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Abstract

Although traditional methods of data collection in naturalistic settings can shed light on constructs of interest to researchers,
advances in sensor-based technol ogy allow researchersto capture continuous physiol ogical and behavioral datato provideamore
comprehensive understanding of the constructs that are examined in a dynamic health care setting. This study gives examples
for implementing technol ogy-facilitated approaches and provides the following recommendationsfor conducting such longitudinal,
sensor-based research, with both environmental and wearable sensorsin ahealth care setting: pilot test sensors and software early
and often; build trust with key stakeholders and with potential participants who may be wary of sensor-based data collection and
concerned about privacy; generate excitement for novel, new technology during recruitment; monitor incoming sensor data to
troubleshoot sensor issues; and consider the logistical constraints of sensor-based research. The study describes how these
recommendations were successfully implemented by providing examples from alarge-scale, longitudinal, sensor-based study of
hospital employeesat alarge hospital in California. The knowledge gained from this study may be helpful to researchersinterested
in obtaining dynamic, longitudinal sensor data from both wearable and environmental sensors in a health care setting (eg, a
hospital) to obtain a more comprehensive understanding of constructs of interest in an ecologically valid, secure, and efficient

way.
(JMIR Mhealth Uhealth 2019;7(12):€13305) doi:10.2196/13305
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: care settings. A significant fraction of an individua's time is
Introduction spent at work, often managing dynamic and competing
Background cognitive, emotional, social, and physical demands. The

determinants of healthy and productive work behavior and
performance are, however, not well understood. Moreover, the
determinants of well-being and work performance areinfluenced
by factors outside work, and vice versa. For example, past

Facilitating a healthy and high-performing workforce has long
been a topic of interest to both researchers and organizations
[1] and is particularly relevant to employees working in health
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research hasfound asignificant relationship between employee
well-being and job performance [2]. In addition, well-being is
a predictor of job performance, even when controlling for job
satisfaction, age, gender, and tenure [3]. Furthermore, meta
analytic data show that that one's satisfaction has a positive
relationship with one’ job performance [4]. Taken together,
these studies suggest that employee well-being is important to
understanding job performance, and therefore more effort ought
to be used to understand it.

Numerous studies examining worker wellness or job
performance rely solely on self-report survey data[1,5], which
arerelatively easy to obtain. Such measures, however, are prone
to response bias, as participants tend to underreport behaviors
deemed inappropriate and overreport behaviors that are
considered appropriate [6]. This bias is heightened in
organizational settings, as employees often believe that their
employers can see their responses or may be privy to such
information in the future [6]. Consequently, obtaining accurate,
dynamic data from health care employees in their workplace
can pose achallengeto researcherswho aim to better understand
factors affecting employee wellness and workplace behaviors
and outcomes.

A Brief Overview of Sensors

Converging advances in distributed biobehavioral sensing,
wireless and wearable technologies, and machine learning
promise novel ways for illuminating knowledge gaps about
work behavior and facilitating productive and healthy job
performance in the field of health care. Wearable sensors are
devicesthat can be worn or momentarily attached to aperson’s
body. They typically rely on wireless, miniature circuits
embedded in patches or bandages, wristbands, rings, or shirts
[7]. They can be used in tandem with hand-held devices (eg, a
mobile phone) to temporarily store physiological or behavioral
data and upload those data to a database server [7]. Examples
of wearable sensorsinclude smartwatches, heart rate monitors,
and smart glasses[8].

Nonwearable trackers such as video cameras and gaze trackers
[9] are devicesthat are placed in the environment and indirectly
collect datafrom individuals. Environmental sensorsaredevices
that are placed in the environment and collect environmental
data such astemperature, humidity, and noise levels. They may
pose less of a burden to participants than wearable sensors, as
little to no participant interaction with nonwearable sensorsis
needed. However, nonwearable sensors do provide challenges
for consent and privacy if data from identifiable participants
are recorded without the participants’ knowledge.

Advantages of Using Sensorsin Research

Advances in sensor technology make continuous collection of
behavioral and physiological data possible. Although traditional
methods of data collection often yield cross-sectional data
obtained at a specific point in time, both wearable and
nonwearable sensors can provide a continuum of automated
data[10]. Theuse of sensors as data collection instrumentsal so
allows researchers to overcome the limitations of traditional
data collection tools, such as surveys [11], as sensor data are
considered to be more objective and accurate [12,13]. Thus,
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sensor data can be used in tandem with self-report survey data
and can help validate self-report data (eg, checking Fitbit data
to identify the number of hours an individual slept the previous
night and comparing this with the self-reported number of
hours). Wearable sensors provide an advantage to research
participants, as data can be collected unobtrusively, in real time
and in natural settings. This advantage may be particularly
relevant to health care employees, asthey may be unableto take
a break at work to complete a survey when they are busy
providing critical patient care.

Sensor data can help answer diverse research questions related
toworking in ahealth care setting. Prior research has employed
sensors to measure performance and persondity in a
postanesthesia care unit [14] and to measure physician workload
to improve the safety and efficiency of emergency rooms [15].
Previous research has also used sensors to better understand
employees’ mood throughout the workday [16]. Researchersin
one study used the Toshiba Silmee Bar Type chest sensor to
measure heart rate and pulse rate. Participants also reported
their mood (ie, excited, happy, calm, tired, bored, sad, stressed,
and angry) every 2 hours over 11 workdays through a mobile
app called HealthyOffice. This method improved predictions
of mood. Another option is the mobile sensing platform
EmotionSense, developed by Jason Rentfrow and Cecilia
Mascolo. EmotionSense has been used to analyze and classify
participants’ voices as happy, sad, fearful, anger, and neutral
[17]. Other researchers have used M oodscope, an app devel oped
by Adrian Hosford and Caroline Ashcroft, to infer mood based
on how participants used their mobile phones [18]. These
researchers used text messages, emails, phone calls, app usage
data, Web browsing, and location to predict mood intensity of
2 dimensions (pleasure and activeness). Sensors can also be
used to examine leadership emergence and group structure [11],
which may be of interest to health care leadership.

Thisstudy provides recommendationsfor researchers conducting
sensor-based research in a health care setting. In addition, we
demonstrate  how we successfully implemented these
recommendations and the outcomes of doing so by providing
examples from a large-scale, sensor-based, longitudina study
of hospital employees. These recommendations may be useful
to researchers who are interested in obtaining dynamic datain
a health care setting to paint a more comprehensive picture of
factors affecting job performance and worker well-being.

