpartum period. Data from 58 women were included in this
study. The results include 166.5 (SD 46.9) reliable night data
per participant during the study, with atotal of 9826 night data
(70% of possible data) included in this study.

Sarhaddi et al

Second Trimester

A total of 77.70% (4123/5306) of reliable night data were
collected in the second trimester. On average, each participant
had 69.9 (SD 15.1) reliable night data in the second trimester.
HLM model results showed that HR increased significantly,
whereasthe time-domain parameters (AVNN, SDNN, nSDNN,
RMSSD, and nRM SSD) and the frequency-domain parameters
(LF, HF, and nHF) decreased significantly during the second
trimester. In addition, the results showed no significant
association of BMI and education level withHR and HRV trends
in the second trimester. However, there was a significant
association between age and nSDNN, nRMSSD, HF, and
LF/HF. Increasein age was associated with aslight decreasein
NSDNN, nRMSSD, and HF and a dight increase in LF/HF.
Tables 3 and 4 show theintercept; slope of changes; association
of age, BMI, and education level with trends; and the average
HR and HRV parameters at the end of the second trimester.

Table 3. HR?and time-domain HR variability trends during the second and third trimesters and the postpartum period.

Periods and variables HR AVNNP SDNNC nSDNN® RMSSD® NRMSSD
Second trimester
Intercept (P value) 62.736(<.001)  916.443(<.001)  84.023(<.001) 9.079(<.001)  89.293(<.001)  9.986 (<.001)
Slope (P value) 0.045(<.001)  -0.585(<.001)  -0.082(<.001) -0.006(<.001) -0.103(<.001)  —0.007 (<.001)
Age, coefficient (P valug)  0(.99) 0.748 (.77) ~0.737 (.09) —0.080(.047)  —0.774(.07) ~0.091 (.03)
BMI, coefficient (P value)  0.141 (.19) ~1.211(.38) ~0.059 (.80) -0.002 (.93) -0.001 (.99) 0.002 (.93)
Education level, coefficient —0.816 (.46) 14.151 (.32) 1.801 (.47) 0.112 (.64) 2.440 (.29) 0.189 (.41)
(P value)
Final values, mean (SD)  71.1(7.08) 853 (85) 53.2 (18.05) 6.2(1.8) 58.7 (22.1) 6.7 (2.1)
Third trimester
Intercept (P value) 81.324(<.001)  708.181(<.001)  69.787 (<.001)  9.237(<.001)  70.275(<.001)  8.366 (<.001)
Slope (P value) —0.025(.006)  0.345(.002) 0.084(<.001) 0007 (<.001)  0.071(<.001)  0.006 (.97)
Age, coefficient (P valug)  —0.131 (.55) 1.905 (.45) ~1.063 (.02) —0135(.002)  -0.984(.009)  —0.092(.20)
BMI, coefficient (P value) ~ 0(.97) 0.278 (.83) -0.049 (.83) -0.009 (.68) -0.003 (.99) -0.021 (.57)
Education level, coefficient —1.540 (.19) 17.459 (.20) 5.678 (.01) 0.462 (.049) 6.755 (.001) 1.044 (.006)
(P value)
Final values, mean (SD)  68.6 (7.2) 886.9 (99.5) 65.8 (24.7) 7.2(28) 65.5 (26.6) 75(3.1)
Postpartum period
Intercept (P value) 47.237(<.001)  1216.255(<.001) 115321 (<.001) 9.481(<.001) 135233 (<.001) 11.620 (<.001)
Slope (P value) ~0.009 (.37) 0.130 (.46) 0.001 (.95) -0.001 (.69) -0.037 (.12) -0.004 (.01)
Age, coefficient (P value)  0.289 (.099) —4.729 (.14) ~1.320(.009)  —0.086 (.03) ~1.857(.001)  —0.139(.002)
BMI, coefficient (P value) ~ 0.097 (.33) —1.258 (.48) -0.161 (.56) -0.003 (.90) -0.154 (.62) -0.007 (.76)
Education level, coefficient —0.300 (.77) 5.721(.76) ~0.122 (.97) ~0.053 (.82) 1.168 (.71) 0.061 (.81)
(P value)
Final values, mean (SD) 585 (5.9) 1037.7 (105.3) 67.3(21.6) 65(2) 69 (24.2) 6.7(2.2)

3HR: heart rate.
BAVNN: average normal interbeat intervals.
CSDNN: SD of normal interbeat intervals.

4nSDNN: normalized SDNN.

€RMSSD: root mean square of the successive difference of normal interbeat intervals.

fARM SSD: normalized RMSSD.
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Table 4. Trends of frequency-domain heart rate variability parameters during the second and third trimesters and the postpartum period.

Periods and variables LF? nLF° HF® nHFY LF/HF nLF/nHF
Second trimester
Intercept (P value) 1045.893(<.001) 2.422(<.001) 2990.343(<.001)  4.727(<.001) -0.248(<.001) 0.565 (.002)
Slope (P value) -3.109(<.001)  0.001(.72) —4.224 (<.001) -0.007 (.003)  —0.061(.10) 0.001 (.007)
Age, coefficient (P value) —6.285 (.62) -0.031 (.17) —44.543 (.045) -0.046 (.32) 2.775 (.001) -0.003 (.57)
BMI, coefficient (Pvalue)  2.167 (.75) 0.012 (.33) -9.352 (.42) 0.035(.17) 0.766 (.12) 0.002 (.48)
Education level, coefficient ~ 48.903 (.50) 0.173(.17) 71.438 (.55) 0.017 (.95) -3.943 (.43) 0.033(.23)
(P vaue)
Final values, mean (SD) 677.7 (517.4) 2.3(1.4) 1085.2 (1220.7) 3.7(19) 0.83 (0.55) 0.8 (0.4)
Third trimester
Intercept (P value) 1008.979 (.03)  4.248 (.001) 1743.362 (.01) 6.166 (.001) 0.67 (.84) 0.995 (.003)
Slope (P value) 0.424 (.44) 0.006 (.09) 2.767 (.007) 0.004 (.21) -0.097 (.11) 0.001 (.28)
Age, coefficient (P value) —19.456 (.12) -0.070 (.03) —40.218 (.04) —0.098 (.054)  2.440(.008) -0.004 (.68)
BMI, coefficient (P value)  1.655 (.80) -0.018 (.28) -5.994 (.53) -0.001 (.97) 0.367 (.44) -0.006 (.17)
Education level, coefficient ~ 92.269 (.17) 0.238 (.17) 221.413 (.02) 0.261 (.35) -5.113(.28) 0.030 (.51)
(P vaue)
Final values, mean (SD) 926.9 (956.7) 2.6(19) 1607.7 (2156.1) 4.4 (2.5) 0.77 (0.40) 0.7 (0.4)
Postpartum period
Intercept (P value) 2124.653(.002)  2.486 (.09) 4969.652 (<.001)  6.670 (.001) -0.397 (.27) 0.416 (.02)
Slope (P value) 2.415 (.05) -0.005 (.40) -0.682 (.63) -0.001 (.77) 0.234 (.004) -0.002 (.05)
Age, coefficient (P value) —29.427 (.14) -0.012 (.78) —94.705 (<.001) -0.054 (.33) 3498 (<.001)  0.006 (.25)
BMI, coefficient (P value)  0.327 (.98) 0.023(.33) -13.985(.32) 0.022 (.47) 0.528 (.35) 0.002 (.40)
Education level, coefficient  —50.704 (.64) 0.279 (.24) 22.307 (.88) -0.291 (.36) -5.332(.35) 0.053 (.06)
(P vaue)
Final values, mean (SD) 1307.9(920.6) 2.5(2.5) 1486.4 (1327.6) 5.3(2.8) 1(0.48) 0.6 (0.3)

3_F: low-frequency power.
PnLF: normalized LF.

°HF: high-frequency power.
YnHF: normalized HF.

Third Trimester

During thethird trimester, 70.25% (2716/3866) of reliable night
PPG data were collected. Each participant had an average of
53.2 (SD 15.1) reliable night PPG data in the third trimester.
TheHLM models show that HR decreased significantly, whereas
the time-domain parameters (AVNN, SDNN, nSDNN, and
RMSSD) and frequency-domain parameter (HF) increased
significantly during the third trimester (refer to Tables 3 and 4
for details). Moreover, the resultsindicated that high education
level was associated with high SDNN, nSDNN, RMSSD,
NRMSSD, and HF. It aso showed that increase in age was
associated with a dight decrease in SDNN, nSDNN, RMSSD,
nLF, and HF and adlight increase in LF/HF.

Considering both trimesters as a whole, the models indicated
that HR significantly increased (P<.001), whereas AV NN,
SDNN, RMSSD, LF, and HF decreased during pregnancy (with
P<.001, P=.04, P=.001, P=.44, P=.44, respectively). However,
during the last weeks of pregnancy, starting from pregnancy

https://mhealthjmir.org/2022/6/33458

week 35, HR began to decrease and HRV parameters (AVNN,
SDNN, RMSSD, LF, and HF) began to increase, but they did
not reach the level of pregnancy week 16 before the delivery.

Postpartum Period

In the postpartum period, 62.05% (2987/4814) of reliable night
PPG datawere collected from the participants. Each participant
had an average of 53.4 (SD 19.7) reliable night data in this
period. During thefirst 12 weeks after delivery, thetime-domain
parameter (NRMSSD) decreased dightly and the
frequency-domain parameter (L F/HF) increased dightly (Tables
3 and 4). The results indicated that increase in age was
associated with a dight decrease in SDNN, nSDNN, RMSSD,
NRMSSD, and HF and a dlight increase in LF/HF. Moreover,
the results showed no significant correlation between the
duration of pregnancy and trends of HR and HRV parameters
during postpartum period. Figures 2 and 3 represent the trends
of HR, time-domain, and frequency-domain HRV parameters
during pregnancy and the 3-month postpartum period.
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Figure 2. Weekly mean and 95% CI of heart rate (HR) and time-domain HR variability parameters during pregnancy and postpartum period. The
number of participants with reliable data per week is also indicated. The vertical line indicates pregnancy week 28 and separates the second and third
trimesters. AVNN: average normal interbeat intervals, RM SSD: root mean square of the successive differences of normal interbeat intervals; N(RMSSD:
normalized RMSSD; SDNN: SD of normal interbeat intervals. nSDNN: normalized SDNN.
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Figure 3. Weekly mean and 95% CI of frequency-domain heart rate variability parameter during pregnancy and postpartum period. The number of
participants with reliable data per week is also indicated. The vertical line indicates pregnancy week 28 and separates the second and third trimesters.
HF: high-frequency power; LF: low-frequency power; nHF: normalized HF; nLF: normalized LF.
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The average increase in HR from the beginning of the second
trimester to week 34, when HR reached its highest level was
6.58 beats per minute (bpm). Time-domain parameters, AVNN,
SDNN, nSDNN, RMSSD, and nRMSSD, were 77.3, 7.8, 0.4,
9.5, 0.5 milliseconds lower, respectively, at the beginning of
the third trimester than the beginning of the second trimester.
In addition, the slope of per-day changes in HR was slightly
lower, whereasthis slopewas dightly higher for AVNN, SDNN,

Sarhaddi et al

nSDNN, RMSSD, nRMSSD, LF, HF, and nHF in the third
trimester than in the second trimester (Tables 5 and 6).
Moreover, the decrease in HRV trends, including SDNN,
nNSDNN, RMSSD, nRMSSD, and HF, in the third trimester
compared with the second trimester was dightly higher in
younger women than in older women. However, in this
comparison, the difference in LF/HF dlightly increased with
increasein age.

Table 5. Comparison of HR? and time-domain HR variability parameters between the second and third trimesters, second trimester and postpartum

period, and third trimester and postpartum period.

Comparisons and variables. HR AVNNP SDNNS nSDNN¢ RMSSD® nRMSSD'

Second trimester and third trimester
Slope (P value) -0.080 (<.001)  1.052(<.001) 0.149 (<.001) 0.010 (<.001) 0.168 (<.001) 0.011 (<.001)
Intercept (P value) 6.128 (<.001) -77.279(<.001) -7.793(<.001) -0.377(<.001) -9.535(<.001) -0.529

(<.001)

Age (years), coefficient (P 0.015 (.93) 0.017 (.99) -0.859 (.03) -0.090 (.02) -1.097 (.006) -0.119 (.003)
value)
BMI (kg/mz), coefficient (P 0.125(.23) -1.316 (.32) -0.101 (.65) -0.007 (.75) -0.071 (.74) -0.002 (.94)
value)
Education level, coefficient ~ —1.396 (.20) 19.196 (.16) 2.257 (.33) 0.153 (.50) 3.689 (.10) 0.274 (.23)
(P value)

Second trimester and postpartum period
Slope (P value) -0.061(<.001)  0.800 (<.001) 0.079 (<.001) 0.004 (.009) 0.077 (<.001) 0.003 (.02)
Intercept (P value) -8.135(<.001)  133.327(<.001) 10.458(<.001)  0.235(.002) 7.776 (<.001) -0.062 (.32)
Age (years), coefficient (P 0.071 (.68) -1.067 (.68) -0.843 (.046) -0.086 (.02) -1.208 (.009) -0.114 (.005)
value)
BMI (kg/mz), coefficient (P 0.122 (.22) -1.202 (.41) -0.047 (.84) 0.005 (.83) -0.046 (.86) 0.002 (.94)
value)
Education level, coefficient ~ —0.780 (.44) 11.211 (.45) 1.493 (.55) -0.005 (.98) 2.057 (.42) 0.138 (.55)
(P vaue)

Third trimester and postpartum period
Slope (P value) 0.026 (<.001) -0.306 (.003) -0.101 (<.001) -0.008 (<.001) -0.102(<.001) -0.009

(<.001)
Intercept (P value) -14.686 (<.001) 212.495(<.001) 19.492(<.001)  0.691 (<.001) 18524 (<.001)  0.541 (<.001)
Age (years), coefficient (P 0.121 (.47) -1.801 (.47) -0.921 (.02) -0.080 (.03) -1.142 (.002) -0.108 (.003)
value)
BMI (kg/mz), coefficient (P 0.097 (.29) -1.538 (.27) -0.132 (.55) 0.001 (.98) -0.193 (.36) -0.010 (.64)
value)
Education level, coefficient ~ —1.330 (.16) 15.663 (.28) 2.892 (.21) 0.243 (.25) 4.053 (.06) 0.381 (.08)
(P vaue)
8HR: heart rate.

BAVNN: average normal interbeat intervals.
CSDNN: SD of normal interbeat intervals.
9nSDNN: normalized SDNN.

®RMSSD: root mean square of the successive difference of normal interbeat intervals.

fARM SSD: normalized RMSSD.
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Table 6. Comparison of frequency-domain heart rate variability parameters between the second and third trimesters, second trimester and postpartum

period, and third trimester and postpartum period.

Comparisons and variables LR nLF® HF® nHFY LF/HF nLF/nHF
Second trimester and third trimester
Slope (P value) 2.776 (<.001) 0.003 (.29) 5.628 (<.001) 0.010 (.002) -0.061 (.25) 0(.70)
Intercept (P value) -248.629(<.001) 0.396 (<.001) -371.246(<.001) -0.419 (.005) 0.338(.89) 0.172
(<.001)
Age (years), coefficient (Pval- -12.053 (.29) ~0.046 (.06) -58.317(.004)  -0.063 (.13) 0.027 (.003) -0.003 (.61)
ue)
BMI (kg/m?), coefficient (P ~0-220 (:97) 0.003 (.82) -10.722(.34)  0.023(.34) 0.005 (.30) 0(.93)
value)
Education level, coefficient (P 42.367 (.52) 0.171(.22) 105.380 (.36) 0.051 (.84) -0.041 (.43) 0.023 (.46)
value)
Second trimester and postpartum period
Slope (P value) 5.261 (<.001) -0.007 (.045) 3.748 (<.001) 0.002 (.57) 0.287 (<.001) -0.003
(<.001)
Intercept (P value) 194.724 (<.001)  0.754 (<.001) 311.128 (<.001)  1.073 (<.001) -1.367 (.63) 0.061 (.16)
Age (years), coefficient (Pval- -12.415 (.36) -0.025 (.36) -64.949 (.004)  -0.048 (.28) 3.152 (.001) 0.001 (.85)
ue)
BMI (kg/m?), coefficient (P~ 1-922(:80) 0.028 (.08) -8.505 (.49) 0.030 (.23) 0.706 (.16) 0.003 (.27)
value)
Education level, coefficient (P 36.128 (.65) 0.223(.16) 69.474 (.58) -0.013 (.96) -3.490 (.48) 0.066 (.01)
value)
Third trimester and postpartum period
Slope (P value) 1.773(.05) -0.015 (.002) -3.219 (.001) -0.007 (.12) 0.377 (<.001) -0.005
(<.001)
Intercept (P value) 496.288 (<.001) 0.240 (.28) 765.852 (<.001)  1.488 (<.001) —2.648 (.40) -0.160
(.008)
Age (years), coefficient (Pval- -17.497 (.22) -0.039 (.23) -65.002 (.001)  —0.079 (.09) 2.629 (.004) 0.002 (.79)
ue)
BMI (kg/m?), coefficient (P 2643 (.73) 0.011 (.56) -13.823(.20) 0.012 (.65) 0.530(.32) -0.002 (.63)
value)
Education level, coefficient (P 18.376 (.82) 0.224 (.23) 142.030 (.19) 0.028 (.92) -5.352 (.30) 0.045 (.28)

value)

3_F: low-frequency power.
PnLF: normalized LF.

°HF: high-frequency power.
9nHF: normalized HF.

The Second Trimester and Postpartum Period

In the postpartum period, HR was significantly lower (on
average 8.1 bpm), and the time-domain parameters, AVNN
(133.3 milliseconds), SDNN (10.5 milliseconds), NSDNN (0.2
milliseconds), RMSSD (7.8  milliseconds), and
frequency-domain parameters LF (195.1 square milliseconds),
nLF (0.7 sguare milliseconds), and HF (3124 sguare
milliseconds) were significantly higher than those in the second
trimester. The slope of changes in HR was dightly lower,
whereas the slope of changes in AVNN, SDNN, nSDNN,
RMSSD, nRMSSD, LF, nLF, HF, LF/HF, and nLF/nHF was
higher than those in the second trimester (Tables 5 and 6). The
difference between the trends of SDNN, nSDNN, RMSSD,
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NRMSSD, and HF decreased, whereas the difference in LF/HF
dlightly increased with increase in age.