Tracking Individual Performance With Sensorsasa
Case Study

In early 2018, we conducted the Tracking Individual
Performance with Sensors(TILES) project, a large-scale study
examining physiological, environmental, and behavioral
variables affecting employee wellness and job performance.
Over 200 volunteer hospital employees of a large hospital in
Los Angeles, California, enrolled in the study; participant
characteristics are described in Table 1. Participants enrolled
in 1 of 3 waves of participation, each with different start and
end dates. Participantsin each wave were asked to wear sensors
and respond to brief daily surveysfor 10 weeks, starting on the
first day of participation for the wave.
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Table 1. Participant characteristics (N=212).
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Demographics Value
Gender, n (%)
Male 66 (31.1)
Female 146 (68.9)
Education, n (%)
High school or some college 40 (18.9)
Bachelor's degree 126 (59.4)
Some graduate school or graduate degree 46 (21.7)
Work status, n (%)
Full-time 210(99.1)
Part-time 2(0.9
Job title, n (%)
Registered nurse 113 (54.3)
Certified nursing assistants 25(12.0)
Monitor technicians 11(5.3)
Physical therapists 6(2.9)
Occupational therapists 2(1.0)
Respiratory therapists 3149
Other 48(23.1)
Type of work, n (%)
Direct patient care 155 (73.1)
Lab 25(11.8)
Administrative 2(0.9
Age (years), median (range) 36 (21-65)

Participants were asked to wear multiple sensors over 10 weeks
to collect physiological dataincluding audio features, heart rate,
respiratory rate, and sleep (see Table 2 for detailed descriptions,
Figure 1 for images). Participants also completed survey
batteries at the beginning and end of the study and daily surveys
throughout the 10 weeks. Survey datawere used in tandem with
sensor-based datato provide a more comprehensive assessment
of participant behavior.

The successful implementation of the TILES project required
us to overcome a number of challenges, including identifying

https://mhealth.jmir.org/2019/12/€13305

potential challenges with wearable sensors and making
adjustments as needed, handling both the hospital’ sand potential
participants’ concerns regarding sensor-based data collection
and privacy; garnering interest in a complex study with
unfamiliar sensors; ensuring that participants were compliant
with demanding, sensor-specific study procedures;, and
effectively implementing the study within budget and sensor
manufacturer constraints. This study providesrecommendations
for successfully navigating such challenges based on what we
learned before, during, and after study implementation.
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Table 2. Wearable and nonwearable sensors used in the Tracking Individual Performance with Sensors (TILES) study.
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Type of sensor

Description of sensor

Freguency of wear (if applicable)

Data collected from sensor

Wear able sensors

Fitbit Charge 2 (FitBit)

OM signal (OM signal)

Jelly phone (Unihertz)
Nonwear able sensors

S1Minew beacon (Minew)

i7-Rock Minew beacon
(Minew)

E6 Minew beacon
(Minew)

Owl-in-One (reelyActive)

Wrist-worn sensor; requires companion
Fitbit phone app

Chest garment (bra for women, shirt for
men) with clip-on box to collect data; re-
quires companion OM signal app

Small Android phone that can be clipped
onto participant’s clothing as a badge

Environmental sensor that can be placed
in different rooms; communicates with
Owl-in-One sensor

Environmental sensor that can be attached
to doors or placed in different rooms;
communicates with Owl-in-One sensor

Environmental sensor that can be placed
in different rooms; communicates with
Owl-in-One sensor

Environmental sensor that plugs into an
outlet; tracks participant proximity using
Bluetooth pings from the Fitbit Charge 2

24 hours aday for 10 weeks

Worn for the duration of a participant’s
work shift over the course of 10 weeks

Worn for the duration of a participant’'s
work shift over the course of 10 weeks

No participant interaction with this sen-
sor isrequired

No participant interaction with this sen-
sor isrequired

No participant interaction with this sen-
sor isrequired

Plugged into different rooms within the
hospital where participants spent most
of their time; no participant interaction
with these sensors was required

Heart rate; step count; sleep
duration

Electrocardiogram; breathing
rate, depth; body motion

Audio features (eg, duration
of speech and intonation)

Temperature; humidity

Motion

Light level

Participant proximity

Figurel. Sensorsusedinthe TILES project. Thisfigure includes both wearable and nonwearable sensors that we used for this study. TILES: Tracking
Individual Performance with Sensors.
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Methods

Efficiency, security, and ecological validity were at theforefront
when planning and implementing the TILES study and are
reflected i n the recommendations here. Recommendations were
generated in the following ways: drawing on existing knowledge
of and interaction with sensors, obtaining health care
leadership’s feedback on using sensors with their employees,
resolving problems encountered with sensors during the study,
or by post hoc reflections on what worked well and what did
not. For purposes of this study, we limit our recommendations
to those that relate specifically to the sensors; are believed to
have the greatest impact on successful study implementation
with regard to ecological validity, security, and efficiency; and
can be generalized to other sensor-based research efforts.

We acknowl edge that those recommendationsthat are grounded
in the existing literature may be deemed more credible than
those that are based on anecdotal challenges or post hoc
reflections. Despitethis, weremain confident that the strategies
to overcome the challenges we encountered helped facilitate
successful study implementation in a dynamic environment.
The following sections outline the recommendations that were
synthesized using the methods described above.

Results

Outcomes/Recommendations for Conducting
Sensor-Based Research in a Health Care Setting

Recommendation 1: Pilot Test Sensors and Software
Early and Often

Pilot studies are used to troubleshoot study design [19] and
facilitate a smooth participant experience. In sensor-based
research, conducting pilot studies can help identify whether
proposed sensors are inappropriate or too complicated for
participant use [19]. Sensor manufacturers may be willing to
incorporate researchers feedback to improve upon the sensors
or their companion apps. Although conducting one pilot study
may be suitable for some research projects, we recommend
conducting several pilot studies early on to allow ample time
to test, tweak, and retest sensor procedures. This
recommendation is based on the existing sensor literature[20],
which highlights some of the challenges of using sensors and
the benefit of testing them before deploying themin naturalistic
Settings.

For our study, we conducted 2 internal pilot studies in which
various research team members and student volunteers wore
the sensors that we planned to use in the full-scale study. We
aimed to assess the comfort of the sensors, gain insight into
frustration that arose from participant interaction with the
sensors or software, obtain feedback about the perceived
invasiveness of the sensors, test the battery life, and assess
incoming data quality from the sensors. Such considerations
are unigue to sensor-based data collection; failing to consider
these aspects of the study may result in obtaining a smaller
sample size than desired, participant attrition, data sparseness,
or poor data quality.

https://mhealth.jmir.org/2019/12/€13305
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In our first pilot study, participants (n=12) wore the 3 sensors
for 2 weeks. Several men found the OM signal shirt to betight,
and al the women (n=3) experienced discomfort (ie, chafing,
irritation, and blisters) with the bra. We provided this feedback
to the manufacturers, who provided solutions to aleviate
discomfort. Pilot participants also noticed that the Jelly phones
that were hung around the neck would swing. Thiswould likely
frustrate hospital employeeswho leaned over patients' bedsides,
so we attached a clip to the phone that could be secured onto
clothing. A few participants felt uncomfortable about having
their conversations potentialy recorded, so we learned the
importance of emphasizing that the phone was programmed to
only record audio features and not content of conversations.
Although this information was in our consent form, many
participants expressed concerns before agreeing to participate
inthe pilot study and seeing the consent form. Thisunderscores
the importance of clearly articulating what data are being
collected while recruiting participants, as participants will not
see the consent form when they first hear about the study. The
few battery issues that arose were overcome by adjusting the
configuration parameters of the phone software. After making
the necessary changes to sensor logistics and learning how to
troubleshoot issues, we conducted another internal pilot 2
months later. Participants reported much less frustration, and
the procedures were more seamless.