The Third Trimester and Postpartum Period

In the postpartum period, HR was significantly lower (on
average 14.7 bpm) than that at the beginning of the third
trimester. However, the time-domain parameters, AVNN,
SDNN, nSDNN, RMSSD, and nRM SSD, and frequency-domain
parameters, LF, HF, and nHF were, on average, 212.8
milliseconds, 19.4 milliseconds, 0.7 milliseconds, 18.5
milliseconds, 0.5 milliseconds, 495 square milliseconds, 764.6
square milliseconds, and 1.5 square milliseconds higher,
respectively, at the beginning of the postpartum period than at
the beginning of the third trimester. The slope of changes in
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AVNN, SDNN, nSDNN, RMSSD, nRMSSD, nLF, HF, and
nHF was dlightly higher, whereas the slope of changesin LF
was slightly lower in the third trimester than in the postpartum
period (Tables 5 and 6). In addition, the difference between the
trends of SDNN, nSDNN, RMSSD, nRMSSD, and HF
decreased, whereas the difference in LF/HF dlightly increased
with increase in age.

Discussion

Principal Findings

Our results show that HR increased significantly during the
second trimester, whereas it slightly decreased during the third
trimester. During the postpartum period, HR continued to
decrease, but the reduction was not statistically significant;
however, compared with pregnancy, HR was significantly low
during the postpartum period. On average, HR increased by 6.6
bpm from 16 weeks to 34 weeks of gestation, after which, it
started to decrease.

Thetrends detected in this study are consistent with the previous
review by Loerup et a [2], in which the mean increase was 7.6
(95% CI 1.8-13.4) bpm from 10 weeksto 40 weeks of gestation.
The increase in HR during pregnancy is considered
physiological and explained by elevated blood volume, which
resultsin increased cardiac output [7].

Regarding HRV, the time-domain parameters and their
normalized values decreased significantly during the second
trimester and, then, increased significantly during the third
trimester. However, these parameters did not reach the level of
those during the second trimester. In the postpartum period, the
time-domain parameters were stable, and only nRMSSD
decreased. Regarding the frequency-domain parameters, LF,
HF, and nHF decreased significantly during the second trimester,
whereas nL F/nHF increased dlightly. During the third trimester
and postpartum period, the parameters were stable, except HF,
whichincreased, and L F/HF, which decreased dightly. Changes
in HRV parameters occur owing to the pregnancy and the
physiological changes in the woman's body [1]. The trend in
HRV parameters during pregnancy was decreasing, with values
returning to normal after delivery [3-5].

The results indicated that BMI is not significantly associated
with HRV trends. In addition, younger women had higher
NSDNN, nRMSSD, and HF in the second trimester and lower
SDNN, nSDNN, RMSSD, nRMSSD, and HF and slightly lower
LF/HF during the third trimester and postpartum period than
ol der women. These resultsare consistent with previous studies
showing a negative correlation between age and HRV
parameters [25]. Furthermore, the results showed that more
educated women had higher SDNN, nSDNN, RMSSD,
NRMSSD, and HF during the third trimester than the less
educated women, which may indicate low stresslevel in highly
educated women. Previous studies also showed that highly
educated people experienced low stressin a stressful situation
[39], and low education level isidentified as a determinant of
stress during pregnancy [40].
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Comparison With Previous Work

To thebest of our knowledge, thisisthefirst paper that describes
and evaluates HR and HRV parameters measured using PPG
signals continuously during pregnancy and the postpartum
period in participants normal daily lives during the night.
Previous studies have been limited to a few samples assessed
in controlled environments during pregnancy and the postpartum
period. Only Stein et a [1] performed a study in free-living
conditions; they measured HRV using Holter ECG for 24-hour
periods during pregnancy.

Continuously measured HR followed the physiological trends,
increasing as the pregnancy proceeded and returning to normal
during the postpartum period. However, it isnotablethat in this
study, we did not measure HR levels before pregnancy; thus, it
is not possible to confirm whether HR levels returned to
prepregnancy levels during the 3-month follow-up. Several
studies have shown that HR increases during pregnancy
[7,15,21,24] and decreases again during the postpartum period
[4]. In this study, the detected increase during pregnancy
followed the results of the meta-analysis, which included
>10,000 HR measurements from >8000 women [2]. The small
difference may be explained by the small sample size in this
study and differences in the measurement periods, as our study
measurements started at gestational week 16 and the
meta-analysis started from gestational week 10 [2]. However,
it is suggested that most of the changes in cardiac autonomic
modulation occur within the first weeks after conception [1];
thus, in this study, we were not able to detect the early changes.

Interestingly, according to our study, HR wasthe highest during
pregnancy week 34 and started to decrease thereafter. In many
previous studies [1,23,24], the last measurement points were
before week 36; thus, the decrease in HR at the end of the
pregnhancy may not have been captured. On the basis of the
meta-analysis by Loerup et a [2], afew previous studies have
shown a dlight reduction in HR at the end of pregnancy.
However, most studies show a continuous increase during
pregnancy.

The results showed that all the time-domain HRV parameters
measured in this study and the frequency-domain parameters
(LF and HF) decreased during the second trimester.
Furthermore, most of the measured parameters (AVNN, SDNN,
RMSSD, LF, and HF) showed decreasing trends throughout
pregnancy. On the basis of previous studies with intermittent
measurements, thetrends of different HRV parameters decreased
during the course of pregnancy [1,7,9,11,15,22-24]. Some
studies also found increasing trends, for example, in LF [23],
and somedid not find any significant changes during pregnancy
[16,21]. These conflicting results are partly owing to different
methodological choices, such as limited HRV recordings and
a smal number of participants, but they aso reflect the
challenges of measuring and interpreting HRV [25].

On the basis of the continuous measurements in our study, a
change from adecreasing trend to adlightly increasing trend in
HRV parameters was observed during the last weeks of
pregnancy, starting at week 35. Most previous studies included
very few or no measurements of HRV after pregnancy week
35; therefore, the change has probably not been detected

JMIR Mhealth Uhealth 2022 | vol. 10 | iss. 6 [€33458 | p.219
(page number not for citation purposes)


http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH

[1,9,22-24]. Long intervals (eg, weeks) between successive
HRV measurements restrict the findings regarding fine-grained
trends at the end of pregnancy. Continuous measurements
provide opportunities to detect small changes also. In Finland,
pregnant women are entitled to maternity leave starting 5to 8
weeks before the estimated delivery date [41]. Thus, we could
speculate that one explanation for the changesin HR and HRV
parameters around gestational weeks 34 to 35 could be the
beginning of the maternity leave. Maternity leave alows, for
example, awoman to modify her daily rhythm, and therefore,
the level of stress may decrease. However, this issue requires
more research in the future. It is also notable that the data for
this study were collected partly during the COVID-19 pandemic
and the first wave of restrictions, which may have affected the
behavior and, by implication, changes in the physiological
parameters of the participating women [42].

Some HRV parameters were negatively associated with age,
whereas L F/HF was positively associated with age, in our study.
Several studies have shown similar correlations between age
and HRV parameters [25,43]. Changesin HRV parameters are
also associated with stress, as HRV represents the ability of the
heart to respond to avariety of psychological and environmental
stimuli [44]. Although cardiovascular changes during pregnancy
are physiological, Klinkenberg et a [13] suggested that
psychosocial stress also affects HRV parameters in pregnant
women. Low valuesof SDNN, RMSSD, and HF and high values
of LF and LF/HF may indicate mental stress [14]. Our results
showed a positive correlation between HRV parameters and
education level in the third trimester, which may indicate low
stress level in highly educated women [39,40]. However,
interpreting HRV parametersregarding stressis difficult owing
to physiological changes during pregnancy and the variety of
potential stressors and individual stress responses [25,44].

During the postpartum period, some of the HRV parameters
(SDNN, RMSSD, LF, and HF) increased as expected, as the
body recovers from the pregnancy and delivery and returns to
the normal nonpregnant state [1,5,19]. It is suggested that
autonomic nervous system recovers approximately 4 months
after delivery [3]. On the basis of only one HRV measurement
during the third trimester and another at 3-month postpartum
period, Heiskanen et a [4] found similar results regarding the
frequency-domain HRV parameters; the parameters significantly
increased from the third trimester to the postpartum period.
They suggest that the optimal time for measuring the recovery
of HRV is 6 months after childbirth; however, possible new
pregnancy or the use of oral contraceptives may affect theresults
at that point [4]. In a recently published study by Brown et al
[5], the only significant change in HRV was observed between
the third trimester and 4 to 6 weeks of the postpartum period.

In this study, we continuously collected HRV datafrom pregnant
women using an loT-based maternal monitoring system [26].
The system could collect a considerable amount of HRV data.
We were able to extract reliable data from >70% of possible
nights during pregnancy and >60% of nights after delivery. The
results indicate that continuous HRV monitoring with PPG
signals can be used in free-living conditions during pregnancy
and the postpartum period. In contrast to previous studies, our
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results contained fine-grained HRV data, which enabled us to
investigate the trends with more granularity.

HRV monitoring during pregnancy could be used for the early
detection of complications, such as gestational hypertension [6]
and pre-eclampsia [8,9], as reflected in previous studies. For
example, Hossen et al [8] developed a model based on
frequency-domain HRV parameters to distinguish between
pre-eclampsiaand normal pregnancy. In addition to interesting
HRV trends during preghancy and the postpartum period, the
results of this study showed the feasibility of the l10T-based
system for remote HRV monitoring of maternal health. This
system can be further devel oped to build a personalized model
that uses individual parameters and normal HRV trends for
early anomaly detection. This model may even provide early
warning for mothersin anoninvasive and cost-efficient manner.
This technology could provide a solution to support maternal
health servicesin low- and middle-income countries. Although
many other efforts are also needed [45], technology could
enhance health equality between urban and rural areas.

Limitations

Women with both high-risk and low-risk pregnancies were
included in the sample; however, no differences were detected
in HRV parameters between the 2 groups, and therefore, the
sample was considered as one group. Only nighttime datawere
used for the anayses, the minimum resting HR between
midnight and 6 AM was used to analyze the trend of HR and
corresponding HRV parametersto minimizethe effect of noises
and artifacts[25]. HRV was measured using PPG signals, which
were collected with afrequency of 20 Hz. Therefore, our results
need to be interpreted with caution, as not al HRV parameters
can be obtained reliably at this frequency [26,35]. Moreover,
some studies suggest that HRV changes occur mostly during
early pregnancy [1,19], and these changes could not be detected
in this study because data collection started at pregnancy week
16. Our future work will consider using high-frequency PPG
signals to study other HRV trends. Furthermore, when the
participants are involved in different activities, daytime HRV
parameterswould also provideinteresting dataif the noisesand
artifacts caused by movement could be removed from the data.
In addition, it would be important to control the HRV analysis
for various confounding factors such as medical conditions (eg,
hypertension) and mental distress.

Conclusions

In this study, we conducted continuous|ong-term measurements
of HR and HRV from pregnancy week 16 to 3 months of the
postpartum period during participants daily lives. The
measurements were performed through the collection of PPG
signals from wearable smartwatches. The results showed that
HR and HRV mainly followed the expected and previously
reported trends; HR increased and HRV parameters decreased
aspregnancy proceeded, and the values returned to normal after
delivery. These trendsreflect the normal physiological changes
during pregnancy and postpartum period. However, from the
continuous measurements, we detected that HR started to
decreaseand HRV parameters started to increase during the last
weeks of pregnancy. This issue needs more research in the
future. The results also showed a positive association between
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HRV parameters and education level in the third trimester.  Our system could be further developed and used in the future;
Furthermore, our results showed that using PPG signals, it is  for example, to detect abnormalities during pregnancy.
possible to follow HRV continuoudly in free-living conditions.
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Abstract

Background: Smart sensors have been devel oped as diagnostic tool s for rehabilitation to cover an increasing number of geriatric
patients. They promise to enable an objective assessment of complex movement patterns.

Objective: Thisresearch aimed to identify and analyze the conflicting ethical values associated with smart sensorsin geriatric
rehabilitation and provide ethical guidance on the best use of smart sensorsto all stakeholders, including technology devel opers,
health professionals, patients, and health authorities.

Methods: On the basis of a systematic literature search of the scientific databases PubMed and ScienceDirect, we conducted a
qualitative document analysis to identify evidence-based practical implications of ethical relevance. We included 33 articlesin
the analysis. The practical implications were extracted inductively. Finally, we carried out an ethical analysis based on the 4
principles of biomedical ethics: autonomy, beneficence, nonmal eficence, and justice. The results are reported in categories based
on these 4 principles.

Results: Weidentified 8 conflicting aims for using smart sensors. Gains in autonomy come at the cost of patient privacy. Smart
sensors at home increase the independence of patients but may reduce social interactions. |ndependent measurements performed
by patients may result in lower diagnostic accuracy. Although smart sensors could provide cost-effective and high-quality
diagnostics for most patients, minorities could end up with suboptimal treatment owing to their underrepresentation in training
data and studies. This could lead to algorithmic biases that would not be recognized by medical professionals when treating
patients.

Conclusions: The application of smart sensors has the potential to improve the rehabilitation of geriatric patients in several
ways. It isimportant that patients do not have to choose between autonomy and privacy and are well informed about the insights
that can be gained from the data. Smart sensors should support and not replace interactions with medical professionals. Patients
and medical professionals should be educated about the correct application and the limitations of smart sensors. Smart sensors
should include an adequate representation of minoritiesin their training dataand should be covered by health insurance to guarantee
fair access.

(JMIR Mhealth Uhealth 2022;10(6):€32910) doi:10.2196/32910
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Introduction

Regular physical activity reduces the risk of many chronic
diseases and can significantly contribute to rehabilitation.
Geriatric patients are often affected by reduced exercise
capacity, which leads to mobility restrictions and dependence
on support in daily life [1]. Diagnostic methods can be used to
assess physical activity levels for enhancing rehabilitation.
These include patient-reported outcomes and clinical gait
analyses. A limitation of the methods currently in use is that
the delivered data are often difficult to objectify [2]. To
overcome thislimitation, technology devel opers and physicians
have begun to use smart sensors [3].

Smart sensors combine the measurement and analysis of data.
They can collect a wide range of data and can be used in
different application areas [4]. In thisanalysis, we focus on the
ethical evaluation of smart sensors that useinertial sensors and
machine learning algorithms to record and analyze complex
movement patterns. For this purpose, patients receive wearable
inertial sensors that record the acceleration in space. Using
machine learning techniques, theseinertial data can be assigned
to complex movement patterns, such as standing up from a
chair, opening a door, or even falling. Thus, it is possible to
record the activity patterns of patients and quantify their daily
activity [5]. In this manner, clinicians can objectively assess
patients daily physical activity and identify their treatment
needs. Care and rehabilitation measures can be individually
adapted, and treatment progress can be documented [6].
Rehabilitation of geriatric patientsusing smart sensor technology
has the potential to increase the quality of lifefor many patients.
However, the recording of such datamonitorsall daily activities
can be negatively associated with patient surveillance.

The high vulnerability of geriatric patients and the specia
characteristics of machine learning algorithms also raise ethical
challenges, which will be discussed in this paper. We
concentrate our research on the following question: What are
the ethical challenges of using smart sensors and how can they
be minimized? Our goal isto identify and analyze the different
ethical values associated with smart sensors and their potential
conflicts, and based on this ethical analysis, provide guidance
to all stakeholders, including technology developers, health
professionals, patients, and health authorities.

Methods

This research is an ethical analysis that aims to examine the
ethical challenges associated with smart sensors in geriatric
rehabilitation.

https://mhealth.jmir.org/2022/6/€32910
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Systematic Literature Search

First, the literature on smart sensors in geriatric rehabilitation
was identified through a systematic literature search. We then
inductively extracted evidence-based practical implications of
ethical relevance through qualitative document analysis. PubMed
and ScienceDirect databases were used to identify published
literature between January 2000 and November 2020. The search
was supplemented by using Google Scholar. The literature
search was carried out using the following steps: first,
identification and definition of the research question and creation
of asearch algorithm; second, identification of relevant studies;
third, selection of studies; and fourth, reporting of the results
in an ethical analysis based on the principle-oriented approach
of Beauchamp and Childress [7]. Therefore, we combined 2
research methods that are frequently used to assess the ethical
issues of new developments in medical practice: a systematic
review of all ethical aspects and a systematic review of all
ethical values[8,9].

As smart sensors are a novel technology, common synonyms
and related terms have been used to avoid missing relevant
literature. The search agorithm combined the keywords smart
sensor, wearable electronic devices, wearable, intelligent
assistive technology and internet of things with the keywords
geriatric, elderly, rehabilitation, or dementia and ethics, privacy,
empowerment, harm, caregiver, discrimination, informed
consent or autonomy in the titles and abstracts of articles.

Owingto the limited number of eligible ethical analyses, articles
onthe use of sensorsin the care of older adults, in general, were
also included. The results of these articles were trandated by
analogy to the application of rehabilitation. Articles that
discussed only the implementation, development, or technical
specifications of sensor technologies or algorithms were
excluded. No restrictions on article type were imposed.

The search algorithm yielded 701 results (Figure 1). Additional
15 articles were identified through hand search using Google
Scholar. After removing duplicates and screening thetitlesand
abstracts, 51 articles were considered eligible. After reviewing
the full text, 18 articles were excluded because they did not
meet the inclusion criteria. The excluded articles focused on
younger patients, analyzed different purposes of the application
such as sportsor lifestyle, or analyzed other technol ogies, such
as robots.
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Figure 1. Flowchart of the systematic literature search to identify evidence-based practical implications of applying smart sensorsin geriatric rehabilitation
resembling the PRISMA (Preferred Reporting Items for Systematic Reviews and Meta-Analyses) statement.
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A total of 33 articleswereincluded in thisethical analysis. First,
the content of the articles was screened for key information of
ethical significance. The content of these articles contains
evidence-based practical implications for the application of
smart sensorsin geriatric rehabilitation.

Thematic Analysis

Second, athematic analysiswas performed. Thisisaqualitative
approach for identifying, analyzing, and reporting common
patterns or themes in narratives or text materials. Articleswere
explored for recurring themes with a focus on the different
values and aims of smart sensors in geriatric rehabilitation
[10,11].