Beforeimplementing the full-scal e study, we conducted another
pilot study within the hospital from where we would recruit
study participants. A total of 6 hospital employees participated
in this pilot study. During this study, we learned that
participants’ familiarity with technology varied dramatically,
and when difficulties with syncing sensors to their mobile
phones arose, participants were, understandably, frustrated. We
changed our study procedures to sync participants sensors to
their mobile phonesfor them. Conducting an external pilot study
allowed us to identify the challenges of conducting a
sensor-based research study in adynamic hospital environment
and make the necessary adjustments to ensure a smooth
participant experience.

Recommendation 2: Build/Maintain Trust With Those
Wary of Sensors and Concerned About Privacy

Conducting asensor-based research study in ahealth care setting
requires researchersto effectively communicate study goalsand
details with both health care leadership and potential study
participants. Researchers can use unique strategies tailored to
each audience to build trust with those who are wary of
introducing or using unfamiliar, complex sensors within the
organization or concerned about the invasiveness of the sensors
and how privacy may be compromised in a sensor-based study.
This recommendation is grounded in the existing literature,
which highlightsthat the acceptance of technology isan essential
consideration for sensor-based data collection [21,22].

Build Trust Within the Organization

Building trust and devel oping buy-in with leadership is essential
when conducting a large-scale research project in a dynamic
environment [23]. The importance of doing so is heightened
when employees are asked to use unfamiliar sensors that may
be deemed asinvasive. Developing relationships with multiple
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leaders and incorporating their feedback into study
implementation can build trust within the health care setting
and assuage leadership’s concerns about the use of sensorsin
an environment where privacy is of utmost importance.

Researchers are more likely to successfully conduct research
in the workplace when they establish and maintain relationships
with powerful organizational leaders [24]. For our study, the
principal investigator leveraged an existing contact to learn
about the organization’s structure and key personnel. Forming
additional relationships with the organization’s leaders was
crucial, as we had to ensure that the environmental sensors to
be installed at the hospital would not adversely affect the
hospital’s technology infrastructure such as Wi-Fi networks,
power outlets, and access. We effectively leveraged our existing
relationship with hospital leadership to form and maintain
relationships with those who gave us feedback and permission
to use sensors in the hospital.

Physiological, behavioral, and contextual data from one's
environment are sensitivein nature [25]. Leadership in ahealth
care setting will likely have concerns about the sensors, so
researchers will be tasked with assuaging such concerns [26].
Leadership will likely want to know how the research team will
ensure anonymity of employee sensor data, and researchers
should provide detail ed information about how the sensorswill
be used, what data will be collected, and how those data will
be used. In our study, engineers who were most knowledgeable
about the sensors explained to leadership what data
environmental sensors would collect (eg, temperature and
humidity) and the purpose for collecting these data (eg, how
does this context impact workers affect, behavior, and
cognition?). By meeting with |eaders who were knowledgeable
about their field and had decision-making authority, we were
able to conduct research with our sensors of choice within a
sensitive environment.

Build Trust With Potential Participants

Obtaining high-quality data hinges on participants feeling that
they can trust the researchers [26]. Wearable sensors may be
perceived as more invasive than self-report surveys, thus,
building trust with potential participants is important in
sensor-based research. L etting health care employees know that
sensor data can provide insights into the demanding nature of
their jobs can be an effective way to build trust with and
motivate health care employees to take on the additional tasks
of learning how to use unfamiliar sensors, charge sensors, wear
sensors, and submit sensor data to the research team.

For the TILES study, we attempted to build trust with potential
participants by being clear about the aim of our study and
emphasizing that datawere collected for research purposesonly.
Furthermore, we were sure to note the compensation that
participants would receive for participating. We met with
employees and emphasi zed that because we know that hospital
employees tend to experience high levels of stress [27] and
burnout, we were studying the factors that affected their ability
to thrive at work and perform well. Afterward, we introduced
the novel aspect of sensor-based research and pointed out that
using sensors could unobtrusively collect datato provideinsights
into well-being and job performance. By emphasizing that we
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knew the challenges of their work and highlighting the
advantages of using sensors and the greater impact of our study
on participants and their patients, we built trust and found
common ground via a shared goal.

Informed consent is also a way to reinforce trust with
participants. In our study, we crafted a consent form that
thoroughly explained what was expected of participants and
what data were being collected. We also clearly specified how
we planned to use these data. Although this information was
clearly outlined in the consent form, we learned the importance
of reiterating this information to potential participants during
in-person interactions with them, as some individuals may not
read alengthy, detailed consent form in its entirety.

Eliciting and responding to potential participants concerns
regarding sensors can help build trust with potential participants,
create excitement for the study, yield a larger sample size,
increase compliance, and decrease attrition [28]. Researchers
may ask participantsto wear and interact with unfamiliar sensors
that may be seen as complicated and invasive [29]. Potential
participants may have questions or concerns about such sensors;
therefore, researchers should be prepared to address them.

When introducing our study during our participant recruitment
period, hospital employees expressed concern that the Jelly
phone would record the content of conversations at work. A
research team member who designed the Jelly phone software
met with several employees to show them what the data from
this sensor looked like and explained that the audio featuresin
the study would be used to infer things such as stress and affect.
Employeeswere al so concerned that environmental sensor data
could get back to their bosses who might ask them “What were
you doing here at this time?’ We clarified that location data
would not be shared with hospital management and explained
that environmental sensor datawould allow us to estimate how
much time partici pants spent at the bedside. We wanted to obtain
an estimate of this as hospital leadership and employees said
that patient care providers disliked going to medicine rooms,
which decreased time spent with patients. It isimportant to note
that this information was specified in the consent form that
interested individuals gained access to after hearing about our
study and expressing interest in participating. By engaging in
open dialogue during the recruitment process, we appeased
concerns regarding sensors, which led to participants trusting
both our team and the sensors and expressing interest in
participating.