Ethical Analysis

Third, the identified practical implications of ethical relevance
were grouped, and an ethical analysis was conducted using the
principle-oriented approach of Beauchamp and Childress [7].
If an ethical issue could be examined under more than one
ethical principle, we opted to report theissue under the principle
that was better suited to highlight ethical conflicts. For reducing
biases and omissions, the included articles were critically
examined by at least two authors, as recommended for
systematic reviews of normative literature [12,13]. We pooled
the main ethical issues together after an exchange between the
authorsin dichotomous pairs of conflicting aims and values. In
the following sections, we propose an assessment tool for the
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ethical evaluation of smart sensors in geriatric rehabilitation.
With our tool, physicians, along with their patients, will be able
to assess which values are more important to them in each
individual case and then weigh the different values against each
other.

Results

In this section, we report the ethical challengesidentified inthe
systematic literature search, grouping them under the 4
principles of biomedical ethics: autonomy, beneficence,
nonmal eficence, and justice.

Autonomy

Respect for autonomy isafundamental principle of biomedical
ethics and requires ensuring that the patient’swill is respected,
unlessitisin direct conflict with other fundamental values and
professional duties. It includes the negative obligation to not
constrain a patient’s actions unnecessarily and the positive
obligation to discloseinformation that fosters decision-making.
Measuresthat empower patientstend to increase their autonomy,
whereasinterventionsthat directly restrict their liberties or make
them hesitant to act freely, restrict patients' autonomy.

The use of smart sensorsin rehabilitation can empower patients
by increasing their proactive participation in diagnostics and
allowing them an independent life at home. Patients who were
asked about the use of wearablesin rehabilitation indicated that
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they expected to be empowered by this technology to manage
their own health conditions more effectively [14]. Continuous
feedback on the progress of the rehabilitation can motivate
patients to become physically active and continue therapy
[14-16]. Furthermore, it could provide patients with a deeper
understanding of their illness and physical condition [17].
Efficient rehabilitation, aided by smart sensors, can reduce the
need for long-term care. Rehabilitation can be supplemented
by fall detection and home monitoring, enabling patientsto stay
at home independently for longer [18,19]. In addition, 58% of
patients using fall detectors had improved independence and
72% felt more confident [20]. Through their proactive
participation in health management and the possibility of living
at home independently for alonger time, patients' autonomy is
increased by the use of smart sensors.

Privacy

Privacy can be defined as an interest, or even as aright, to be
free from intrusion in personal matters, unless major public
interests justify such an invasion [21]. When using smart
sensors, the protection of privacy requires a person to be left
alone when asked and not be monitored without expressed
wishes. In contrast, data privacy is concerned with the sensitive
handling of data, including their access and use by third parties
[22]. Privacy concernsare one of the biggest hurdlesfor patients
in the application of supportive technologies [23]. In a study,
Canadian stakeholders were interviewed regarding the
challenges of active assisted living technologies. In 30% of the
mentions, privacy and security wereidentified as primary issues
[24]. Monitoring patients day-to-day activities is highly
intrusive. The feeling of being constantly monitored and
ubiquitous medical diagnostics can lead to stress and anxiety
and may compel patientsto adapt their behavior. The evaluation
of al daily activities and a desire to achieve good measurement
results can lead to excessive physical activity. In a study in
which the daily physical activity of patients with chronic
obstructive pulmonary disease was measured using sensors, it
was shown that participants had a 26% higher activity than the
average during the first few days monitored with sensor
technology [25]. In the context of rehabilitation of geriatric
patients, this may lead to stress and overload symptoms. In
consequence, injuries and falls can occur more often.

Patients' perceptions of privacy lossare significantly influenced
by the intrusiveness of the technology used [18,26]. Owing to
their low-threshold use, smart sensors offer the potential to
minimize the feeling of surveillance through a low degree of
intrusiveness and by only collecting data related to presel ected
complex movement patterns. Studies have shown that patients
using smart sensors do not feel violated in their privacy [27].
Patients prefer sensors that can only monitor whether they are
active and do not identify specific activities[28]. In most cases,
itisnot clear whether, to what extent and by whom, the gathered
data could be analyzed to conclude information about patients
that was not willingly shared by them.

Patients must be informed of the conclusions drawn from the
data. From movement data, it ispossible, for example, to analyze
how often patients use the bathroom, whether they drink alcohol,
or whether they are sexually active. It must be discussed with
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the patient which activities should and could be tracked. Patients
should betrained to switch off or dismount sensorswhen privacy
is desired so that they are free to undertake the activities they
value and do not have to make unnecessary sacrifices to
maintain an image of themselves that they are comfortable
sharing with the medical team. As nonmaleficence demands
not depriving people from a good they value, loss of privacy
can also be seen as aform of harm [29].

Shared Decision-making

When adequately introduced, the use of smart sensors can
improve the patient-medical professional relationship and
increase autonomy by strengthening the patient’s role as an
equal partner. Medical professionals and patients can make
therapeutic decisions together, based on data collected by the
patient [16,30,31].

Empirical studies have assessed the impact of smart sensors on
patient-physician relationships. Patients were asked whether
they expected a change in their relationship with their medical
professional through wearabl e technology during rehabilitation.
They stated that they expected an improvement in
communication and a more patient-centered consultation due
to the improved and objective data gathered on their activities
[14]. Patients using smart sensors expressed that they were well
informed and that decision-making between medical
professionalsand patients could beimproved [32]. Furthermore,
the diagnostic process is no longer limited to a visit to the
medical practice or hospital; it also takes place beyond these
settings. Thus, patients can receive medical support in everyday
life[33]. Smart sensor technology used at home can be designed
to facilitate contact with medical professionals [34,35].

Beneficence

Overview and General Aspects

The principle of beneficence dictates the orientation of health
professionals’ actions toward the well-being of patients. This
demands that health professionals make use of both their
professional and interpersonal skillsto improve the situation of
patients, particularly in helping them to fulfill their wish to live
in their own homes, while ensuring that such choices do not
come at the cost of losing all types of bonds with them.

An advantage of smart sensorsisthe possibility of independent
home monitoring. Long-term home monitoring can provide
objective movement data on patients everyday life. This can
increase the well-being of patients by allowing them to remain
in the comfort of their own homes, but it can also reduce the
number of social contacts [27,36]. In addition, sensors can
contribute to patient safety by extending the monitoring phase
after surgery or by identifying patients at a risk of adverse
events.

Objective Assessment of Daily Activities

Previously, therapy requirements and progress have been
determined using gait analyses or patient-reported outcomes.
These have high inter- and intraobserver variability and are
mostly carried out in aclinical setting [37]. In contrast, sensor
technology offers the possibility of objective long-term home
monitoring. This hasthe advantage that the complex movement
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patterns of patients can be analyzed in everyday situations and
over a longer period [38]. Decisions for or against a
rehabilitative measure can therefore be made from a broad
database. Patients can receive therapy adapted to their everyday
life [16]. Thus, autonomy and independence can be promoted
in everyday life to benefit patients.

Extended Monitoring and I njury Prevention

The use of smart sensors can lead to more individualized
therapiesfor geriatric patientsin their homes. Geriatric patients
have a high acceptance of sensory technology for long-term
home monitoring during rehabilitation [28]. After surgery,
patients often remain in theward for severa daysfor monitoring.
Sensor technology can significantly extend monitoring time
without the need to keep patients hospitalized. Thus, treatment
needs, which only become clear in the patient’s everyday life
after discharge, can be identified. Patients benefit from greater
security without having to spend more time in the hospital.
Owing to the low-threshold use of smart sensors, opportunities
for screening and prevention have expanded. People who are
expected to need treatment in the future because of hospital
stays, comorbidities, or old age can wear sensors in their
everyday life. If conspicuous movement patterns appear,
practitioners can be informed, enabling them to assess an
intervention or rehabilitation need. Thus, the user can benefit
from preventive intervention [3]. Furthermore, sensor
technology can be used by risk groups to identify and prevent
critical events, such asfalls[39]. For many patients, anincreased
sense of security is one of the main reasons for using sensor
technology [40,41]. A total of 85% of patients who used afall
detector stated that it improved their safety [20].

Thelarge amount of data collected by smart sensors can be used
by machine learning algorithms to detect different anomalies
and then take early steps to address hedlth threats. If a patient
goes to the bathroom more often than usual, it could be asign
of urinary tract infection or diabetes mellitus. A decreaseinthe
number of outdoor activities could be aresult of depression. It
must be determined which activities the sensor technology
should record and whether findings must be interpreted as
relevant for rehabilitation.

Nonmaleficence

The principle of nonmaleficence indicates that new medical
technologies should not disadvantage or harm patients through
medical intervention or even diagnosis. The biggest threats to
using smart sensors in geriatric rehabilitation are the misuse of
patients private data and the uncritical acceptance of data
provided by the sensors. A major threat to patientsisthe misuse
of data by unauthorized persons. Cyberattacks can steal data
from various devices and servers. Owing to theinterconnectivity
between smart sensors and digital health records, aswell asthe
multiple users and use outside of protected hospital networks,
smart sensors represent vulnerabl e targetsfor cyberattacks[42].

Accuracy

In the detection of complex movement patterns, inaccurate
activity detections can occur and cause harm to patients.
Algorithms may not recognize or they may misclassify
movements [19]. Incorrectly classified events can lead to an
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overestimation of patient’s health. Conversely, the need for
rehabilitation or lack of therapeutic success can be overlooked
[17]. Therefore, uncritical acceptance of movement data by
medical professionals poses a risk to patients. Sensors can
support the medical professional’s subjective assessment of
care needs with objective data, but cannot replace a complete
examination [43]. By increasing the autonomy of patients, there
has also been a shift in the roles of patients and medical
professionals. The patient isthe one who hasto apply the sensor
technology. Asaresult, the expectation is placed on the patient
to provide high-quality data. Therefore, patients gain more
responsibility in the diagnostic process. This could lead to more
autonomy but could also jeopardize data quality [44].

Missing Holistic Assessment

By reducing direct contact with medical professionals and
relying more on smart sensors, there is arisk of patients being
reduced to the data collected [17]. Social contact with medical
professionalsis an essential component of therapy. Collecting
data on only one physiological parameter, such as movement
patterns, does not provide a holistic assessment of health
conditions and the rehabilitation process. A holistic assessment
can only be discerned through direct interaction with health care
professionals [27,34]. Successful treatment requires contact
with amedical professional who communicates the results of
a diagnosis with empathy and is aware of the patient's
circumstances [30]. Thefeeling of being monitored can reduce
the trust between patients and medical professionals and the
acceptance of sensor technology. Moreover, patients may
overestimate the accuracy and potential of smart sensors[19].

Justice

Overview and General Aspects

The principle of justice refersto 2 distinct principles: first, that
like cases be treated alike and second, to afair, equitable, and
appropriate distribution of health carein society. This demands
that every patient should have adequate accessto essential health
care, regardless of gender, ethnicity, sexual orientation, religion,
age, or socioeconomic status [7]. Smart sensors are expensive
and can therefore lead to discrimination on the basis of
socioeconomic differences. Owing to the dependence on the
accuracy of the training data, algorithmic analyses could lead
to adiscrimination against minoritiesthat are underrepresented
inthetraining data. Geriatric patientswho have less experience
with technical tools can be at a disadvantage. Conversely,
patients living in underserved regions may benefit from the use
of sensors in combination with telemedicine. In addition, the
success of rehabilitation measures aided by smart sensors
depends on the capability of usersto use digital technologies,
or more broadly, their digital literacy.

Socioeconomic Differences

High pricesduring early technology adoption lead to inequalities
in access to personalized rehabilitation. For many patients, the
acceptance and adoption of sensors depends on their cost [45].
The use of wearable sensors such as smartwatches shows major
demographic and socioeconomic differences. Mainly young,
wealthy people buy smartwatches[23]. An additional negative
consequence is that smart sensors are optimized on these early
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adopters, basing the algorithms and the design of the software
and hardware on a subpopulation that does not reflect the
diversity of the population with rehabilitation needs. New
developments that do not solely rely on externa systems and
are adapted for the geriatric population could overcome this
limitation. If sensors are not covered by health insurance and
must be purchased by the patients themselves, there will be
major inequalities in the medical care of the population [46].

Discrimination of Vulnerable Groups

The diagnostic accuracy of smart sensors and the algorithms
used by them depends on the training data. Thus, there are
differences in accuracy depending on the population group.
Population groupsthat are underrepresented in the training data
do not benefit from a high algorithmic output accuracy. They
must adapt to the standard defined by the training data even if
their movement patterns are normal for their group [17,47].
Furthermore, the movement patterns of men and women differ
in some aspects. An agorithm trained using male movement
data has a higher output accuracy for men than for women.
Similar conclusions can be drawn for other population groups,
such as older adults. Studies have shown that it is possible to
predict the gender and age of participantswith inertial datafrom
gait analysis[26].

Thereis also arisk of disparity between age groups. The use
and function of technical devicesare difficult to understand for
many older adults. The application of smart sensors in the
context of geriatric rehabilitation requires extensive training
and education of patients so that they can learn the limitations
and correct application of sensor technology and thus benefit
from its advantages [46]. Monitoring technologies can cause
feelings of stigma and frailty in geriatric patients [27]. Their
use can be seen by patients asan admission of frailty andillness
to themselves and the social environment [48]. Wearing sensors
in public canreveal illnesses or disabilitiesto strangers[27,49].

Figure 2. Conflicting aims and values.

Autonomy Living at home
Privac Social
y interactions

Proactive participation in diagnostics and gaining independence
can increase patient autonomy. However, gains in autonomy
come at the cost of privacy. Owing to the continuous monitoring
of patients' daily activities, privacy can be violated if sensors
are too intrusive, and patients have no control over their data.
Moreover, when patients are aware that they are being
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In order to mitigate this, smart sensors can be integrated into
clothes or smart watches[50]. By giving patientsthe opportunity
to choose between different types of application, the feeling of
stigma can be actively reduced.

Increasing Numbers of Patients Can Be Treated

Smart sensors have the potential to provide high-quality care
to each patient. The quality of human-influenced treatment
depends heavily on the experiences, prejudices, and daily
constitution of medical professionals. Smart sensors devel oped
and evaluated in congruence with ethical principles offer the
possibility of consistently delivering high-quality treatment
[51]. Owing to automated data collection and processing, smart
sensors offer the possibility of treating more patients at a
consistent and even higher quality of care. In many places, there
is a supply gap between urban and rura areas in specialized
medical care. By using smart sensors in combination with
telemedicine, patientsin underserved regions can be connected
tomedical specialists|[3]. Aspreviously discussed, thisrequires
extensive training, which not al patients, especially geriatric
patients, can follow. Furthermore, fair accessto new promising
technol ogies, such as smart sensors, must be guaranteed in rural
aress.

Discussion

Principal Findings. Conflicting Aimsand Values

Our ethical analysis showed that the rehabilitation of geriatric
patients can generally be improved using smart sensors.
However, we found conflicting values and aims that doctors
and patients must consider when using smart sensors for
rehabilitation. The use of smart sensors involves 4 pairs of
conflicting ethical values and aims, which patients should
sufficiently understand to provide informed consent and
maintain compliance with optimal use (Figure 2).

Independent Cost-effective
measures data analysis
Accuracy Nondiscrimination

surveilled, they may refrain from doing certain things that they
value.

In contrast to smart sensors in dementia care, sensors that are
used in rehabilitation are not intended to be used for
surveillance, but for promoting autonomy by assisting
rehabilitation measures. Increased autonomy and the benefits
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of home monitoring conflict with protecting patients' privacy.
Thetreatment team receives sensitive information using sensor
technology in everyday life. The use of wearable technologies
carries the risk of increasing the intended or unintended
disclosure of sensitive health information [52]. Thisinformation
is not consciously shared by patients with a specific health
professional but is automatically collected by a technical
instrument. It might not always be clear to patients who has
accessto thisinformation and what the datareveal . To guarantee
confidentiality of the information collected by sensors,
authorized recipients must be specifically defined.

It is important that the patient be educated about the extent of
the invasion of their privacy. Therefore, medical professionals
must understand what conclusions can be drawn from the data
in addition to the daily activity patterns. It is crucial to keep in
mind that future devel opments could allow further dataanalysis
and thusreveal unforeseen information, which could extend the
invasion of patient privacy. Smart sensors are an attractive target
for cyberattacks, because they collect valuable data and are
often used in unprotected private settings. To protect the privacy
of patients, it isimportant that service providers protect the data
from unauthorized access and misuse. Regular secure backups,
anonymization of the data, and limiting remotely accessible
data can reduce the risk of data theft. Patients must be
adequately informed and educated about this risk, ways to
reduceit, and how they can avoid being monitored when privacy
isdesired [42].

Studies have shown that most patients do not feel that their
privacy is violated by the use of smart sensors and are willing
to give up some of their privacy for increased autonomy
[28,41,53]. Depending on the amount of autonomy gained and
the degree of invasion of privacy, there is a different level of
willingness to use this technology. Older people who have an
increased risk of falls or who would benefit from rehabilitative
measures could consent to the invasion of their privacy by
motion sensors in exchange for increased safety and autonomy
[37,47]. In contrast, less vulnerable patients may have fewer
reasons to allow wider intrusion in their personal life. Overall,
patients need to weigh the autonomy gained with the use of
smart sensors against eventual losses of autonomy by feeling
compelled to adapt their behavior when monitored.

Independent measurements are the principal reason for using
smart sensors at home and for monitoring daily activities;
however, if patients are not sufficiently trained in the use of the
sensors, it can lead to decreased accuracy of the data
Independent measures can increase patient autonomy and
provide the opportunity to monitor daily activity patterns,
however, they come at the cost of a decreased number of social
interactions with medical professionals and reduced accuracy.
Independent measurements provide the opportunity to live
longer at home and generate objective data that represent daily
activity patterns, but they could reduce the number of social
interactions with medical professionals.

It is important that the sensor technology and underlying
algorithm be supportive and not replace the diagnostic process.
Before deciding for or against an intervention, the treatment
team should have direct contact with the patient [54]. Sensors
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can support medical professionals subjective assessments of
care needsusing objective data[43]. Thetreatment team should
critically question and contextualize the algorithmic output at
any time [17]. As smart sensors reduce the number of social
contacts with medical professionals, it isimportant to keep in
mind that solitudeis one of thelargest welfare and mental health
issues among older adults [55]. Although medical treatment
may be the only social activity of asignificant number of older
adults, it should be noted that such interactions do not solvethe
problem of solitude. Better alternatives outside the therapeutic
context should be offered for public mental health.

To improve the accuracy of the sensor technology, devel opers
need to work on the accuracy of smart sensorsif they are used
for monitoring patients at risk. Medical professionals need to
be aware that some measures that require high precision may
need to be carried out under their direct supervision and that
there are limits on what can be accurately measured outside
clinical settings. Training should be given on the correct
application of the sensors to empower the patient to increase
the accuracy of the measurements.

To justify the use of public health resources, it is necessary to
provetheincreased effectiveness of sensor technology compared
with conventional methods. A cost-effectiveness cal culation of
the use of smart sensors needs to fully recognize the multiple
advantages of increased mobility for older adults' well-being.
In view of the long-term health benefits of increased mobility,
accessto smart sensorsfor rehabilitation should be independent
of the patient’s socioeconomic status. To guarantee fair
distribution, sensor technology should be prescribed by a
physician and covered by health insurance. To ensure patient
participation in areas with limited access, the technol ogy should
be designed such that it can be used independently or at least
with the easy assistance of family members. Specialists can be
contacted during anomalies[34]. We conclude that smart sensors
can provide high-quality, low-cost measurement toolsfor many
patients. However, because algorithms are seldom devel oped
and tested for diverse populations, minorities may be at a
disadvantage.

With regard to the principle of social justice, the provision of
modern health care appliances for patients, such as smart
sensors, requires that they are able to efficiently use them in
their daily life. Smart sensors can enhance accessto health care
for underserved populations. However, here, as in the case of
other digital instruments in health care, the opportunities
provided by smart sensors are subjected to adequate use and
canresultin significant inequalitieswith respect to who can use
and benefit from them [56]. The foremost is the ahility to
understand and use digital technologies, digital literacy. This
ability is heterogenic and conditioned by several components;
for example, skills, resources, and motivations. It has been
observed that the level of literacy in the use of digital
technologiesis associated with social attributes of patients, such
as age, level of education, hedlth literacy in general, language
barriers, immigration status, and urban or rural residence [57].
Older adult users face additional barriers when using digital
technologies[58]. Extensive training and education are required
regarding the use of smart sensors. Deficits in trust in digital
health instruments, lack of previous experience with similar
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appliances, low levels of education, or language barriers can
significantly impede this process.

Smart sensors have been used in geriatric rehabilitation. It has
been shown that sensors can support the rehabilitation process
by providing objective monitoring of a patient’s activity level
[6,59]. Thus, medical professionals can define and examine
rehabilitation targets along with patients to track the process.
By using sensors, it is possible to compare the individual
progress of a patient with the expected average progress of other
patients with similar comorbidities. Activity levels can be
tracked outside the therapy session. The data could be used to
justify the extension of rehabilitation measures to insurance
companies [6,59]. The current implementations have already
addressed some of the ethical challenges mentioned in this
paper, but they were used in a hospital setting. Patients were
always able to communicate problems or discomfort with the
sensors to medical professionals. To decrease the feeling of
surveillance, the sensors were located on the lower back of the
patients [6].

Recommendations

Our principal recommendation is to consider multiple factors
affecting digital literacy in the process of patient education to
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facilitate the effective use of smart sensors. Second, patients
should not have to decide between autonomy and privacy.
Developers should aim at providing solutions that promote
patient autonomy while also ensuring privacy by collecting
minimal amounts of data necessary to operate effectively. The
standard for the ethical implementation of smart sensors should
follow four prerequisites: (1) smart sensors can be activated and
deactivated by the patient, (2) smart sensors are not visible to
the public, (3) smart sensors only collect activity data over
which a patient has control, and (4) they collect the minimal
amount of data needed to allow an accurate diagnosis. In some
cases, we may observe that patients refuse to sacrifice their
privacy for increased autonomy. In such cases, it must be
evaluated together with patientswhether and to what extent this
intrusion into privacy needs to be tolerated, how it can be
minimized, and how great the actual benefit of sensors is for
the patient in comparison with alternative treatment options.

Further recommendations for developers, patient education,
health professionals, and health authorities are summarized in
Textbox 1.

Textbox 1. Recommendations for developers, medical professionals, and health authorities.

Developers

« Authorized recipients that have access to specific data must be defined.

«  Dataneed to be protected from unauthorized access and misuse.
«  Smart sensors should be activated and deactivated by the patient.

«  Smart sensors should not be visible to the public.

«  Smart sensors should only collect activity data over which a patient has control.
«  Minimal amount of data needed to allow an accurate diagnosis should be collected.

« Inorder to ensure patient participation in areas with limited access, the technology should be designed so that it can be used independently, or

at least easily, with the assistance of family members.

«  Contact with specialistsin the event of anomalies should be facilitated.

Patient education

«  Education of the patient about the extent of invasion of privacy and the conclusions that can be drawn from the data must be done.

«  Training should be given on the correct application of the sensors to empower the patient to increase the accuracy of measurements.

Medical professionals

«  Smart sensors should augment and not replace the diagnostic process. The treatment team should have direct contact to the patient.
«  Algorithmic outputs should be contextualized and questioned criticaly.

«  Medical professionals should be aware of the limits and accuracy of smart sensors.

Health authorities

« Itisnecessary to prove an increased effectiveness of sensor technology compared with conventional methods to justify the use of public health
resources. A cost-effectiveness calculation of the use of smart sensors needs to fully recognize the multiple advantages that increased mobility

has for older adults’ well-being.

. Toguarantee afair distribution, sensor technology should be prescribed by a physician and covered by health insurance.
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Limitations and Comparison With Prior Work

There are dready severa articles that analyzed the ethical
challenges of smart wearable sensors, but no article focused on
smart sensors for geriatric rehabilitation [18,31]. Much of the
current literature primarily discusses the ethical challenges of
intelligent assistive technologies for monitoring geriatric
patients, particularly in dementia care [18,60]. There are also
articles that discuss issues with smart sensors used for activity
and mobility monitoring. These articles focus on healthy or
younger participants and rarely discuss the issues of smart
sensorsused by geriatric patientsin rehabilitation [61,62]. Some
articles discuss the use of other technologies, such as
telemedicine or apps for self-management and tracking in
rehabilitation [63,64]. However, these articles do not analyze
the specific ethical issues associated with tools that are based
on machine learning algorithms.

A limitation of thisstudy isthat it did not examine the subjective
perceptions of the main stakeholders. Empirical ethical studies
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in the field of smart sensors are insufficient. Further work is
needed to investigate the ethical insights of health professionals
using smart sensors and to study the experiences of patients
who use such sensors.

Conclusions

Smart sensors offer an opportunity for the objective assessment
of complex movement patterns and rehabilitation progress.
Medical professionals must consider and address multiple
conflicting ethical aims. One conflict in aims is that gains in
autonomy often come at the cost of patient privacy. It is
important that patients are educated on the insights that the
collected data reveal and do not have to decide between
autonomy and privacy. Furthermore, smart sensors should not
replace but instead promote interaction with medical
professionals. As smart sensors are complex and novel tools,
medical professionals and patients should be educated on their
correct applications and their limitations. Sensors should be
covered by insurance to guarantee equal access to health care.
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Abstract

Background: There has been arapid increase in the use of commercialy available activity trackers, such as Fithit, in physical
activity intervention research. However, little is known about the long-term sustained use of trackers and behavior change after
short-term interventions.

Objective: Thisstudy aimsto use minute-level data collected from a Fithit tracker for up to 2 years after the end of arandomized
controlled trial to examine patterns of Fitbit use and activity over time.

Methods: Participantsinthis secondary dataanalysiswere 75 femal e breast cancer survivorswho had been enrolled ina 12-week
physical activity randomized controlled trial. Participants randomized to the exerciseintervention (full intervention arm) received
aFitbit One, which wasworn daily throughout the 12-week intervention, and then were followed for 2 years after the intervention.
Participants randomized to the waitlist arm, after compl eting the randomized controlled trial, received a Fithit One and aminimal
version of the exercise intervention (light intervention arm), and then were followed for 2 years after the intervention. Average
and daily adherence and MV PA were compared between the 2 groups in the interventional and postinterventional periods using
both linear and generalized additive mixed effects models.

Results: Adherenceto wearing the Fitbit during the 12-week intervention period was significantly higher in the full intervention
arm than in the light intervention arm (85% vs 60%; P<.001). Average adherence was significantly lower for both study arms
during thefollow-up period than in the intervention period; however, there were statistically different patterns of adherence during
the follow-up period, with the light intervention arm having steeper declines than the full intervention arm over time (P<.001).
Similar to the adherence results, mean minutes of Fitbit-measured MVPA was higher for the full intervention arm than for the
light intervention arm during the 12-week intervention period (mean MV PA 27.89 minutes/day, SD 16.38 minutes/day vs 18.35
minutes/day, SD 12.64 minutes/day; P<.001). During the follow-up period, average MVPA was significantly lower than the
12-week intervention period for both the full intervention arm (21.74 minutes/day, SD 24.65 minutes/day; P=.002) and the light
intervention arm (15.03 minutes/day, SD 13.27 minutes/day; P=.004). Although the mean MV PA in each arm was similar across
the follow-up period (P=.33), the pattern of daily MV PA was significantly different between the 2 groups (P<.001).

Conclusions: While adherence to wearing activity trackers and maintaining physical activities declined after completion of a
12-week exercise intervention, a more active interventional strategy resulted in greater wear time and activity levels during the
intervention and more stable patterns of adherence and activity in the long term. An improved understanding of long-term
maintenance patterns may inform improved exercise interventions that result in sustained increases in physical activity.

Trial Registration: Clinical Trials.gov NCT02332876; https://clinicaltrials.gov/ct2/show/NCT02332876

(JMIR Mhealth Uhealth 2022;10(6):€37086) doi:10.2196/37086
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Introduction

There are currently 3.9 million breast cancer survivors in the
United States; most of whom do not engage in sufficient
physical activity to meet current recommendations[1]. Greater
physical activity in breast cancer survivors is associated with
better quality of life, lower risk of all-cause and breast
cancer—specific mortality, and lower risk of recurrent breast
cancer [2-6], but 34% of cancer survivors report no physical
activity in their leisure time [7,8]. An abundance of evidence
demonstrates that interventions to increase physical activity in
breast cancer survivors can be effective in the short term [4,5].
However, there are few studies examining maintenance of
longer-term physical activity behavior beyond the intervention
period [9] and those that do suggest that physical activity
declines over time [10-12]. An improved understanding of
maintenance behaviors is needed to optimize interventions to
sustain increases in physical activity over the long term.
Wearable trackers, such as Fithit, capture physical activity
behaviors and provide self-monitoring feedback, thereby
offering both greater insight into maintenance behaviors and a
potential method to facilitate sustained improvements in
long-term maintenance.

Self-monitoring is one of the key skills to promote behavior
changes [13], and may have a role in promoting sustained
increases in physical activity in breast cancer survivors. The
behavior change techniques framework proposed by Michie
and colleagues[13,14] suggeststhat self-monitoring isthe skill
most strongly associated with intervention success when
combined with at |east one other self-regulatory technique from
Control Theory (eg, receiving feedback on performance and
reviewing progresstoward goals) [ 15,16]. According to Control
Theory, feedback loops provide awareness of discrepancies
between performance and goals that can encourage behavior
change [15]. Wearable trackers facilitate self-monitoring and
feedback loops by passively collecting and providing
information and feedback on progress toward individual goals.

Initial studies on Fithit adoption have demonstrated that they
are effectivein increasing physical activity levelswhen coupled
with other interventions[17-21], but the novelty of wearing the
tracker wears off over time [22]. Additionally, prior studies
have either been short term or had continued contacts with the
participants in their maintenance phase [22-24]. Studies that
have only utilized Fitbit as a means of behavior change show
no significant changesin physical activity [25-27]. Thisdecline
in novelty, short interventional period, and variable additional
support throughout the intervention may negatively affect use
of the wearable technology when external accountability from
the research study is removed [28-31].

This analysis explored adherence to wearing the Fitbit and
physical activity 2 years after the end of a 3-month randomized
controlled trial comparing a physical activity intervention (full
intervention arm) with awaitlist control that received a“light”
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intervention (light intervention arm) after completing the
12-week assessments [24]. The aims of this study were to (1)
examine patterns of adherence to wearing the Fitbit between
the full intervention arm and the light intervention arm during
their respective 3-month intervention periodsand up to 2 years
follow-up; (2) examine patterns of Fitbit-measured physical
activity between the full intervention arm and the light
intervention arm during their respective 3-month intervention
periods and up to 2 years’ follow-up.

Methods

Participantsand Design

Participants in this secondary data analysis were originaly
randomized to a 12-week physical activity intervention group
or awaitlist control group. After completing final measures for
the randomized trial at week 12, participants were invited to
enroll in a maintenance study where their Fitbit data would be
collected for the next 2 years and they would complete online
guestionnaires every 6 months over the next 2 years (4 times
total). Participants were asked to provide written informed
consent for participating in the maintenance study. Data from
the original randomized trial and the 2-year follow-up were
collected from February 2015 to July 2018. The intervention
trial was registered with Clinicaltrials.gov (NCT02332876).

Eligible participants were female breast cancer survivors, aged
21-85 years, who were diagnosed lessthan 5 yearsprior to study
enrollment, had compl eted chemotherapy or radiation treatment,
were sedentary (defined as self-reporting <60 minutes of
moderate-to-vigorous physical activity [MVPA] in 10-minute
bouts per week), and had access to the internet and a
Fitbit-compatible computer, tablet, or phone. Exclusion criteria
included any medical condition that could make it potentially
unsafe to be in an unsupervised physical activity intervention
(determined by the Physical Activity Readiness Questionnaire
[32]), other primary or recurrent invasive cancer within the last
10years, and inability to commit to a12-week intervention. All
participants who returned for the 12-week assessment were
eligibleto enrall in the maintenance study.

A detailed description of the origina trial’s protocol was
previously published [33]. Briefly, potential participants were
telephone screened, with interested and eligible women
scheduled for an in-person visit to provide signed informed
consent and complete baseline measures. Participants returned
about 1 week later for their second visit where they were
randomly assigned to 1 of 2 groups, an exerciseintervention or
waitlist control, inal:1 ratio. After randomization, participants
in both groups reviewed the expectations and requirements of
their group assignment with study staff.

Physical Activity I ntervention (Full I ntervention Arm)

Participants randomized to the full intervention arm had a 30-
to 45-minute in-person meeting where they went on a10-minute
walk at moderateintensity and set personalized physical activity
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goals with a researcher trained in motivational interviewing
aimed at gradually working up to 150 minutes/week of MV PA.
Participants were given a Fitbit One (Fitbit, Inc./Google) to
self-monitor their physical activity, set up the Fitbit with their
coach, taught how to use it, and taken on a 10-minute walk.
Participants were aso informed that their health coach would
be reviewing their Fitbit activity data weekly and that they
would receive feedback on the Fitbit data during the scheduled
phone calls and between calls as needed. Participants received
2 scheduled phone calls (2- and 6-week time points) and emails
every 3 days throughout the 12-week intervention. The
intervention was delivered by a clinical psychologist with
extensive training and experiencein promoting behavior change
(SIH) and by a staff member who was trained by SJH. For
further details on the intervention, see Hartman et al [33]. No
additional intervention content and support were received during
the 2-year follow-up period.

Waitlist Plus Light Physical Activity I ntervention
(Light Intervention Arm)

After completion of measures at the final visit, participantsin
the light intervention arm were provided with a“light” version
of the exercise intervention. In a 15-20-minute in-person
meeting, participantsin the light intervention arm worked with
a measurement research assistant to set personalized physical
activity goals. The research assistant had received training on
goal setting from SJH, with a brief introduction to using
motivational interviewing. Participants received the Fitbit One
with instructions on how to use it to support self-monitoring.
Different from thefull intervention arm, participants did not set
up the Fithit with their health coach, they were not told that
their health coach could see their data nor that they would
receive any feedback ontheir Fitbit data. Participantswerealso
not taken on the 10-minute walk to demonstrate moderate
intensity. Participants were offered the same 2 phone calls (2
and 6 weeks later), but these calls were framed as optional.
Participants received the same automated emails every 3 days
for the next 12 weeks that the full intervention arm received.

Two-Year Maintenance Study Assessments

At the completion of their respective intervention, participants
in both arms were asked to sync and charge their Fitbit at |east
once per week. When participants had not synced their Fitbit
for 2 weeks, study staff would contact them to ask them to sync
and provide any tech support if there were challenges syncing.
Participants a so received 4 online questionnaires to complete
every 6 months across the 2-year follow-up.

M easures

The Fitbit One, acommercialy available accelerometer-based
activity tracker, was used to examine patterns of physical
activity throughout the 12-week intervention. Fitbit uses a
proprietary algorithm to classify each minute as being in
sedentary, light, moderate, or vigorous activity, and provides
metabolic equivalents (METS) for each minute. Data were
wirelessly uploaded to the user’s Fithit account online and then
downloaded by the research team through a database called
Fitabase (Small Steps Lab), which allowsfor collecting data at
the minute level. Daily adherence to wearing the Fitbit tracker
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was defined as wearing the tracker for over 10 hoursin a day
or logging at least some activity (over 1 minute of MVPA). This
definition for a valid Fitbit wear day was used because
participantswere not instructed to wear the Fitbit all day; rather
they were instructed to use the Fitbit to track activity. Thus,
wearing the tracker specifically to log MVPA was deemed to
be valid wear based on these instructions. Fitbit wear time was
determined by processing of minute-level Fitbit data using the
R function accel .weartime within the “ accel erometry” package
[34]. Nonwear was classified using both steps and METSs.
Consistent with standard protocol sfor ActiGraph accel erometry
wear time [35], greater than 90 consecutive minutes of 0
steps/METs with 2-minute tolerance (ie, for 2 minutes with
nonzero counts during nonwear intervals) was deemed nonwear.