Recommendation 3: Generate Excitement for Novel,
New Technology During Recruitment

Previous attempts at longitudina studies involving hospital
employees have shown significant barriers with regard to
participant recruitment and retention [30]. We were interested
in learning about employee receptivity to the sensors; therefore,
we took a participatory approach to recruitment. We asked
directors and staff councils that comprised leaders for
recommendations regarding how to initially engage and retain
potential study participants, given that participants would have
to learn how to use unfamiliar sensors and interact with them
daily to collect sensitive data. The overarching recommendation
that emerged from conversations with health care leadership
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was to generate excitement for the sensors used in the study, as
most of thistechnology would be new to participants.

Allow Potential Participantsto I nteract With Sensors

We generated excitement for the sensors by having them on
display at study information tablesin the hospital cafeteriaand
by allowing passersby to interact with them and ask questions.
Having team members on-site can generate initia interest in
the study [31]. Employees showed interest in the OM signal
sensor and Jelly phone, which were the 2 sensors that we
expected them to be unfamiliar with. Upon learning about the
capability of the OM signal sensor to capture breathing and
respiration rate, we received positive feedback about how cool
the sensor and accompanying app were and how it could be nice
to see these data displayed on the app when exercising. Once
employees had the opportunity to interact with the sensors and
learn about emerging technology and its use in daily life, they
seemed more excited about the prospect of joining our study to
try out the sensors.

Per sonally Reach Out to Those Who May Be Wary About
Sensors

Trangdlating initial interest in the sensors into study enrollment
can be challenging. Although some employees may be enticed
by novel sensors and incentives for participating [28], others
may become warier about participating asthey learn more about
the sensors and their interaction with these devices. Researchers
can decrease feelings of caution by personally reaching out to
these individuals.

During recruitment, we identified a gap between the number of
individuals who expressed initial interest and the number of
individuals who signed up for an enrollment session. We
contacted these individual s and learned that many of them had
guestions about the sensors, such as how often they would need
to wear each device and if these devices would be safe to wear
inside the hospital (eg, when visiting the magnetic resonance
imaging room). Although much of thisinformation wasincluded
on our study website, we personally reached out to these
individuals and enrolled many of them after answering their
guestions. We encourage researchers to anticipate hesitance
from potential participants in sensor-based research and
personally reach out to effectively translate interest into study
enrollment.

Consider the Level of Detail Needed When Introducing
Sensors

Thedesign and content of paper recruitment materials can affect
an individual’s decision to participate in aresearch study [32].
Researchers must balance informative yet brief content to
engage the reader and must decide what sensor-related content,
if any, to include. Although listing unfamiliar sensors may be
meaningless or intimidating to potential participants, the
enjoyment gained from learning about new products and
technologies motivates people to participate in
technology-related activities [33].

In our study recruitment materials, we emphasized the
opportunity to be a part of a ground-breaking study that used
cutting-edge technology. Paper materials contained a QR code
that employees could easily scan with their mobile phoneto be
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taken to our website to learn about the sensors. We encourage
researchersto carefully consider how to best introduce the aspect
of wearable sensorsin their recruitment materials.

Recommendation 4: Monitor | ncoming Sensor Data to
Troubleshoot Sensor | ssues

Monitoring incoming sensor data can help researchersidentify
technology glitches or participant issues with sensors that may
otherwise go unnoticed or unreported. Thisrecommendationis
based on challenges we encountered during the study and the
real-time solutions that we generated as well as post hoc
reflections about what strategiesworked. Not all sensors provide
feedback regarding data quality and volume. In this case,
researchers may have to rely on third-party quality metrics or
ateam member who iswell versed on dataanalysisto determine
what constitutes sensor data issues.

Monitoring Sensor Data to | dentify Technology Glitches

Researchers should anticipate issues that may arise with
wearabl e sensors, such as sensors breaking or companion apps
crashing [34]. Participants may not be aware that a sensor or
related software is malfunctioning; however, researchers may
be able to identify when such an event occurs by monitoring
the incoming sensor data.

The Jelly phone used in our study wasinitially programmed for
voice activity detection to turn on the audio capture only after
detecting voca signals[35]; the battery lasted for approximately
10 to 12 hours for internal pilot testers in a university setting.
While monitoring incoming Jelly data from hospital pilot
participants, we noticed that we only received acouple of hours
of Jelly datafrom afew participants. We learned that the Jelly
battery died after acouple hours because of the high noise level
in the hospital; thus, participants stopped wearing the Jelly. We
reprogrammed the device to turn on only for a fixed duration
of time (20 seconds) to savethe battery. By monitoring incoming
sensor data, weidentified atechnical glitch with our sensor and
quickly developed an effective solution.

We also set up weekly calls with the manufacturers of OM
signal, who provided us with usage statistics such as frequency
of wear and data quality. We flagged 15.1% (32/212) of
participants to check on and remeasured them to ensure
appropriate sizing, checked that their companion app was
collecting and sending data as expected, and reinstructed them
on how to use this sensor. These issues may have otherwise
gone unnoticed; therefore, we recommend that researchers
monitor incoming data for both quality and volume and reach
out in person to participants who fall below a predetermined
threshold for both [36].

Monitor Sensor Datato I dentify Participant | ssues With
Sensors

| dentifying unique participant issues with sensorsisimportant,
as compliance with longitudinal research and sensors can be
challenging [28,37], and researchers may ask participants to
wear sensors that may be uncomfortable [38]. Monitoring
incoming data alows researchers to identify sparse or
low-quality sensor data, which may indicate a participant issue
with the sensor, and take appropriate action [11,39].
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By monitoring incoming OM signal data, we identified that
several participants stopped wearing the garment, whereas
several others only wore the garments for a couple of hourson
each workday. We determined that 10% of participants
experienced chafing, rashes, or genera discomfort with the
garment. For mild discomfort, we instructed participants to
apply abit of water or aloe verato the electrodes that pressed
against the skin. This solution decreased discomfort of several
participants. Participants who experienced severe discomfort
were instructed to refrain from wearing the garment for a few
days, however, 5% continued to experience discomfort. We
allowed these participants to participate without wearing the
garment. We encourage researchers to anticipate that some
participants may find certain wearable sensors uncomfortable
and may fail to report instances of discomfort. Monitoring the
incoming sensor data can help researchers identify how to
accommodate participants and the unique issues they may
experience with wearable sensors.

Monitor Sensor Datato Keep Abreast of Unresolved | ssues

Depending on the sample size, number of sensors used in the
study, and ease of participant sensor use, it may be challenging
to identify and keep abreast of unresolved issues. Monitoring
sensor data can help researchers ensure that the myriad of
potential sensor issues that may arise do not go unnoticed or
unresolved.