Both groups wore the ActiGraph for 7 days prior to receiving
the Fitbit and starting the full or light intervention. The
ActiGraph GT3X+, a well-validated research-grade
accelerometer [36], provided frequency, duration, and intensity
of physical activity. Using standard guidelines, sufficient
ActiGraph wear time was classified as over 10 hours of wear a
day for at least 5 days or over 50 hours across 4 days and
screened for in the ActiLife software using guidelines outlined
by Choai et a [35]. All complete and valid data were processed
inthe ActiLife software using the |l ow-frequency extension and
aggregated to 60-second epochs so that published physical
activity cut points could be applied [37]. MVPA was defined
as 1952 or more counts per minute (3.00-7.00 METS). Thefull
intervention arm wore the Fitbit and ActiGraph concurrently
for 7 days to assess validity of Fitbit-measured MVPA.
Fitbit-measured MVPA was highly correlated with
ActiGraph-measured MVPA collected on overlapping days
(r=0.81: ActiGraph MVPA/day mean 29.9 minutes, SD 25.90
minutes; Fitbit MVPA/day mean 25.8 minutes, SD 28.76
minutes), as we have previously reported [24].

On the questionnaire administered at 6, 12, 18, and 24 months,
participants were asked if they were still wearing their Fitbit.
If they reported they were not wearing it, they were asked the
reason they stopped wearing the Fitbit.

Statistical Analysis

Participants who did not consent for 2-year maintenance study
were excluded from the analysis. Group differencesin baseline
characteristics between those who consented to the 2-year study
and those who did not were assessed using 2-sampl eindependent
t test (unpaired) and chi-square test. Baseline characteristics
were summarized between the full intervention arm and the
light intervention arm.

Adherenceto Wearing the Fitbit and Daily MVPA
During the 12-Week Intervention Period and 2-Year
Follow-Up

The mean weekly rolling average adherence to wearing the
Fitbit and mean MVPA were calculated by averaging the
outcomes over the first 12-week period and over the 2-year
follow-up period separately for each individual. Descriptive
statistics and boxplots were used to summarize the adherence
to wearing the Fithit and MVPA at 12-week and 2-year
follow-up as well as the change from 12 weeksto 2 years.
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Comparison of Adherenceto Wearing the Fitbit and
MV PA Between the Full Intervention Arm and the
Light Intervention Arm

For comparing mean outcomes and mean change in outcomes
between the 2 intervention groups, we used the following linear
mixed effects model:

E(Y) =B + By x Arm + 3, x Period + 33 X Arm x
Period + b, + b; x Period

where Arm and Period are binary variables for the study arm
(full or light intervention) and study period (12-week or 2-year
follow-up), respectively; random intercept by and random slope
b, are included to account for correlation among repeated
measures within each individual. The coefficient 3, indicates
the mean outcome difference between the full intervention arm
and the light intervention arm at the first 12 weeks; 3, + B3
indicates the mean outcome difference between the 2 arms at
2-year follow-up; 3, indicates the mean outcome change from
thefirst 12-week and 2-year follow-up for thelight intervention
arm; B, + 5 indicates the mean outcome change between the
first 12-week and 2-year follow-up for thefull intervention arm;
[3; indicates the difference in mean outcome change from the
first 12-week and 2-year follow-up between thefull intervention
arm and the light intervention arm. The P value for testing the
significance was calculated based on the estimated coefficient
and estimated covariance from the linear mixed effects model.

To compare the trend of adherence and MV PA between the full
intervention arm and the light intervention arm, we used the
generalized additive mixed effects model (GAMM):

a(y) = Bo + By x Arm + s(Time) + (Time) x Arm

where Time is a continuous variable for the study day (day 1,
day 2, ...); s(Time) isthe smooth term for “ Time”; and S(Time)
x Arm is the interaction term between “Time” and “Arm.”
Models with and without prespecified knots were assessed.

We used the minimized generalized cross-validation score for
smoothness selection. To select the best fitted model, in terms
of the interaction term between time and group and knots
specification in the GAMM, we conducted model comparisons
using analysis of variance and model’s Akaike information
criteria. For the goodness of fit of the chosen models, we
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examined the model’s deviance and the adjusted R%. Graph of
the best fit was used to display the trends of adherence and
MV PA over the study period.

Comparison of MVPA Between Preintervention and
Postintervention

We also used paired t test to compare the MVPA during the
preintervention period (measured by ActiGraph) with MVPA
during the 12-week intervention, and MV PA during the 2-year
follow-up period for both the full intervention arm and the light
intervention arm. We al so compared the preintervention MV PA
between the 2 study groups using the 2-sample independent t
test (unpaired).

Ethics Approval

All procedures were approved by the University of California
San Diego Human Subjects Protection Program (IRB#140694).

Results

Participant Characteristics

Of the 911 women who were screened for eligibility, 97 were
eligible and scheduled for a visit, and 87 participants were
randomized. Most common reasons for being ineligible were
being too active (n=225), unable/unwilling to attend clinic visits
(n=106), breast cancer surgery more than 5 years ago (n=81),
and medical exclusion (n=36). Of the 87 randomized, 75 agreed
to enroll in the 2-year maintenance study: 37/43 in the full
intervention arm (86%) and 38/44 in the light intervention arm
(86%). The current analyses comprise data from the 75
participantswho enrolled in the maintenance study. Therewere
no significant (P>.05) differences in demographic or clinical
variables between participantswho did and did not enroll inthe
maintenance study.

Participantsin the 2-year follow-up study were 75 femal e breast
cancer survivors who were predominantly diagnosed at stage
1. A little more than half had received chemotherapy and at the
start of the original trial they were on average 2.6 years from
the diagnosis. The average age of participantswas 57 years (SD
10.4 years), with the mgjority being non-Hispanic, White, and
having a college education or greater (Table 1). There were no
significant (P>.05) differences between the 2 arms.
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Table 1. Baseline characteristics by intervention group.

Hartman et d

Characteristics Full intervention (n=37) Light intervention (n=38)  All (n=75)
Age (years), mean (SD) 58.2 (11.5) 56.2 (9.1) 57.2(10.4)
Married status, n (%) 27(72.9) 27 (71.1) 54 (72.0)
BMI (kg/m?), mean (SD) 26.7 (6.4) 27.7 (6.4) 27.2(6.4)
Education, n (%)

Some college or less 11 (29.7) 9(23.7) 20(26.7)

College graduate 15 (40.6) 20 (52.6) 35 (46.7)

Master or higher 11(29.7) 9(23.7) 20 (26.7)
Ethnicity, n (%)

Not Hispanic/Latino 30 (8L.1) 33(86.8) 63 (84.0)

Hispanic/Latino 7(18.9) 5(13.2) 12 (16.0)
Race, n (%)

White 30(80.1) 31(81.6) 61 (81.3)

Non-White 7(18.9) 7(18.4) 14 (18.7)
Cancer stage, n (%)

Stage 1 22 (59.4) 22 (57.9) 44 (58.7)

Stage 2 11(29.7) 13(34.2) 24.(32.0)

Stage 3 4(10.8) 3(7.9) 7(9.3)
Received chemotherapy, n (%) 21 (56.7) 20 (52.6) 41 (54.7)
Time since surgery (months), mean (SD) 31.4(17.0) 30.6 (16.0) 30.9 (16.4)

Patterns of Adherenceto Wearing the Fitbit

Average adherenceto wearing the Fitbit was significantly higher
for the full intervention arm during the 12-week intervention
period compared with the light intervention arm during the
12-week intervention period—mean adherence 85% (SD 23%)
for the full intervention arm versus 60% (SD 34%) for the light
intervention arm (P<.001). In addition, average adherencefrom
the postintervention to 2-year follow-up period significantly

https://mhealth.jmir.org/2022/6/e37086

dropped from the 12-week intervention period for both the full
intervention arm (45%, SD 33%; P<.001) and the light
intervention arm (30%, SD 31%; P<.001). However, during the
postintervention to 2-year period there were no significant
differencesin average adherence between the 2 groups (Figure
1)—mean adherence 40% (SD 35%) for the full intervention
arm versus 30% (SD 32%) for the light intervention arm
(P=.71).
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Figure 1. Box-plotsof median and interquartile range of adherenceto wearing the Fitbit during the 12-week exerciseintervention or “light” intervention
period for each study group, and during the post-intervention to 2-year follow-up period for each study group.
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We then compared the temporal patterns of adherence between  (P<.001) average adherence during the 12-week interventional
the 2 groups during the 12-week intervention period and the period (Figure 2), there was no significant difference in the
postintervention to 2-year period using the GAMM. While tempora pattern of adherence across the 12-week period
participantsin thefull intervention arm had significantly higher  (P=.24), with both groups having stable adherence over time.

Figure 2. Weekly rolling average adherence to wearing the Fitbit during the 12-week intervention period for the Full Intervention arm and the 12-week
“light” intervention period for the Light Intervention arm, by group.
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By contrast, in the postintervention to 2-year period (Figure 3), there were steep initial declines in both arms, adherencein the
although the average adherence acrossthe entire postintervention  full intervention arm declined more gradually over the remainder
period was similar, the dailly adherence over time was of the study period in comparison with the light intervention
significantly different between the 2 groups (P<.001). While arm.
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Figure 3. Weekly rolling average adherence to wearing the Fitbit after completion of the 12-week intervention period, by group.
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A total of 67 participants answered the self-report question of
whether or not they were still wearing their Fithit. Of these, 32
participants reported that they had stopped wearing their Fitbit:
13 (41%) stated that their Fitbit broke, 12 (38%) reported that
they lost their Fithit or their charger, 6 (19%) stated that they
were no longer interested in wearing the Fitbit, and 3 (9%)
indicated a health issue that stopped them from being active.
Several participants replaced lost or broken Fitbits during the
follow-up years and then subsequently had a lost or broken
Fitbit a second time or lost interest in wearing it.

Patterns of Fitbit-Measured MV PA

Participantsin the full intervention arm significantly increased
average minutes of MVPA from preintervention to across the
12-week intervention period (13.95 minutes'week to 27.89
minutes/week; P<.001) and participantsin thelight intervention
arm showed a trend for increased average minutes of MVPA
from preintervention to across the 12 weeks (14.64
minutes/'week to 18.35 minutesweek; P=.07; Table 2). Although
both arms increased MV PA during the 12-week intervention

period, thefull intervention arm had significantly higher average
minutes of MVPA than the light intervention arm (27.89
minutes/week versus 18.35 minutes/week, respectively; P<.001;
Table 2). Similar to the adherence results, during the 2-year
postintervention period the average MV PA significantly dropped
from the 12-week intervention period for both the full
intervention arm (21.74 minutes/week at the 2-year follow-up
vs 27.89 minutes/week at the 12-week intervention; P=.002)
and thelight intervention arm (15.03 minutes/week at the 2-year
follow-up vs 18.35 minutes/week at the 12-week intervention;
P=.004), but there was no significant difference in average
MV PA between the 2 groups (P=.33). Although average MV PA
decreased during the 2-year follow-up in comparison to
preintervention MV PA, there was a trend for greater average
MVPA for participants in the full intervention arm (21.74
minutes/week at the 2-year follow-up vs 13.95 minutes/week
preintervention; P=.08), but no difference from preintervention
for thelight intervention arm (15.03 minutes/week at the 2-year
follow-up vs 14.64 minutes/week preintervention; P=.26).

Table 2. Minutes per day of moderate-to-vigorous physical activity, by group (N=75).

Physicd activity Full intervention P value for comparison  Light intervention P valuefor compari- P vauefor
MVPA (min- of preinterventionwith ~ MVPA (min- son of preinterven-  comparison be-
utes/week), mean postintervention within  utes/week), mean tion with postinter-  tween groups
(SD) the full intervention (SD) vention within the

group light intervention
group

Preintervention (ActiGraph) 13.95 (11.96) N/A2 14.64 (13.46) N/A .83

12-week intervention period (Fit- 27.89 (16.38) <.001 18.35 (12.64) .07 <.001

bit)

2-year follow-up (Fitbit) 21.74 (24.65) .08 15.03 (13.27) .26 .33

3N/A: not applicable.
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We then compared the temporal patterns of activity between
the 2 groups during the 12-week intervention period and from
the postintervention to 2-year period (Figure 4). Similar to the
adherence results, while the full intervention arm had
significantly higher (P=.002) daily MVPA than the light

Hartman et d

intervention arm during theintervention, therewas no difference
in the temporal pattern of daily MVPA across the 12-week
period (P=.99), with both groups having relatively stable daily
MVPA.

Figure 4. Daily Fithit measured MVPA during the 12-week intervention period for the Full Intervention arm and the 12-week “light” intervention

period for the Light Intervention arm, by group.
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Whilethe average MV PA for the entire postintervention period
was similar between groups, the daily MVPA over time was
significantly different between the 2 groups (Figure 5; P<.001).
Among participants who continued to adhere to wearing the
Fitbit, thefull intervention arm had arelatively stabletrend with
agradual decline in daily MVPA, while the light intervention
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arm had anirregular temporal pattern with fluctuationsin MV PA
over time. Of note, with the relatively low level of adherence
that continued to decline over the follow-up period, the curvature
trend of the daily MVPA in the light intervention arm was
measured in a small number of individuals.
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Figure5. Daily Fitbit measured MV PA after completion of the 12-week intervention period, by group.
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Principal Findings

This study examined patterns of wearing an activity tracker and
engaging in MVPA during and after completion of a 12-week
randomized trial of a full exercise intervention in comparison
with a light intervention, through 2 years of follow-up. Our
study yielded several key findings. First, the exercise
intervention, which entailed more comprehensive feedback and
external accountability, resulted in greater adherenceto wearing
the Fitbit and minutes of MVPA than the light intervention.
Second, both full and light interventional groups had significant
reductions in adherence and physical activity during the
long-term follow-up. Finaly, while both groups had similar
average adherence and MVPA during the postintervention to
2-year period, the full intervention group had a more stable
temporal pattern of adherence and daily MV PA during thistime
than the light intervention group, in addition to a trend toward
maintaining some gains in MVPA over preintervention levels.
Theseresults provide new insight into wearabl e technol ogy and
activity patterns during and after completion of an exercise
intervention and suggest the potential importance of sustained
sdlf-monitoring and feedback interventionsto maintain increased
activity levels over time.

We found that the full exercise intervention resulted in greater
daily MVPA in comparison with the light intervention during
the 12-week interventional period. The primary added feature
of the full exercise intervention was external accountability,
where participants were aware that their activity would be
checked by their health coach, discussed with them at planned
phone calls, and would receive additional contacts in between
calls based on their Fitbit data. Our results suggest that this
accountability led to greater adherence to wearing the Fitbit and
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not decrease over time during the 12-week intervention period
for either study arm. This may have been due to the external
cues and remindersto wear and sync their Fitbit that participants
received from the emails that came 2-3 times a week during
that period, but stopped at 12 weeks, or may have been due to
the novelty of using a Fitbit. However, wearing the Fitbit
decreased after the intervention period with the most commonly
reported reasons for discontinued use of the Fitbit were that it
broke or waslost. Now that most Fitbits are wrist-worn, it may
help to decrease loss of devices, but devices breaking is likely
to be a continued issue that impacts continued wearing of
devices. With the well-established benefits of self-monitoring
for behavior change, identifying ways to increase long-term
engagement with activity trackers is needed.

We also found that both the full and the light intervention group
increased minutes of MVPA from the preintervention to the
intervention period and maintained it during the 12-week
intervention period. The initial increase in MVPA at the start
rather than gradually increasing overtime may have been due
to the intervention's goa-setting approach that utilized
motivational interviewing, where participants were allowed to
set any starting goal that they chose. With more studies having
day-level physical activity data, future studies could examine
different methods of setting goals and different patterns of
exercise to see if they relate to long-term maintenance of
activity. This study adds to the literature by demonstrating the
importance of additional intervention components, particularly
increasing external accountability, when using activity trackers
to promote exercise, and the challenges with lost and broken
trackers.

Our study isone of the first to use wearable activity trackersto
assess long-term maintenance of behavior after completion of
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a short-term intervention in breast cancer survivors. Although
some prior studies have assessed long-term physical activity,
they have either examined sustained long-term physical activity
interventions or relied upon self-reported MVPA [9]. In our
study, there were significant declines in wearing the Fitbit and
activity levelsafter the end of theintervention. Thisis consistent
with previous studies in cancer survivors that have generally
found that activity levels reduce from the end of the
interventional period [9]. Our results suggest that simply
allowing participantsto keep awearabletracker is not sufficient
to maintain activity levels in the long term. As the novelty of
having the tracker wanes, additional measures, such as continued
external accountability or coaching, may be beneficial.

Although there were significant declinesin activity levelsduring
the postintervention follow-up for both groups, it isinteresting
that thetemporal patterns of both adherence and physical activity
were more stable in those who received the full exercise
intervention. Comparison of these results with previous trials
isdifficult as this study took advantage of having minute-level
physical activity data for months, rather than having brief
snapshots of MVPA from 7 days of accelerometer wear or
self-report. By examining patterns of activity over time we see
that even ashort-term intensive exercise intervention may result
in some lasting change in behavior patterns beyond the
intervention period. Together, the results suggest that an
intensive short-term physical activity intervention, coupled with
a continued long-term maintenance intervention, may be
necessary to sustain higher activity levels in the long term.
Further study is needed to develop the optimal short- and
long-term strategies to enhance activity tracker use to achieve
sustained physical activity.

Limitations

Thisstudy providesuniqueinsight into long-term activity levels
after compl etion of an exerciseintervention, but there are several
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limitations that should be noted. The sample size limited our
ability to detect potentially smaller differences between groups,
including average adherence and MV PA in the postintervention
period. In addition, the progressive decline in adherence to
wearing the Fitbit in long-term follow-up meant that there was
alarge amount of missing MV PA data. Without other measures
of MV PA we are unableto know how much activity individuals
were engaging in after their Fitbit broke, was logt, or if they
wereno longer interested in wearing, and our resultsare limited
to those who continued to wear their Fitbit. In addition, the
predominantly well-educated, White non-Hispanic sample may
limit external generalizability. The sample also had a majority
of early stage breast cancer survivors and thus may not
generalize to women with more advanced breast cancer.
Although theinitial trial was randomized, thereisthe potential
for selection bias among those participants who decided to
continue in the long-term study. Finally, knowledge of
participation in the study may have conferred some effect of
external accountability among participants that would not be
present outside of the research setting.

Conclusions

This study examined patterns of wearable technology use and
activity levels among breast cancer survivors during and after
completion of aphysical activity intervention. Wefound higher
activity levelsamong participants receiving an intervention with
greater engagement and accountability, but that activity levels
reduced in follow-up after completion of theintervention. These
results provide important insights regarding behavior during
and after a physical activity intervention, and may help inform
the design of future interventions to more effectively promote,
both short- and long-term, sustained increases in physical
activity.
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Abstract

In the “Patient Selection” sectionin Methods, “ Patients with chronic foot ulcers were consecutively enrolled from the outpatient
clinic or during admission from June 2019 to December 2019” should instead be “Patients with chronic foot ulcers were
consecutively enrolled from the outpatient clinic or during admission from July 2019 to December 2019”. Similarly, in the
“Methods” section in the Abstract, “Patients who had a chronic foot ulcer (>3 months) and underwent endovascular therapy
between June 2019 and December 2019 were included” should read “ Patients who had a chronic foot ulcer (>3 months) and
underwent endovascular therapy between July 2019 and December 2019 were included”. Lastly, in the “Patient Demographics
and Clinical Features’ section in Results, “Between June 2019 and December 2019” should instead be “ Between July 2019 and
December 2019”.
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Foot Ulcer: Prospective Cohort Study” (JMIR Mhealth Uhealth chronic foot ulcers were consecutively enrolled from the

2021;9(5):26468) the authors noted three errors. outpatient clinic or during admission from July 2019 to
December 2019.”

1. In the “Methods’ section in the Abstract, “Patients who
had a chronic foot ulcer (>3 months) and underwent
endovascular therapy between June 2019 and December
2019 were included” has been corrected to “ Patients who
had a chronic foot ulcer (>3 months) and underwent The correction will appear in the online version of the paper on
endovascular therapy between July 2019 and December the JMIR Publications website on June 1, 2022, together with
2019 were included.” the publication of this correction notice. Because thiswas made

2. In the “Patient Selection” section in Methods, “Patients  after submission to PubMed, PubMed Central, and other full-text
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3. Inthe"Patient Demographicsand Clinical Features’ section
in Results, “Between June 2019 and December 2019” has
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Abstract

Background: Health consumersare increasingly taking a more substantial role in decision-making and self-care regarding their
health. A range of digital technologies is available for laypeople to find, share, and generate health-related information that
supports their health care processes. There is also innovation and interest in home testing enabled by smartphone technology
(smartphone-supported home testing [smart HT]). However, few studies have focused on the process from initial engagement to
acting on the test results, which involves multiple decisions.

Objective: This study aimed to identify and model the key factors leading to health consumers' engagement and enablement
associated with smart HT. We also explored multiple levels of health care choices resulting from health consumer empowerment
and activation from smart HT use. Understanding the factors and choi ces associ ated with engagement, enablement, empowerment,
and activation helps both research and practice to support the intended and optimal use of smart HT.

Methods: This study reports the findings from 2 phases of a more extensive pilot study of smart HT for viral infection. In these
2 phases, we used mixed methods (semistructured interviews and surveys) to shed light on the situated complexities of health
consumers making autonomous decisions to engage with, perform, and act on smart HT, supporting the diagnostic aspects of
their health care. Interview (n=31) and survey (n=282) participants underwent smart HT testing for influenza in earlier pilot
phases. The survey also extended the viral infection context to include questionsrel ated to potential smart HT usefor SARS-CoV-2
diagnosis.

Results:  Our resulting model revealed the smart HT engagement and enablement factors, as well as choices resulting from
empowerment and activation. The model included factors leading to engagement, specifically various intrinsic and extrinsic
influences. Moreover, the model included various enablement factors, including the quality of smart HT and the personal capacity
to perform smart HT. The model also explores various choices resulting from empowerment and activation from the perspectives
of various stakeholders (public vs private) and concerning different levels of impact (personal vs distant).

Conclusions: The findings provide insight into the nuanced and complex ways health consumers make decisions to engage
with and perform smart HT and how they may react to positive resultsin terms of public-private and personal-distant dimensions.
Moreover, the study illuminates the role that providers and smart HT sources can play to better support digitally engaged health
consumers in the smart HT decision process.

(JMIR Mhealth Uhealth 2022;10(6):€34685) doi:10.2196/34685
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Introduction

Emerging Smartphone-Enabled Home Testing

“If we can get atest that everyone wakes up and, just like they
put in their contact lenses, they take a test, and if it turns
positive, they stay at home...it will stop the vast magjority of
transmission and cause these outbreaks to disappear in a matter
of weeks’ [1].

Health consumers are increasingly taking a more substantial
role in decision-making and self-care of their health [2,3]. This
role includes using home-based diagnostic tests (also called
home tests, self-tests, or home-use tests), where new
technologies can expand and enhance our ability to “examine
the body’s inner workings and preoffer an exact explanation of
the person’s present medical condition” [4]. Home testing is
convenient and enhancesthe efficiency of obtaining test resullts.
Home tests are generally publicly available (eg, can be sold
over the counter). They alow health consumers to obtain and
test self-collected specimens from their location. Home test
consumers can interpret test results independently without the
help of trained health professionals [5]. Home tests differ from
home collection kits (eg, 23AndMe), which require individuals
to self-collect samples at home, mail them to a laboratory or
clinic for analysis, and obtain the results via phone or a
web-based portal. The more immediate results of home testing
also potentially help to avoid the spread of infections [6].
Currently, numerous biotechnical institutions are targeting new
frontiers in self-diagnostic innovations for vira infections that
aim to be client centered, technically robust, and financialy
affordable [7-9].

Health information technology (HIT) is now seen as a
fundamental aspect of patient care as it stimulates patient
engagement and encourages personal health management [10].
Furthermore, health care providersincreasingly demand patient
interaction with digital health technologies to enroll in care,
access personal health information, communicate with providers,
and monitor health [11]. Coupling technology with testing
supplies needed to obtain specimens (eg, tubes, containers and
swabs) for home tests can support and reinforce the decision
process and ultimate health care path resulting from diagnostic
testing. Specifically, smartphone-supported hometesting (smart
HT) is receiving increasing interest and can give hedth
consumers the ability to play a more active role in the testing
experience [12-14].

Smart HT content and features support engaged health
consumers in testing safely and independently in their homes,
learning how to manage their illness based on test results,
learning how to manage the spread, and sharing test results for
personal or public health networkselectronically [15,16]. Smart
HT may be particularly promising to support personal and public
health concerns (ie, contribute to public health surveillance and
management) related to respiratory viruses, such as influenza
and COVID-19. Furthermore, smart HT may leverage new

https://mhealthjmir.org/2022/6/e34685

convenient means of connecting to care options, potentially
minimizing the spread of respiratory viruses. Specifically, a
smart HT accommodating a telemedicine encounter allows
enabled health consumers to act on results through an at-home
connection with health providers, thereby expediting suitable
personal care and minimizing contact with others when
guarantine is appropriate.

Consumer health tools, including smart HT, must be effectively
designed and used [10]. Therefore, it isincreasingly important
to understand consumer HIT patterns, including who uses
specific technologies, how technologies are accessed, factors
associated with their use, and perceived and actual benefits[10].
Regarding the practicalities of home testing success, thereisan
underlying assumption that the home-based tester is engaged
in the testing process, enabled to perform the test, and
empowered to act in ways conducive to their health (and the
health of others) after receiving results. These assumptions
involve multiple critical decisions that health consumers must
make regarding acquiring the test, self-performing the diagnostic
test, and choosing healthy choices and behaviors after testing
(particularly in response to positive test results).

Smart HT Empower ment and Activation Journey

For infectious disease management, the goal of using smart HT
isfor individualsto receive test results and take the best course
of action based on their test results for themselves and society.
A holistic understanding of this journey is required for smart
HT to positively affect both individual and public health. Indeed,
feasibility cannot be genuinely achieved until health consumers
intending to use smart HT are aware, engaged, and empowered
and ultimately respond actively to the test results.

Figure 1 illustrates a patient engagement, enablement,
empowerment, and activation process model (hereafter referred
to as the Smart HT-Empowered Activation Model) informed
by work, resulting from an extensive literature review of these
states by Fumagalli et a [17]. This process model was adapted
to the context of smart HT. The path to empowered activation
includes healthy consumers responses to critical personal
assessments, leading to emergent states of engagement,
enablement, and empowerment. Our model showsthat achieving
each state is ultimately based on a series of autonomous
assessments in response to the following types of questions:

« Am | motivated to engage with the test? (state of
engagement)

+ Am| enabled to perform the test? (state of enablement)

« How am| empowered to act on theresults of thetest? (state
of empowerment and activation)

It is important to note that this process model assumes that a
health consumer is aware of and has access to smart HT.
Awareness of smart HT can result from the potential user being
the recipient of marketing or trial recruitment efforts (eg,
through trial enrollment, marketplace, and provider) that
promote the acquisition of smart HT. The factors associated
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with awareness have been addressed in prior research [14,18].  through smart HT use (asillustrated in Figure 1). Descriptions
Health consumers who are aware of and have accessto smart of these emergent states (engagement, enablement,
HT can become engaged, enabled, empowered, and activated empowerment, and activation) are presented in Textbox 1.

Figure 1. Smartphone-supported home testing (Smart HT)—Empowered Activation Model (research questions, RQ's, highlighted).

Decision Points

5

sz FACTORS LEADING TO

K § SMART-HT Am | enabled?
g ENABLEMENT

EMPOWERMENT AND ACTIVATION
{process and emergent state)

MULTI-LEVEL CHOICES RESULTING
FROM SMART-HT
(patient, public, familiar, distant)

—>

FACTORS LEADING TO SMART-HT
ENGAGEMENT

How am | empowered
to act?

Acquisition of higher
level of power

Am | motivated to
engage?

Acquisition of
Motivation

Textbox 1. Descriptions of engagement, enablement, empowerment, and activation.

Engagement

«  Engagement refersto individual motivation to participate in self-management behaviors.

Enablement
«  Enablement comprises 2 components:
« having appropriate knowledge, skills, and abilities to understand one’s health condition and make decisions.

«  having appropriate contexts to learn such knowledge, skills, and abilities

Empowerment and activation
«  Empowerment is a consequence of enablement and engagement and takes aform of an emergent state and process:
« Asan emergent state, empowerment allows individuals to have an active role in their own care.

« Asaprocess, empowerment isaprocess of “activating” individuals, indicating that someone gains knowledge of how to manage their health
condition and access appropriate health care.

Note: Descriptions derived from aliterature review performed in Fumagalli et a [17].

According to Fumagalli et al [17], engagement and enablement
are critical for achieving empowerment and activation. In the
context of smart HT, engaged health consumers are those who
develop the motivation to engage with smart HT, specifically
to test for their health condition by using smart HT. However,
engagement alone is not sufficient to achieve empowerment
and activation, as it is also essential for health consumers to
become enabled. Enabled health consumers havethe appropriate
knowledge of how to complete smart HT and the capacity to
perform the test. In the context of smart HT, the technological
aspect of thetest is an important component supporting health

https://mhealthjmir.org/2022/6/e34685

RenderX

consumers’ effortsto compl ete the test successfully. Therefore,
various characteristics of technology need to be considered
when exploring enablement.

Ashealth consumers acquire engagement and enablement, they
achieve an emergent state of empowerment and activation.
When viewed as an emergent state, empowered heath
consumers possess a higher level of power and appreciation for
their role in the health care process [17]. An activated patient
is “someone who has...the skills and behavioral repertoire to
manage their condition, collaborate with their health providers,
maintain their health functioning, and access appropriate and
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high-quality care” [17]. Empowerment and activation can be a
recursive process for smart HT asinitial empowerment may be
fueled by individual steps completed successfully as smart HT
testing is enacted, which further fuels empowerment for
downstream steps.

When empowerment is coupled with activation, possession of
knowledge, skills, attitudes, and self-awareness can improve
individuals' life situations. In the context of smart HT, health
consumers become empowered to enact behaviors that could
affect them personally (eg, self-care) and affect the public (eg,
self-isolation to prevent spread) upon receiving positive test
results.

The attainment of enablement and engagement is affected by
multiplefactors. The extensiveliterature that informed the model
in Figure 1 provides some insight into the basic concepts and
definitions of engagement, enablement, empowerment, and
activation (Textbox 1) [17]. However, we still have a limited
understanding of the factors affecting health consumers’ path
toward engagement and enablement and health consumer
choices resulting from empowerment and activation.

HIT studies that address the antecedents of consumer health
technology use [19-21] do not generally distinguish the factors
related to moving toward states of engagement and enablement.
Instead, these HIT studiestend to focus on demographic factors
(eg, race, sex, and socioeconomic status), health conditions (eg,
overweight or obese), or adherence to healthy behaviors (eg,
eating or physical activity patterns) holistically affecting
adoption without recognizing the emergent statesin the process
leading to use or acceptance[21-25]. Furthermore, theliterature
on HIT adoption does not explore the various pathways for
smart HT—empowered action. Therefore, in the case of smart
HT, we know little about consumers choice of options and
intentions once enabled by the test results. Thus, to fully uncover
and understand consumer patterns, it isimperative to understand
the factors influencing the enablement and engagement states
and the movement to the empowerment and activation process
and emergent states.

This study aimed to gain a deeper understanding of the process
related to achieving patient activation for smart HT by
understanding the factors that affect decisions to move along
the empowered activation process. We addressed this
exploration in the context of respiratory viral infection (RVI),
which isa serious public health threat [26], meriting smart HT
exploration and consideration. We specifically targeted the 3
decision points, particularly interactions with smart HT, by
addressing the following research questions (RQS):

+ RQL1: For a health consumer aware of smart HT for RVIs,
what factors|ead to the emergent state of engagement with
smart HT?

+  RQ2: For a health consumer aware of smart HT for RVIs,
what factors lead to the emergent state of enablement to
perform smart HT?

« RQ3: For a health consumer who is enabled and engaged
with smart HT for RVIs, what choices result from the
emergent state of empowerment to act upon the results
(particularly positive test results) obtained through smart
HT?

https://mhealth.jmir.org/2022/6/e34685
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Methods

Study Overview

The focus of thisproject isapilot study of an innovation called
flu@home, a smart HT for influenza. This flu@home pilot is
part of a more extensive research study called the Seattle Flu
Study, which explored the feasibility of using home-based
testing for the surveillance and public health management of
viral outbreaks [27,28]. The flu@home smart HT contains 2
major components: a mobile app and an influenza test kit. The
mobile app was designed to screen participants experiencing
influenza-like illness (ILI) symptoms and facilitate testing of
participants. Once screened, the participants used the app to
consent to the research protocol and order their influenza test
kit. The influenza test kit included materials adapted from an
existing point-of-care lateral flow test called the QuickVue
Influenza A+B test (Quidel Corporation). Once participants
received the influenza test kit, the mobile app gave them
instructions to complete the self-test.

The flu@home pilot comprised four phases: (1) flu@home
smart HT usability study, (2) trial of flu@home, (3)
semistructured interviews regarding the experience of using
flu@home, and (4) a survey of those who used flu@home.
Figure 2 summarizes the 4 phases of the study and describes
the objectives of each phase.

Phase 1 (the flu@home smart HT usability study) focused on
the development of flu@home to meet usability standards.
Participants from phase 1 usability assessments used to inform
the software devel opment were not recruited for the subsequent
phases.

After the development of flu@home, phase 2 (trial of
flu@home) was conducted to determine its accuracy. During
phase 2, the participants had a chance to experience the actual
flu@home test. Phase 2 participants were also recruited for
phases 3 and 4, which explored participants experiences with
the flu@home test, various factors affecting engagement and
enablement, and choices resulting from empowerment and
activation.

These multiple phases of the flu@home pilot leveraged mixed
methods (both qualitative and quantitative). Mixed methods
can be valuable for developing and evauating complex
interventions such assmart HT [29,30]. Studies have recognized
that mixed methods add value by identifying the mechanisms
of complex problems, increasing the validity of the findings,
and providing a deeper understanding of the phenomenon of
interest [31,32]. In this study, we used an exploratory sequential
design described by Creswell and Clark [33], which was used
first to explore a phenomenon of interest (through qualitative
methods) and then clarify the findings by leveraging quantitative
methods. In line with this approach, we collected qualitative
data (phase 3) to explore the decision points and factors
associated with engagement, enablement, and empowerment.
We then conducted a quantitative phase (phase 4) to validate
and further explore various factors affecting decision points
associated with engagement and enablement and choices
resulting from empowerment and activation.
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Theinclusion criteriafor phase 2, which also applied to phases
3and 4, involved eligible participantswho were aged >18 years,
spoke English, had an iPhone or iPad, and had an ILI (defined
as the presence of a cough and at least one or more of the
following symptoms: fever, chillsor sweats, muscle, body aches,
or feeling tired or more tired than usual). Recruitment was
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limited to individualsin the lower 48 states of the United States
to ensure that they received their flu@home test kit within 2
days of enrolling in the study. Overall, 97.9% (724/739) of
participants who completed phase 2 consented to be contacted
for future, related research and were eligible to participate in
phases 3 and 4.

Figure 2. Study phases (phases 3 and 4 [shown in orange] are the objectives that relate to the scope of this paper). PCR: Polymerase chain reaction.

4-5 months

PHASE 2
Trial of flu@home

Objective 1: To determine
the accuracy of the Smart-
HT for influenza, compared
to a reference test of a self-
swab sample sent to a
research laboratory for PCR
testing

Objective: To identify
obstacles in the end-
to-end flu@home
testing workflow
(including experience
with marketing
materials, mobile app
navigation, conducting
home test specimen
collection and result
interpretation)

PHASE 1

flu@home Smart-HT
Usability Study

Objective 2: To see if
flu@home performance
among home users is
comparable to QuickVue
Influenza A+B Test in point-
of-care settings

1 month

Legend
*Phases covered by this study

Semistructured I nterviews

Participants from phase 2 (trial of flu@home) were invited to
participate in in-depth, semistructured interviewsto share their
experiences with the flu@home smart HT and their beliefsand
attitudes toward using smart HT (for influenza) in the future.
Semistructured interviews involved a series of predetermined,
open-ended questions with probes and promptsto elicit further
information about the phenomenon of interest [34]. We used a
phenomenological approach to conduct semistructured
interviews. Phenomenology allows researchersto explore human
experiencesto elicit meaningsfor individuals by analyzing their
perceptions of the phenomenon of interest [35]. In particular,
weleveraged hermeneutic phenomenology [36]. In hermeneutic
phenomenology (as distinguished from transcendental
phenomenology), pre-existing knowledge and researchers
understanding of conceptsrelated to the phenomenon of interest
cannot be fully bracketed in interpreting participants
descriptions of the phenomenon [37]. Phenomenological
hermeneutic semistructured interviews were leveraged to gain
insightsinto factorsinfluencing decision points associated with
engagement, empowerment, and activation, as well as choices
resulting from enablement [38-41].