By monitoring incoming sensor data, we learned that data
sparsity or low-quality data could be due to severa things (eg,
forgetting how to charge a sensor and not having astrong Wi-Fi
connection when uploading data). We developed a shared
logbook to note which participants had sparse or low-quality
data so that we could follow up and assist them. We aso
developed a companion frequently asked
guestions/troubleshooting document that team members could
reference to resolve sensor-rel ated i ssues. Monitoring incoming
data to manage and keep abreast of the different sensor issues
allowed us to facilitate a smooth participant experience with
the sensors.

Recommendation 5: Consider the Logistical Constraints
of Sensor-Based Research

Researchers conducting sensor-based research will likely be
constrained in their ability to purchase their most desired sensors

Table 3. Cost of sensors.
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or receive sensors in a timely manner. Although there is a
seemingly endless number of constraintsthat may arise, budget
and manufacturer constraints are 2 aspects of sensor-based
research that can greatly impact the participant experience and
study timeline. Thus, we urge researchers to consider the
logistical constraints of sensor-based research, based on the
challenges we encountered during the study, and on post hoc
reflection about how we successfully navigated such challenges.

Consider Budget Constraints During Sensor Selection

The researcher’s budget should be carefully considered when
selecting sensors to be used in data collection. Although other
criteria, such as battery life and ease of participant use should
also be considered during sensor selection, the suite of sensors
that aresearcher chooseswill ultimately be constrained by their
budget [40]. Having a member of the research team who is
well-versed in contractual obligations or financial resourcesis
essential.

We tested several different sensors for our study and came to
our final decision based on affordability, ease of participant use,
and quality of data obtained. The cost of sensors (wearable and
environmental) and sensor-related products was US $233,000
(US $1142 per participant; see Table 3). Each participant
received 1 Fitbit Charge 2, 1 OM signal sensor, and 1 Jelly
phone; however, we purchased extra sensors to accommodate
sensors malfunctioning or breaking. In addition, we purchased
a surplus of OM signal garments as we did not know the
accurate size breakdown of our participants until after they
enrolled in the study. Additional sensor-related costs included
US $5000 for charging hubs and charging cables to make
charging various sensors easy for participants and US $13,000
for 64 iPod touches to accommodate Android phone users who
could not access the OM signal app without an Apple device.
Our project manager who was well versed in our study budget
was essential to the sensor selection and purchasing process.

Researchers should also consider the cost of incentivizing
participants to wear sensors. The compensation for complying
with sensor-related study procedures may be influenced by
several factors including how often participants are asked to
wear the sensor, how comfortable the sensor is, and ease of
participant interaction with the sensor [36]. For this study,
structuring these incentives to be motivating enough to
encourage compliance, while staying within budget, was crucial.

Sensor Quantity, n Unitprice  Total price  Total/person (n=204)
(US9) (Uss9) (Us9y)

OM signal 250 boxes and 1250 garments 250 429 107,250 525.74

Jelly phones 250 138 34,500 169.12

Owl-in-one: Bluetooth data hub and Bluetooth device proximity sensor 261 155 40,455 198.31

Minew beacons (Bluetooth environment data sensors) 139 16 2224 10.90

Fitbit Charge 2 250 124 31,000 151.96

Tota _a — 215,429 1056

3ot applicable.
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We used recommendations from Lawler [41] to guide the
development of our incentive system. We made it clear what
behaviors were required to obtain the reward, and we made the
incentives desirable to participants [41]. For example,
participants received US $75 for completing an in-person
enrollment session, during which they received their sensors
and instructions for use. We also paid participants between US
$10 to US $25 in a prepaid Visa gift card each week based on
their level of weekly compliance in wearing sensors and
answering surveys. To determine compensation for each week
of participation, we generated alist of actionsthey could do for
each day and allotted a specific number of pointsto each action.
At the end of the study, we distributed grand prizes to the top
3 participants in each wave who earned the most points
throughout the 10 weeks (ie, US $250, US $200, and US $150,
respectively). Such incentives highlight the magnitude of
investment that may be necessary to conduct a sensor-based
study, so we encourage researchers to consider the cost of
incentivizing participantsto interact with sensorswhile planning
a sensor-based study.

Consider Sensor Manufacturer Constraints

Researchers should anticipate constraints from sensor
manufacturers when planning and conducting a sensor-based
study. Manufacturers may run into production delays and may
be unable to deliver sensors in accordance with the expected
shipment schedule [42]. These events may delay the research
team's timeline; therefore, constant communication and
trangparency with sensor manufacturersare crucia to the success
of a sensor-based study.

Developing good rapport with sensor manufacturers helped us
navigate the constraints of sensor-based research. The nature
of our study required us to have all wearable sensors in hand
before the study began. The OM signal garments were madeto
order and required 6 to 8 weeks of manufacturing and shipping

Textbox 1. Summary of recommendations.
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time, which was challenging to navigate with a tight timeline
and budget approval delays. In addition, batch ordering hundreds
of sensors and receiving them on time was an obstacle, as the
manufacturers were unable to process new orders during
holidays. Finally, there were times when we had to exchange
sensors for different sizes. When experiencing such issues, we
expressed the urgency of timely delivery to the manufacturers,
who accommodated us by sending sensorsin partial shipments,
so that we had enough sensors to cover our initial needs. We
encourage researchers to delegate a few team members to
establishing and maintaining relationships with sensor
manufacturers, asdoing so will likely help researchers navigate
any manufacturer constraints that arise.

Discussion

Key Takeaways

Researchers will likely encounter several challenges when
conducting sensor-based research. Pilot testing sensors and
software early and often can hel p researchersiteratively improve
the study procedures and user experience with sensors before
the study begins. Building trust, both with key stakeholdersand
potential study participants who may be wary of sensor-based
data collection and concerned about privacy, can aid in the
recruitment of study participants and compliance with complex
study procedures such as interacting with unfamiliar sensors.
Researchers should aim to generate excitement for these novel
sensors and technology during recruitment to spark initial
interest in the study. Once the study is underway, monitoring
incoming sensor data can help researchers troubleshoot issues
that may have gone unnoticed. Finally, we urge researchers to
consider the logistical constraints of sensor-based research.
These general recommendations (summarized in Textbox 1)
can be adapted to different apps of sensor technology.

sensors to be used.

Generate excitement for novel, new technology during recruitment.

Monitor incoming sensor data to troubleshoot sensor issues.

a M~ w DN

Consider the logistical constraints of sensor-based research.

1. Conduct pilot tests of sensors and software early and do so several times to anticipate what works well and what challenges may arise with the

Build trust with health care leadership and potentia participants who may be wary of sensor-based data collection and concerned about privacy.

Limitations

We are confident that the recommendations put forth in this
study will help facilitate asmoother investigator and participant
experience with sensors. There are, however, several limitations
of thisstudy. The recommendationsin this study were grounded
in the existing literature, feedback from organizational
leadership, challenges we encountered along the way and the
solutions we generated, and post hoc reflections. This study
would be strengthened with additional statistics demonstrating
the effectiveness of each recommendation. These data, however,
were either unavailable or challenging to quantify. For example,
hospital leadership emphasized the importance of generating
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excitement for novel, new sensor technology rather than rattle
off alist of unfamiliar sensorsto participants. We recall seeing
spikes in the number of participants who indicated interest on
our website immediately after we spoke with them.
Unfortunately, we did not keep track of the specific days and
times that we spoke to participants and relayed information
about “exciting” sensors; keeping such alog would have allowed
us to provide descriptive statistics to speak to the effectiveness
of this strategy. However, upon thoughtful reflection, feedback
from participants, and seeing the number of interested
individualsincreaseimmediately after we conducted events (eg,
having a study information booth in the hospital cafeteria), we
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are confident that this (and other strategies) was effective in
having the intended impact.

We limited the recommendations in this study to those that
related specifically to the sensors; were believed to have had
the greatest impact with regard to ecological validity, security,
and efficiency; and could be generalized to other sensor-based
research efforts. Therefore, researchers should consider the
recommendations we provide within the broader scope of
sensor-based research and not look to this study as the sole
source of recommendations for implementing such a study. For
example, other sensor-specific recommendations may relate to
sensor selection (eg, learning how to prioritize ease of use,
battery life, data quality, and cost) or implementing strategies
to encourage participant compliance with sensors.

Another limitation is that we focus on using sensors to meet a
specific goal in a specific population in a specific context.
Although the primary aim of this study was to provide
researchers with insight into assessing overworked, shift-based
employees with sensors, we acknowledge that these
recommendations may be applicable and helpful to those who
wish to use sensors for other purposes. To overcome this
limitation, the following section discusses how these
recommendations can apply to an area that is aready seeing
significant growth from sensor-based data collection:
telemedicine/remote patient monitoring.

Health Care Applications of Sensor Technology

Advancements in wearable sensor technology and wireless
communications allow for real-time health care monitoring,
which is a promising solution to treating those who live in
remote areas far from medical centers or those who cannot
afford inpatient care. Telemedicine, the integration of mobile
communication with wearable sensors in patients, can be used
to remotely monitor patientswith diverse healthissuesincluding
cardiac disease, diabetes, and autism spectrum disorder [43].
For example, electrodermal activity sensors, aso known as skin
conductance sensors, are effective for monitoring sympathetic
nervous system arousal [44]. These sensors can provide those
with autism spectrum disorder a means of measuring stress or
anxiety when these feelings cannot be verbally or socialy
expressed [44]. The sensors can provide feedback to both
caregivers and patients to help understand causes of stress or
anxiety and help prevent negative behavior [44]. Moving toward
technologiesthat enable continuous, outpatient monitoringisa
cost-effective way to provide heath care; however, hedth
monitoring technology must be comfortable and unobtrusive,
must be simple to use, and must provide privacy and security
[44]. Thus, the recommendations provided in this study are
applicable to the use of sensorsin telemedicine.

Health care providers interested in using sensors to remotely
monitor patients should pilot test sensors early and often. Pilot
testing with the end user allows providers to ensure minimal
discomfort to the patient and freedom of mobility, which allows
the patient to carry out normal activitieswhile under continuous
monitoring. This may enhance the quality of data, as the
patient’s behavior may be closer to how it is when not wearing
sensors [45]. Pilot tests can also be used to test the functional
aspects of sensors, such as the battery life [44,46].
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Building trust with patients and generating excitement for
sensors to facilitate patient health is crucia to the success of
using sensors for remote health care monitoring. A patient may
not believe that the sensor will give good enough signals to
health care providers [45], which may result in the individual
deciding not to wear the sensor as frequently as asked. Health
care providers should appease patient concerns that arise with
sensors, as patients may be inclined to initially reject devices
[47]. Previousresearch identifies such concerns, including being
afraid that the sensor may fall off the skin if they move too
much, being afraid of wearing the sensor, being afraid that it
may suddenly stop working, and worrying that it may bevisible
to others[45]. In addition, patients may be concerned about the
security and privacy of sensor-based data [47]. In this case,
health care providers could discuss a patient-centric access
policy with the patient, in which different privacy levels could
be assigned to the sensor data, based on sensitivity. Different
access privileges could then be assigned to health care providers
based on their role[47]. Informing patients about the feasibility
of using sensors in their daily lives and providing instructions
for use can help patients trust the health care providers and the
sensors themselves. Health care providers can aso highlight
the advantages of continuous, sensor-based patient monitoring,
such as decreased cost and less time spent going to a clinic or
to the patient. Highlighting these exciting advances in
technology that result in decreased patient burden can help
health care providers successfully implement wearabl e sensors
into a patient’s health care plan.

Monitoring incoming sensor data allows health care providers
to help patients in rea time. Sensors may have different
interfaces, one for patients and one for health care providers,
allowing for monitoring of incoming data. In one study,
researchers employed a wearable sensor that extracted cardiac
parameters such as heart rate and blood pressure to help in the
early detection of diseases such as hypertension. The patient
interface was the wearabl e sensor. This sensor extracted medical
information from patients and used Bluetooth to transmit the
data to an Android-based listening port, which transferred
information to the Web server to show reports on the doctor
interface [43]. This Web interface allowed doctors and medical
centers to simultaneously view and diagnose patients' medical
status. For example, the Web interface had amodul e containing
alarming messages (eg, signaling arrhythmia) generated by the
Android-based listening port. The interface al'so had location
records so that the doctor could track the patient’s location and
send an ambulance to the patient, if needed [43]. Monitoring
incoming sensor data may literally be the difference between
life and death in remote patient monitoring.

Finally, we encourage health care providers to consider the
logistical constraints of sensor-based patient monitoring. For
exampl e, health care providers may access sensor-based patient
datafor multiple patients at once [43]. In this case, the provider
must consider the cost involved in abtaining sensors, teaching
multiple patients how to use sensors, monitoring sensor data,
and taking appropriate action (eg, calling an ambulance) during
monitoring. Considering such constraints, in terms of cost and
labor, will likely impact the patient experience. Sensor
manufacturer constraints should also be considered when
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selecting sensors for remote patient monitoring. Delays in
manufacturing or shipment may have a more adverse impact
on the end user, as health care providerswho carefor critically
ill patients may have less flexibility in their timeline than
researchers. Being mindful of the constraints of
sensor-facilitated health care can help facilitate a smoother
patient monitoring experience.