Our interview guide (MultimediaAppendix 1[18,42-46]) aligns
with the phenomenological interview method described by
Bevan [47]. Theinterview guide included a series of broad and
open-ended questions that allowed participants to express their
opinions extensively and freely. We recognized three aspects
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PHASE 4*
Survey

Objective 1: To validate
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engagement,
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activation, as well as
choices resulting from
enablement)

Objective 2: To identify
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in developing a phenomenological interview guide: (1)
contextualization (understanding of participants context in
which the experience of the phenomenon of interest is situated),
(2) apprehending the phenomenon (questions related to the
specific phenomenon of interest), and (3) clarifying the
phenomenon (eg, imaginative variation) [47]. Inalignment with
the principle of contextualization, our interviews started with
general questions related to participants’ general attitudes and
behaviorsrelated to health. After discussing participants genera
attitudes and behaviorsrelated to health, our interview questions
transitioned to exploring participants experiences with
flu@home and the values and gains associated with using
flu@home (ie, apprehending the phenomenon). Although not
specifically referencing our high-level constructs of interest in
the discussion, these questions aimed to explore engagement,
enablement, and activation in more detail. Finally, we clarified
the smart HT phenomenon using imaginative variation [47].
Imaginative variation is leveraged when the researcher
understands a specific element of a participant’s experience,
which is then applied to varying its structural components to
uncover the invariant parts. We used imaginative variation to
explore hypothetical situations, such as using smart HT in the
future for influenza and other medical issues.

Prior literature was reviewed to inform the semistructured
interview questionsand apriori coding schemafor dataanalysis.
We looked to theliterature that would provide more insight and
detail into elements of the conceptual framework used in this
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study, precisely, factors affecting engagement and enablement
and choi ces resulting from empowerment and activation (Figure
1). Two studies that included extensive literature review
especialy informed our interview content and a priori coding
schema: the Fumagalli Concept Map of Engagement and
Neighboring Concepts[17] and the Digital Health Engagement
Model (DIEGO) [18].

Fumagalli et a [17] indicated that engagement manifests in
patients behaviors to improve their role in health care. Patient
motivation to engage in such behaviors can be determined by
intrinsic influences (eg, proactive role in health care resulting
in the patient making appointments, staying informed about
treatment options, and others) and extrinsic influences (eg,
specific characteristics of health intervention) [17,48]. In
alignment with this view of engagement, we focused on 2
categories of factors affecting decision points associated with
engagement: intrinsic and extrinsic influences.

To inform categories of factors associated with enablement, we
referred to applicable high-level concepts in the DIEGO [18]
The DIEGO model contains multiple categories of factors
associated with an individual’s enrollment in and engagement
with digital health interventions. Some categories of factorsin
the DIEGO model point to specific aspects of health consumers
interactions with digital health, which can enable health
consumers to complete a digita health intervention. We
leveraged factors particularly pertinent to health consumers
ability to complete the intervention: considering the quality (of
the HIT) and assessing personal capacity (for using the HIT).

Finally, to inform the interview questions and high-level codes
for categories of choices resulting from health consumers
empowerment and activation, we considered the different levels
of impact (patient and public). These different levels of impact
were partially informed by the DIEGO, which examined
individual-level and public-level engagement with digital health
interventions [18]. We subdivided these categories to consider
proximal associations (familiar and distant). Overal, 4
multilevel choices emerged: patient-familiar, patient-distant,
public-familiar, and public-distant. Patient-familiar actionsare
defined as actions that individuals take to care for their illness
in a familiar setting (eg, visiting primary care providers or
self-managing the illness). Patient-distant actions are ways in
which individuals can seek care in a more distant manner (eg,
visiting urgent care or seeking telemedicine consultations).
Public-familiar actions are actions that individuals take to
prevent the spread of their illnessto family, friends, coworkers,
and peopl e they interact with frequently. Finally, public-distant
actions are those that individuals take to prevent the spread of
their illness in their community at large, such as sharing their
test results to contribute to the awareness of theillnessin their
community.

Theinterview sample sizewas guided by data saturation, which
is the point at which additional data collection no longer
generates any new insights[49]. Prior studieswith similar study
designs indicate that data saturation can generally be achieved
in data samples ranging from 10 to 40 individuals [50-53].
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Therefore, in aignment with prior studies and genera
recommendations for sample sizes, we determined a minimum
of 20 interviews to be an appropriate target number.

We recruited participants in 3 waves to include a diverse
representation of geographic locations and ages (to accurately
reflect the targeted user population). The first wave of the
sel ection process comprised sorting participantsinto age groups
(18-24, 25-34, 35-44, 45-64, and =65 years) and randomly
inviting them to interviews, selecting participants from each
group. During this initial recruitment wave, we sent 60
participants study invitations assuming that 50% of participants
would sign up for an interview based on completion rates of
home collection studies for other health conditions [54-56]. In
the 2 subsequent waves of recruitment, the proportion of
participants recruited from each age group was adjusted to
ensure sample representation across all age groups. Recruitment
continued until at least 3 participants from each age group were
interviewed in each stratum. A total of 115 participants were
invited, and 31 (26.9%) completed the interviews. Table 1
summarizes the participants demographicsin phase 2 (trial of
flu@home) and phase 3 (specifically, participants who were
invited to participate in the semistructured interviews and
participants who completed the semistructured interviews).

Confidential 40- to 60-minute semistructured interviews were
conducted using Zoom videoconferencing [57]. A total of 3
research team members with backgrounds in HIT, consumer
technologies, and public health conducted the interviews. In
cases where 2 research team members were present, 1 team
member served asthelead interviewer. The other team members
served the role of scribe and active listeners. The 2 team
members conducting the interview held a debriefing session
after each interview to discuss key pointsto consider for coding
purposes and discuss the interview protocol flow. Deidentified
interview transcripts were uploaded to Dedoose, a software for
qualitative data analysis.

Thematic analysis was conducted to code the deidentified
interview transcripts. Thematic analysisallowstheidentification,
analysis, description, and reporting of themes found in
qualitative data [58]. We established the validity and reliability
of the thematic analysis results by following the Lincoln and
Guba [52] criteria for conducting qualitative research.
(researcher triangulation, code reviews, expert feedback, and
resolution meetings [52,59]).

First, we inductively coded (ie, created low-level codes) our
interview transcripts without referring to our conceptual model
(Figure 1). Inductive coding allowed us to capture
phenomenological user experiences with flu@home. Second,
after inductive coding, we referred to an a priori high-level
coding schema (Textbox 2) reflective of our conceptual model
(Figure 1). In particular, we reviewed our low-level codes to
determine potential connections with high-level concepts (ie,
engagement, enablement, empowerment, and activation). During
this step, we found conceptual associations between low-level
codes and high-level conceptsin the model.
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Table 1. Demographic data of the sample frame (phase 2 participants) used for semistructured interview (phase 3).

Phase (sample size) Phase 2: trial of flu@home

(n=724), n (%)

Phase 3: invited to participatein
semistructured interviews (n=115), n (%)

Phase 3: completed semistruc-
tured interviews (n=31), n (%)

Age (years)
18-24 86 (11.9)
25-34 204 (28.2)
35-44 199 (27.5)
45-64 188 (25.9)
>65 47 (6.5)
Ethnicity
White 510 (70.4)
Black or African American 63(8.7)
Asian 60 (8.3)
Native Hawaiian or other Pacific 4(0.6)
Islander
American Indian or Alaska Native 17 (2.4)
N/A2 other, or prefer not to say 70(9.7)
Geographic representation
West 214 (29.6)
Midwest 139 (19.2)
Southwest 12 (1.7)
Northeast 197 (27.2)
Southeast 162 (22.4)

12 (10.4) 3(9.7)
34 (29.6) 6 (19.4)
38 (33) 11 (35.5)
21(18.3) 8(25.8)
10(8.7) 3(9.7)
78 (67.8) 21 (67.7)
10(8.7) 6 (19.4)
8(6.9) 0(0)
1(0.9) 1(3.2)
18 (15.7) 1(3.2)
2(17) 2(6.5)
43 (37.4) 14 (45.2)
21(18.3) 5(16.1)
2(17) 1(32)
32(27.8) 4(12.9)
17 (14.8) 7(22.6)

3N/A: not applicable.

Textbox 2. Categories of factors (engagement; enablement) and choices (empowerment and activation).

Engagement
o Intrinsic influences

«  Extrinsicinfluences

Enablement
«  Considering the quality

o Assessing personal capacity

Empower ment and activation
o Patient-familiar

o  Patient-distant

o  Public-familiar

o Public-distant

To enhance research reliability and validity, the research team
used a constant comparison method to refine coding [49,60].
This procedure involved 2 coders (unfamiliar with the
conceptual model) and an internal auditor (a research team
member with extensive qualitative research methods expertise
who was familiar with the conceptual model). The internal
auditor also reviewed the structure, syntax, and labeling of the
final coding schema and performed a code review of 100% of
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the coded quotes to ensure alignment with the final coding
structure. The coding team met regularly to iteratively discuss
and reconcileinitial inductive coding, which included ensuring
that codes were supported by linked quotes, refining coding
categories, and reviewing emerging themes. Once a detailed
inductive coding scheme was in place, the coding team
independently and collectively identified and reconciled the
conceptual associations between the low-level codes (created
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because of inductive coding) and high-level concepts (Textbox
2). The team members traced the codes forward from code to
model and backward from model to detailed codes and their
underlying quotes from the transcripts. Throughout both
inductive and deductive coding, the coding team collectively
discussed and resolved any identified issues with codes
associated with supporting quotes, as well as the structure,
syntax, and labeling of the fina comprehensive model.
Reconciling points mainly focused on combining various
subcodes and updating the labels and definitions of individual
codes.

Surveys

The survey contained 3 sections. The first section contained
guestions about the participants' prior engagement with the
smart HT for influenza. The second section contained questions
about the impact of the COVID-19 pandemic on participants
future engagement and enablement decisions associated with
smart HT for influenza. Finaly, the third section contained
guestions about participants potential engagement, enablement,
empowerment, and activation decisions associated with smart
HT for COVID-19. The survey did not ask participants to
provide demographic information, given ingtitutional review
board cautions in asking demographics to preserve the
anonymous nature of the survey (thus, we were unable to
perform an analysis of demographic and categorical data).

Insights from semistructured interviews informed the survey
guestions, which were devel oped to validate and further explore
factors affecting decision points associated with engagement
and enablement, aswell as choi ces resulting from empowerment
and activation. Further exploration of factors was conducted
because of the emergence of the COVID-19 pandemic. The
research team included additiona questions related to
engagement, empowerment, and enablement associated with
smart HT for COVID-19. The survey questions used ordinal
and categorical response options. For ordina questions, the
research team used a 5-item Likert scale for responses ranging
from strongly agree to strongly disagree. The Likert scaleisan
efficient and reliable technique for examining individual
attitudes and perceptions[61,62]. Compared with 7- or 10-point
scales, 5-point Likert scales have been shown to reduce survey
fatigue and increase response rates [63,64]. In addition to
Likert-type questions, the survey included a few categorical
responses that aligned with the nature and purpose of the
guestions and were not well-suited to a Likert scale. The
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research team reviewed all the survey questionsto ensure clarity.
The results are shared in Multimedia Appendix 2, and the
Results section of this paper showcases the survey questions
relevant to this study.

Participants from phase 2 (trial of flu@home) were recruited
to complete the survey (Table 1 shows participants
demographicsfrom phase 2). The participantsreceived aninitial
recruitment email and afollow-up email aweek later. They did
not receive compensation for completing the survey, and no
demographic information was collected.

The anonymous survey was administered using Qualtrics Survey
Patform software [65] in June 2020. In total, 38.2% (282/739)
of eligible individuals from phase 2 completed the survey.

Survey data were analyzed using descriptive statistics (mode,
as well as response distribution counts and percentages), as
appropriate for Likert scales [66].

Ethics Approval

The study design was approved by the University of Washington
Ingtitutional Review Board (STUDY 00007627).

Results

Smart HT Engagement Overview

We aligned the general structure of our results with the Smart
HT—Empowered Activation Model (Figure 1), which showcases
the emergent states of engagement, enablement, empowerment,
and activation covered by this study. We provide associated
key interviews and survey highlights under the associated Smart
HT—-Empowered Activation Model sections. We provide further
details of our findings in Multimedia Appendix 3 (interview
evidence trace table) and Multimedia Appendix 2 (details of
ordinal survey response questions).

Acquisition of Motivation: Smart HT Engagement

Overview

The acquisition of motivation involved both intrinsic and
extrinsic influences. Weidentified intrinsic influences covering
specific states (eg, mental distress) and traits (eg, persona
agency) of the users. In addition, the identified extrinsic
influences covered specific characteristics of smart HT (eg,
convenience) and environmental conditions (eg, public health
crisis). Figure 3 summarizes these findings.
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Figure 3. Factors affecting engagement. Smart HT: smartphone-supported home testing.
Acquisition of Motivation

FACTORS LEADING TO SMART-HT
ENGAGEMENT

Intrinsic Influences:
* Personal agency
of influenza/COVID-19

* Mentaldistress
* |llness symptoms

* Awareness and understanding

Extrinsic Influences:

+ (Convenience
* Public health crisis
* Security and privacy

Decision point:
Am | motivated to engage?

Smart HT Engagement: Intrinsic | nfluence Factors

Intrinsic influences include persona agency, awareness and
understanding of viral infection (influenza; COV1D-19), mental
distress, and illness symptoms.

Personal agency was stated as a contributing factor to engaging
with smart HT. The participants generally expressed high
personal agency in managing their health. Most interview
participants articulated that they believed they were primarily
responsible for managing their health or acted asequal partners
in their care with their providers. Interviewees perceived the
flu@home smart HT as providing them with choice and control
over when and where to conduct diagnostic testing.

This technology appeadled to interview participants who
proactively managed their health, as well as individuals who
self-identified as having poor health behaviors. Therefore,
although we recognize that this may play arolein the decision
process for some, there was no general consensus that health
behaviors and attitudes were influential factorsin participants
considerations of engaging with smart HT.

Awareness and understanding of the illness (in this study,
influenza and COVID-19) was a factor in the interview
participants’ consideration of engaging with smart HT.
Interviewees' beliefsregarding the severity of seasona influenza
varied greatly. Those who believed influenzawasaminor illness
(frequently referencing a cold) were less motivated to engage
with a self-test than those who perceived influenza as a serious
health concern.

Regarding when health consumers might be motivated to
perform a smart HT, survey responses indicated (Multimedia
Appendix 2) that 96.5% (272/282) of participants strongly or
somewhat agreed that they would use the flu@hometest if they

https://mhealthjmir.org/2022/6/e34685

experienced ILI symptoms. Only 32.6% (92/282) of participants
strongly agreed that they would use flu@home testing when
asymptomatic. As for COVID-19 testing, 95.8% (249/260) of
the participants strongly agreed or somewhat agreed that, if
avalable, they would use a COVID-19 home test when
experiencing COVID-19—elated symptoms. Most survey
respondents (196/260, 75.4% strongly agreed or somewhat
agreed) stated that they would use aCOVID-19 hometest, even
if they did not experience symptoms common to COVID-19.
To further understand the relationship between the acquisition
of information and motivation stages, it isnotable that symptom
onset did not necessarily correlate with the preferred timing of
test acquisition. Specifically, some interview participants
indicated that they might opt to proactively purchase smart HT
to keep at home for convenient access when symptoms (and the
need for testing) arise. One of the participants explained the
following:

I should keep some of the kits at home on an ongoing
basissothat anytime| feel | have thisfever, sneezing,
runny nose and all those symptoms.

Moreover, interview participants also indicated that mitigating
mental distress at atimewhen they were also feeling physically
unwell was amotivating factor for smart HT. When asked what
would make them inclined to use a smart HT instead of going
to a physician, one participant said the following:

And | think that it would be more convenient because
sometimesyou just don’t feel well and fedl likeleaving
the house. 1t'd be nice because | feel like you might
be able to find out results sooner than if you wait to
gotothedoctor...| feel likethere'sless pressure when
you'reat home, and you're morerelaxed...| shouldn’t
say pressure, but less stress. There's always some, at
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least for me, levels of extra stress going to the doctor

just in general. Getting out of the house and sitting

in the waiting room, and being back there, and just

kind of like nervous and stuff, waiting to see what the

doctor’s going say.
We further delved into thisissuein the survey. Although testing
at home when feeling ill may mitigate the stress of traveling
and waiting to see a provider to perform a diagnostic test, a
concern about the future of home testing is that test results
indicating a serious heath condition (such as COVID-19)
delivered without provider support could cause mental distress.
According to our survey results, 74.1% (192/259) of the survey
respondents indicated that they would find testing positive (ie,
learning that they contracted the COVID-19 illness) in the
at-home context (smart HT) no more distressing than learning
of their diagnosis in other health care settings (Multimedia
Appendix 4).

Smart HT Engagement: Extrinsic I nfluence Factors

Extrinsic influences include convenience, public health crises,
and security and privacy. Participants overwhelmingly shared
that convenience was a primary motivating factor in considering
smart HT use. For example, one of the participants stated the
following:

Just theidea of being able to do home-based checking
interests me. It sounds like it has promise to me. And
| think that a lot of people might use something like
that rather than going through the grief of trying to
get a doctor’ s appointment, which is hard to do here.

Convenience of engaging with smart HT manifestedin avoiding
the burden of visiting a provider in person. Participants
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mentioned some of the burdens of visiting aprovider, including
difficulty in scheduling appointments, finding appointments
that would not require taking time off from work, and difficulty
meeting a provider in person while caring for young children.
Someinterview participantsindicated that they were particularly
motivated to use smart HT to diagnose their children.