Conclusions

Advances in sensor-based technology allow for new ways of
obtaining continuous physiological datafromindividualsinreal
time. Furthermore, these sensors can alow researchers to

L'Hommedieu et al

measure thingsthat are difficult to measure with self-report and
can potentially reduce the participant’s burden. Although
exciting, these new methods of data collections pose new
challenges to researchers and require them to adapt new skills.
Nevertheless, we are confident that implementing the
recommendations in this study will facilitate successful study
implementation and a smooth participant experience for
investigators who are interested in conducting research with
sensors and will provide patient care providers with insights
into how to successfully use sensors for applications such as
remote patient monitoring.

Acknowledgments

The research is based upon work supported by the Office of the Director of National Intelligence (ODNI), Intelligence Advanced
Research Projects Activity (IARPA), via lARPA Contract No 2017-17042800005. The views and conclusions contained herein
are those of the authors and should not be interpreted as necessarily representing the official policies or endorsements, either
expressed or implied, of the ODNI, IARPA, or the US Government. The US Government is authorized to reproduce and distribute
reprints for Governmental purposes notwithstanding any copyright annotation thereon.

Conflictsof Interest
None declared.

References

1.

Schmidt FL, Hunter JE. The validity and utility of selection methods in personnel psychology: practical and theoretical
implications of 85 years of research findings. Psychol Bull 1998;124(2):262-274 [FREE Full text] [doi:
10.1037/0033-2909.124.2.262]

2. Wright TA, Bonett DG. Therole of pleasantness and activation-based well-being in performance prediction. JOccup Health
Psychol 1997;2(3):212-219. [doi: 10.1037/1076-8998.2.3.212]

3. Wright T, Cropanzano R. Psychological well-being and job satisfaction as predictors of job performance. J Occup Health
Psychol 2000 Jan;5(1):84-94. [doi: 10.1037/1076-8998.5.1.84] [Medline: 10658888]

4.  JudgeTA, Thoresen CJ, Bono JE, Patton GK. Thejob satisfaction-job performance rel ationship: aqualitative and quantitative
review. Psychol Bull 2001 May;127(3):376-407. [doi: 10.1037/0033-2909.127.3.376] [Medline: 11393302]

5.  Barrick MR, Mount MK. The big five personality dimensions and job performance: a meta-analysis. Pers Psychol Durh
1991;44(1):1-26. [doi: 10.1111/j.1744-6570.1991.tb00688.X]

6. Donaldson S, Grant-Vallone E. Understanding self-report bias in organizationa behavior research. J Bus Psychol 2002
Dec;17(2):245-260. [doi: 10.1023/A:1019637632584]

7.  Bonato P. Wearable sensorg/systems and their impact on biomedical engineering. IEEE Eng Med Biol Mag 2003;22(3):18-20.
[doi: 10.1109/MEMB.2003.1213622]

8.  Mukhopadhyay SC. Wearable sensorsfor human activity monitoring: areview. |EEE Sensors J2015 Mar;15(3):1321-1330.
[doi: 10.1109/JSEN.2014.2370945]

9. BalujaS, Pomerleau D. Non-Intrusive Gaze Tracking Using Artificial Neural Networks. In: Adv Neural Inf Process Syst.
1994 Presented at: Neural Information Processing Systems; 1994; Denver, CO, USA p. 460.

10. BerlinJ, Storti K, Brach J. Using activity monitors to measure physical activity in free-living conditions. Phys Ther 2006
Aug;86(8):1137-1145. [doi: 10.1093/ptj/86.8.1137] [Medline: 16879047]

11. Chaffin D, Heidl R, Hollenbeck JR, Howe M, Yu A, Voorhees C, et a. The promise and perils of wearable sensorsin
organizational research. Organ Res Methods 2017;20(1):3-31. [doi: 10.1177/1094428115617004]

12. Patterson SM, Krantz DS, Montgomery LC, Deuster PA, Hedges SM, Nebel LE. Automated physical activity monitoring:
validation and comparison with physiological and self-report measures. Psychophysiology 1993 May;30(3):296-305. [doi:
10.1111/j.1469-8986.1993.tb03356.x] [Medline: 8497559]

13. Kozey-Keadle S, Libertine A, Lyden K, Staudenmayer J, Freedson PS. Validation of wearable monitors for assessing
sedentary behavior. Med Sci Sports Exerc 2011 Aug;43(8):1561-1567. [doi: 10.1249/M SS.0b013e31820cel74] [Medline:
21233777]

14. Olguin D, Gloor P, Pentland A. Wearable Sensors for Pervasive Healthcare Management. In: Proceedings of the 2009 3rd
International Conference on Pervasive Computing Technologies for Healthcare. 2009 Presented at: PervasiveHealth'09;
April 1-3, 2009; London, UK. [doi: 10.4108/icst.pervasivehealth2009.6033]

15.

https://mhealth.jmir.org/2019/12/€13305

Levin WC. Agestereotyping: college student evaluations. Res Aging 1988;10(1):134-148. [doi: 10.1177/0164027588101007]

JMIR Mhealth Uhealth 2019 | vol. 7 | iss. 12 | €13305 | p.13
(page number not for citation purposes)


http://dx.doi.org.libproxy2.usc.edu/10.1037/0033-2909.124.2.262
http://dx.doi.org/10.1037/0033-2909.124.2.262
http://dx.doi.org/10.1037/1076-8998.2.3.212
http://dx.doi.org/10.1037/1076-8998.5.1.84
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=10658888&dopt=Abstract
http://dx.doi.org/10.1037/0033-2909.127.3.376
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=11393302&dopt=Abstract
http://dx.doi.org/10.1111/j.1744-6570.1991.tb00688.x
http://dx.doi.org/10.1023/A:1019637632584
http://dx.doi.org/10.1109/MEMB.2003.1213622
http://dx.doi.org/10.1109/JSEN.2014.2370945
http://dx.doi.org/10.1093/ptj/86.8.1137
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=16879047&dopt=Abstract
http://dx.doi.org/10.1177/1094428115617004
http://dx.doi.org/10.1111/j.1469-8986.1993.tb03356.x
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=8497559&dopt=Abstract
http://dx.doi.org/10.1249/MSS.0b013e31820ce174
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21233777&dopt=Abstract
http://dx.doi.org/10.4108/icst.pervasivehealth2009.6033
http://dx.doi.org/10.1177/0164027588101007
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH L'Hommedieu et &

16.

17.

18.

19.

20.

21

22.

23.

24,

25.

26.

27.

28.

29.

30.

31.

32.

33.

35.

36.

37.

38.