Furthermore, survey respondents indicated that a public health
crisis (ie, the COVID-19 pandemic) affected their decision to
engage with smart HT for viral infections. Participants’ attitudes
toward smart HT were affected by the COVID-19 pandemic
(Multimedia Appendix 2). For example, when asked, “Which
of thefollowing best describes how COVID-19 influences your
thoughts about using flu@home to test for common, seasonal
flu if you have symptoms?’ the most common response
(132/263, 50.2%) was, “1 am much morelikely to useflu@home
for testing of common, seasonal flu.”

Interview participants also identified the security and privacy
of the data generated from smart HT asafactor of engagement.
Participants were most concerned that their health data would
be sold or shared without their consent if tests were provided
viaweb-based sources.

Acquisition of Ability: Enablement Through Smart
HT

The interview data revealed various factors leading to
participants enablement facilitated by smart HT. We
categorized these factors into two groups: (1) considering the
quality of smart HT and (2) assessing personality capacity to
use smart HT (Figure 4).

Figure 4. Factors affecting enablement. Smart HT: smartphone-supported home testing.
Acquisition of higher level of power

FACTORS LEADING TO SMART-HT
ENABLEMENT

Consideringthe quality of

Smart-HT:

* Quality of Smart-HT
interaction
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* Usability
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use Smart-HT:
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Am | enabled?
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Enablement: Considering the Quality of Smart HT

Regarding the quality of smart HT interactions, interview
participants shared that they valued a digital experience that
segmented the testing processinto small, digestible, step-by-step
instructions with illustrations and videos in the app. The
participants also appreciated the built-in timers to reduce the
likelihood of errors.

Interviewees also considered the quality of smart HT health
information. Participants indicated that they understood and
retained content that differentiated common cold and influenza
symptoms, as well as information provided when it was
appropriate to consult a provider. Participants were aso
receptive to the flu@home app, including general facts about
influenza, such as how many people are affected each year, and
other information to help remind consumers about the
importance of preventive measures (such as vaccination).

Participants also shared that they would like future iterations
of flu@home to include more heath information, such as
explaining “how contagious the flu is” and recommendations
for managing the illiness. For example, one of the participants
described the following:

| think one of the biggest things we do that we
shouldn’t do in this day and age isjust trying to take
something [medication] to suppress the symptoms
and then head right back to work or other things. |
think having some statistics or data about the dangers
of taking the flu out of the house...would be really
helpful.

In evaluating the usability of the testing processes, interview
participants described the flu@home system as easy to use,
attributable to clearly labeled kit contents and simple nasal
swabhbing procedureswith mild or no discomfort. Thesefeatures
seemed to influence their decision to perform the test.
Incorporating asmartphone app into home testing broadensthe
potential featuresthat test devel opers can incorporate into smart
HT. The study team presented many potential features in
interviewswith participantsto consider enhanced value. Added
features that appeal ed to the participantsincluded the ability to
share their home test results with their providers. Many
participants were interested in smart HT that incorporated data
collected from awearable device. In addition, participantswere
interested in receiving alertsif an RV outbreak occurred in or
near their community. Nearly all participantsindicated that they
would bewilling to share deidentified datato contributeto their
community's public health management of influenza. However,
participants’ responses varied greatly regarding whether they
would value gamification featuresin smart HT.

Enablement: Assessing Personal Capacity to Use Smart
HT

The interview participants generally indicated that they felt
capable of completing the smart HT test. Specifically,
participantsindicated that they felt enabled to compl ete the test
with the digital guidance provided in the flu@home app, thus,
informing their belief that they completed the swabbing
procedures as instructed in the app and that they felt capable of
completing the smart HT again in the future.
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Digital health literacy was a critical factor in the assessment of
personal capacity. All participants indicated that they could
download the app, order the kit, and complete the testing without
clinician supervision. They demonstrated that they had the skills
to complete these actions because they compl eted the pil ot study
in phase 1. However, frequent digital health experience (eg,
using mobile apps and wearables) was not a universal factor in
participants’ assessment of their capacity to use smart HT.
Although some parti cipants described their lifestyle asincluding
the use of awearable device or health app, others said they had
not found such products to be valuable and did not use digital
health resources unless necessary for clinical care.

Moreover, thelocation of the testing was another critical factor
in assessing the personal capacity to perform the test.
Participants generally indicated that finding a specific placein
their home was essential for performing the test. Participants
mentioned various locations where they could perform the test
(eg, bathroom, bedroom, and kitchen) and the specific
characteristics of such locations. For instance, some participants
indicated that it was critical for the location where they
performed the test to be clean. In addition, one participant
alluded to privacy as an essentia aspect of choosing alocation
for the test. This participant said the following:

| feel like | would do it at home because there’s no
other people around. They wouldn't just see me stick
something, thelittle test tube up my nose, or whatever.
Can't even think of what it's called.

Acquisition of Higher Level of Power: Empower ment
and Activation

Empowerment and Activation Overview

In the case of smart HT, empowerment and activation involve
2 sequential points. Thefirst factor wastheintention to perform
thetest. The second was the intention to act on confirmation of
influenza results from completing the smart HT test.

Empowerment and Activation: I ntention to Test Using
Smart HT

We found evidence that the study population was empowered
to use smart HT to test for viruses. Approximately 81.5%
(207/254) of the participants who completed the survey indicated
that they would prefer to test for viruses at home rather than a
test conducted by ahealth care provider (Multimedia A ppendix
4). Moreover, survey results indicated that 94.6% (265/280) of
participants somewhat to strongly agreed that they would use
the smart HT test kit for influenza in the future, regardless of
pandemic conditions (see Multimedia Appendix 2 for details).
Analogously, interview participants shared that they intended
to acquire and use smart HT in the future, once commercially
available.

Survey responses showed that many people werewilling to test
for COVID-19 regularly, every 14 days (97/260, 37.3%), or
monthly (93/260, 35.8%) to ensure that they were healthy and
could interact with others (Multimedia Appendix 4).

Moreover, there were indications that an empowerment and
activation process could have spillover effects on other
possihilities. During the interviews, participants al so mentioned
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various other (not necessarily viral) health conditions that they
would be interested in using smart HT in the future: common
cold, dementia, bronchitis, cancer, diabetes, pneumonia, sinus
infections, hepatitis, and many others.

Empowerment and Activation: I ntention to Act on
Confirming I nfluenza Results

The findings indicate that individuals consider actions related
to al four themes regarding acting on positive smart HT
results.(1)  patient-familiar, (2) patient-distant, (3)
public-familiar, and (4) public-distant. Figure 5 summarizes
these findings.

Textbox 3 summarizes the qualitative results that support
multilevel choicesresulting from empowerment and activation.

In looking holistically at multilevel choices resulting from
empowerment and activation, some interview participants
gravitated toward patient-familiar means of self-care (eg,
self-management or primary care provider appointment).
However, other interview participants were open to lessfamiliar
forms of care, such as urgent care or emergency room visits or
seeking a telemedicine (virtual) consultation (patient-distant).
Limited access to care for reasons such as rura living status
and insurance coverage were mentioned in the interviews as
deciding factors for self-management of illness or high
motivation for avirtual consultation. In addition, the rationale
shared for virtual consultation included convenience and
treatment expedience (eg, antiviral prescription), potentialy
minimizing the chance of spreading theillness and acquiring a
new illness during a provider visit.

To assess whether participants' attitudes toward telemedicine
(virtual care) changed because of COVID-19, we asked them
toreflect on their initial willingnessto seek virtual care. Survey
respondents indicated that they were equally willing to have a

LeRougeet d

virtual care appointment (telemedicine) after testing positive
for influenzaand COVID-19. Approximately 93.9% (265/282)
of the participants strongly or somewhat agreed that they would
have been willing to have avirtual appointment if the flu@home
results had returned positive. Similarly, 93.1% (242/260) of the
participants somewhat or strongly agreed that they would have
been willing to have a virtual appointment if their COVID-19
test results returned positive.

It is also noteworthy that interview participants reported that
the responsibility of caring for young children influenced their
test result response choices, with parents of young children
sometimes opting for distance care for themsel ves but preferring
in-person care for their children.

Regarding public considerations, interview participantsindicated
that they were receptive to contributing to the public health
management of a viral outbreak (public-familiar). In addition
to the public-familiar means of managing the spread provided
in Multimedia Appendix 4 for influenza, most survey
respondents indicated that they were taking some of the
recommended actions to prevent the spread of COVID-19.

Regarding the public-distant choice, participantsindicated that
they werewilling to share datafor research purposes. Although
the contribution to research generally denotes a dista
relationship, participants indicated that they were more likely
to participate in research studies if they were familiar with the
research organization (trusting the entity to secure their data
and maintain confidentiality). Moreover, most participants
indicated that the COVID-19 pandemic influenced their
motivation to share their smart HT results anonymously for
public surveillance or research purposes. The interview data
also seemed to indicate an escalated motivation for parents to
contribute to the community or public health management of
influenza.

Figure5. Multilevel choices resulting from empowerment and activation. Smart HT: smartphone-supported home testing.

Acquisition of Ability

Patient-Familiar:

* Primary care
providerin person
* Self-manage
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Textbox 3. Key findings from interviews related to multilevel choices resulting from empowerment and activation.

Patient-familiar

«  Self-manage: Reasons for self-management included assumptions that a provider would tell them to rest at home and take over-the-counter
medication to manage their illness anyway and the cost of care (particularly for the uninsured). Motivations for moving from self-care included
the perceived need for prescription medication.

o Primary care provider in person: Participants indicating that they would seek an appointment with their provider frequently referenced an
established, trusting relationship with their primary care provider: some referenced pre-existing conditionsthat could create health care complexities
with influenza.

Patient-distant

« Urgent care: Rationale for urgent care as a form of provider engagement included reference to accessibility, namely, urgent care clinic during
weekend or evening hours.

« Hospital emergency room: Some participants indicated that they would seek care from the emergency room astheir default option when unsure
how to manage a health issue.

« Virtual consultation: Virtual consultation was referenced as ameans of convenient verification of diagnosis and a quick meansto obtain treatment
(ie, prescriptions).
Public-familiar

«  Prevent spread to family: Although participants referenced both quarantining in and sanitizing their homes to prevent spread to family, they also
shared practical challenges, particularly with quarantine.

«  Prevent spread to coworkers. Participants mentioned the preference to stay home when sick with influenza symptoms to prevent spread to
coworkers and more distant relationships (eg, public transit commuters). There was also mention of practical challenges because of some work

arrangements.

Public—distant

«  Sharefor research: Some participantsfelt that anonymously sharing self-test results could contribute to improved influenza vaccine devel opment.

«  Sharefor public health: Participants were generally willing to share self-test results for surveillance if done anonymously. They also indicated
that they would personally reference alocal or neighborhood-level influenza map in making prevention choices.

Discussion

Principal Findings

Smart HT aspires to facilitate the success and impact of
home-based diagnostic testing by coupling the diagnostic
procedure with technological supports [12-14]. Our findings
implicitly signal promising aspects of coupling home-based
medical procedures with digital support. However, for smart
HT to achieve its intended use advantages, health consumers
must haveincreasing levels of awvareness, motivation, and ability
to perform home-based diagnostic tests and act on results
appropriately. Our mixed methods study results provideinsight
into the nuanced and myriad factorsthat affect engagement and
enablement with smart HT for vira infections, as well as how
empowered usersintend to respond to smart HT results. Overall,
this study extends a stream of past work by exploring each of
these concepts (patient engagement, empowerment, activation,
and enablement) in the smart HT context [17]. Our final Smart
HT-Empowered Activation Model may have implications for
an increased understanding of engagement, enablement, and
empowerment in other HIT contexts.

Essentially, we contribute to the existing knowledge by opening
the black box of engagement, enablement, and empowerment
by contextualizing these constructs in the context of smart HT
for viral infections. We were guided by the Fumagalli Concept
Map of Engagement and Neighboring Concepts [17] and the
DIEGO [18]. These models are based on an extensive literature

https://mhealthjmir.org/2022/6/e34685

review that depicts a health consumer’s progression toward the
acquisition of a higher level of power (g, appreciating one's
rolein health care and managing one’s health) that allows them
to directly participate in the care process. Our results identify
factors (from the perspective of the health consumer) that come
into play for the engagement, enablement, and empowerment
emergent states and frame our findings in the Smart
HT—Empowered Activation Model.

Our findings highlight the complexity of digital health
engagement. One of the most apparent elements of complexity
is the number of factors that come into play during the
empowered activation journey. For smart HT information
technology developers, this indicates the importance of having
astrategy to consider, leverage, and support various factorsthat
lead to successfully performing thetest and acting on test results,
essentialy, a journey map (as noted in design thinking [67])
that showcases the potential of the technology to support the
test process.

Upon further reviewing our model through the lens of
complexity, it is noteworthy that various factors involving the
acquisition of motivation (engagement) can change over time.
For example, regarding intrinsic factors, changing illness
symptoms and awareness and understanding of RV s can affect
motivation to engage with smart HT. This timing element is
something to consider, particularly in the role of technology in
message engagement considerations. Public health crises, an
extrinsic example, can influence an individual’s motivation to
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use smart HT. Smart HT technology features can help health
consumers eval uate the safety and feasibility of testing at home
versus seeking testing by other means during public health
crises. This motivating factor begets developers and perhaps
policy makersto promotethe use of smart HT with demonstrated
efficacy during a public health crisis.

Regarding intrinsic motivation, smart HT technology can
provide information to enhance a user’'s awareness and
understanding of a specific respiratory illness. Providing this
educational information aso introduces some assessment
regarding how much information is provided, when to provide
the information, and whether information needs to be tailored
to a particular user’s capabilities, base knowledge, or interest
in the information. Additionally, it is important to note that
somefactors of engagement may be moreimportant than others.
For example, there were mixed findings regarding the
importance of participants general health behaviors and
attitudes. Some participants indicated that they generally
practiced healthy behaviors, whereas others indicated the
opposite. This factor may be subordinate to other factors (eg,
personal agency and illness symptoms). Therelativeimportance
of these factors should be explored in future research.

Furthermore, regarding the acquisition of motivation
(engagement), we found evidence that individuals did not
anticipate feeling more distress when learning that they have
an RVI at home using smart HT than when learning about their
health status in a clinical setting. However, research indicates
that diagnosing different health conditions such as cancer,
dementia, and COVID-19 can evoke emotional distress[68-70].
Limited research assessing the mental distress of home testing
exists. Asmore home-based diagnostic tools are devel oped and
availablefor consumer usefor various health conditions, future
research isneeded to understand the mental distress of receiving
different types of diagnosesthrough ahome-based test compared
with clinical settings. Anticipating and mitigating mental
anguish because of a positive test result may be worth
considering in the design and use of smart HT. Pretest and
posttest counseling have been suggested in some forms of home
testing [71]. When relevant, smart HT technology features and
functions may either provide functions to mitigate distress
directly or refer the user to resourcesfor assistance in managing
distress.

The study showsthat in the case of contagious diseases, multiple
level factors need to be considered to have arobust smart HT.
The acquisition of a higher level of power (empowerment and
activation) involves decisions at multiplelevels, which can have
both personal and far-reaching impacts. For example, informed
individualsmay vary intheir patient, familiar, distant, and public
actions when testing positive for aviral infection. Ideally, this
choice variance is because of an informed decision process and
not because of missing information or misinformation.
Therefore, a key role of smart HT during the acquisition of
ability (enablement) stageisto prepare theindividual performing
the test for the multiple downstream choices resulting from
enablement. In response, devel opers may want to embed quality
information and various paths of action into the design and
functions of smart HT to support an informed empowerment
and activation decision-making process. The multiple choices

https://mhealth.jmir.org/2022/6/e34685
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presented to a patient upon receipt of their positive test results
should be carefully considered when devel opers design smart
HTSs to reduce choice complexity. It is particularly important
to ensure that patients are not overwhelmed with too many
choices, as too many options can impair an individua’s
subsequent self-control (and, therefore, personal agency) [72].
Furthermore, choices should be limited to good choices,
indicating choices that align with the overall purpose of smart
HT. For instance, if a patient tests positive for influenza, smart
HT can provide them with a set of suggestions on managing
their conditions and preventing their spread to other people. In
addition, there can be an option for digitally sharing the results
for research or public health purposeswith smart HT. Moreover,
smart HT might provide easy access to a digital provider
(telemedicine) for treatment. To further minimize complexity
and guarantee choices that keep the smart HT user heading in
the direction in which they want to go, developers should try
to limit recommendations or choices to those tailored to
individual smart HT wusers. In addition, to facilitate
empowerment regarding tailored choices, smart HT should
provide clear guidance regarding the next steps required and
the use of information for each possible option.

In addition to providing abetter understanding of the affirmative
path of the Smart HT-Empowered Activation Model, our work
provides a foundation for future work to explore other paths
through the model. For example, future empirical research could
explore the relative importance of the identified factors or
whether the factors would hold in the context of other forms of
smart HT. Regarding the latter, participants did mention
potential interest in various forms of smart HT for both acute
and chronic conditions. Future research could explore and
validate the factors of engagement, empowerment, and
enablement (derived in this study) in other contexts mentioned
by the participants.

Limitations

As with most studies that include qualitative methods, the
generalization of the results must be approached with some
caution. Although the study included adiverse set of participants
in terms of age and geography, it had some limitations. Most
notably, our study population included only participants in the
flu@home study. Attitudes toward home testing may differ
among individuals who did not experience this specific smart
HT or type of respiratory testing. In addition, this study was
conducted early during the COVID-19 pandemic. COVID-19
home testing and self-swabbing availability and experiences
during the pandemic might have implications for smart HT for
influenzaand other home-based diagnostic testing. Overall, we
strongly encourage future research to consider our findingsin
other smart HT and HIT contexts.

Conclusions

Through our findings, we proposed and informed a Smart
HT-Empowered Activation Model depicting an engagement,
enablement, empowerment, and activation process for smart
HT use. Theresulting model underscoresthe need to understand
and address the path to health consumer empowerment and
activation for smart HT use, resulting in actions that provide
maximum health benefits to individuals and society. Overall,
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this study provides afoundation for researchers and developers  prevention, self-care, and spread control of infectious viruses
to explore and create successful engagement strategiesto align  such as influenza.
with consumer digital health opportunities to promote
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