Zenonos A, Khan A, Kalogridis G, Vatsikas S, Lewis T, Sooriyabandara M. HealthyOffice: Mood Recognition at Work
Using Smartphones and Wearable Sensors. In: Proceedings of the 2016 |EEE International Conference on Pervasive
Computing and Communi cation Workshops. 2016 Presented at: PerCom Workshops'16; March 14-18, 2016; Sydney, NSW,
Austraia. [doi: 10.1109/percomw.2016.7457166]

Rachuri K, Musolesi M, Mascolo C, Rentfrow P, Longworth C, Aucinas A. EmotionSense: A Mobile Phones Based Adaptive
Patform for Experimental Social Psychology Research. In: Proceedings of the 12th ACM international conference on
Ubiquitous computing. 2010 Presented at: UbiComp'10; September 26-29, 2010; Copenhagen, Denmark p. 281-290. [doi:
10.1145/1864349.1864393]

LiKamWaR, LiuY, Lane N, Zhong L. MoodScope: Building a Mood Sensor from Smartphone Usage Patterns. In:
Proceeding of the 11th Annual International Conference on Mobile Systems, Applications, and Services. 2013 Presented
at: MobiSys'13; June 25-28, 20132013; Taipei, Taiwan. [doi: 10.1145/2462456.2483967]

van Teijlingen E, Hundley V. The importance of pilot studies. Nurs Stand 2002;16(40):33-36. [doi:
10.7748/ns2002.06.16.40.33.c3214] [Medline: 12216297]

Bao L, Intille SS. Activity recognition from user-annotated acceleration data. In: Ferscha A, Mattern F, editors. Pervasive
Computing. Berlin Heidelberg: Springer; 2004:1-17.

Davis FD, Bagozzi RP, Warshaw PR. User acceptance of computer technology: a comparison of two theoretical models.
Manag Sci 1989;35(8):982-1003. [doi: 10.1287/mnsc.35.8.982]

Nasir S, Yurder Y. Consumers and physicians' perceptions about high tech wearable health products. Procedia - Soc Behav
Sci 2015;195:1261-1267. [doi: 10.1016/j.sbspro.2015.06.279]

Christopher S, Watts V, McCormick AK, Young S. Building and maintaining trust in a community-based participatory
research partnership. Am J Public Health 2008 Aug;98(8):1398-1406. [doi: 10.2105/AJPH.2007.125757] [Medline:
18556605]

Harrison M, Shirom A. Organizational Diagnosisand Assessment: Bridging Theory and Practice. Thousand Oaks, California:
Sage Publications; 1998.

Raij A, Ghosh A, Kumar S, Srivastava M. Privacy Risks Emerging from the Adoption of Innocuous Wearable Sensorsin
the Mobile Environment. In: Proceedings of the SIGCHI Conference on Human Factors in Computing Systems. 2011
Presented at: CHI'11; May 7-12, 2011; Vancouver, BC, Canada. [doi: 10.1145/1978942.1978945]

Cummings TG, Worley CG. Organizational Development & Change. Ninth Edition. Mason, OH, USA: Cengage L earning;
2009.

Sherman DW. Nurses' stress & burnout. How to care for yourself when caring for patients and their families experiencing
life-threatening illness. Am JNurs 2004 May;104(5):48-56; quiz 57. [doi: 10.1097/00000446-200405000-00020] [Medline:
15166716]

Fisher CD, To ML. Using experience sampling methodol ogy in organi zational behavior. JOrgan Behav 2012;33(7):865-877.
[doi: 10.1002/job.1803]

Pantelopoulos A, Bourbakis N. A survey on wearable biosensor systems for health monitoring. Conf Proc IEEE Eng Med
Biol Soc 2008;2008:4887-4890. [doi: 10.1109/| EM BS.2008.4650309] [Medline: 19163812]

Broyles LM, Rodriguez KL, Price PA, Bayliss NK, Sevick MA. Overcoming barriers to the recruitment of nurses as
participants in health care research. Qual Health Res 2011 Dec;21(12):1705-1718. [doi: 10.1177/1049732311417727]
[Medline: 21844286]

Lindsay J. Getting the numbers: the unacknowledged work in recruiting for survey research. Field Methods
2005;17(1):119-128. [doi: 10.1177/1525822X04271028]

Peck LE, Sharpe PA, BurroughsEL , Granner ML. Recruitment strategies and costsfor acommunity-based physical activity
program. Health Promot Pract 2008 Apr;9(2):191-198. [doi: 10.1177/1524839906292819] [Medline: 17494948]
EismaR, Dickinson A, Goodman-Deane J, Mival O, Syme A, Tiwari L. Mutual inspiration in the development of new
technology for older people. In: Mutual inspiration in the development of new technology for older people Jan 1. 2003
Presented at: Proceedings of Include; 2003; London, UK p. 25-28.

Eaton C, Plaisant C, Drizd T. Visualizing missing data: graph interpretation user study. In: Human-Computer Interaction
- INTERACT 2005. Berlin Heidelberg: Springer; 2005:861-872.

Feng T, Nadargjan A, Vaz C, Booth B, Narayanan S. TILES Audio Recorder: An Unaobtrusive Wearable Solution to Track
Audio Activity. In: Proceedings of the 4th ACM Workshop on Wearable Systems and Applications. 2018 Presented at:
WearSys'18; June 10-10, 2018; Munich, Germany p. 33-38. [doi: 10.1145/3211960.3211975]

Musthag M, Raij A, Ganesan D, Kumar S, Shiffman S. Exploring Micro-Incentive Strategies for Participant Compensation
in High-Burden Studies. In: Proceedings of the 13th International Conference on Ubiquitous Computing. 2011 Presented
at: UbiComp'11; September 17-21, 2011; Beijing, China p. 435-444. [doi: 10.1145/2030112.2030170]

Ananthanarayan S, Sheh M, Chien A, ProfitaH, Siek K. PT Viz: Towards a Wearable Device for Visualizing Knee
Rehabilitation Exercises. In: Proceedings of the SIGCHI Conference on Human Factors in Computing Systems. 2013
Presented at: CHI'13; April 27-May 2, 2013; Paris, France p. 1247-1250. [doi: 10.1145/2470654.2466161]

Intille SS, Lester J, Sallis JF, Duncan G. New horizons in sensor development. Med Sci Sports Exerc 2012 Jan;44(1 Suppl
1):S24-S31 [FREE Full text] [doi: 10.1249/M SS.0b013e3182399c7d] [Medline: 22157771]

https://mheslth.jmir.org/2019/12/e13305 JMIR Mhealth Uhealth 2019 | vol. 7 | iss. 12 | €13305 | p.14

(page number not for citation purposes)


http://dx.doi.org/10.1109/percomw.2016.7457166
http://dx.doi.org/10.1145/1864349.1864393
http://dx.doi.org/10.1145/2462456.2483967
http://dx.doi.org/10.7748/ns2002.06.16.40.33.c3214
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=12216297&dopt=Abstract
http://dx.doi.org/10.1287/mnsc.35.8.982
http://dx.doi.org/10.1016/j.sbspro.2015.06.279
http://dx.doi.org/10.2105/AJPH.2007.125757
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=18556605&dopt=Abstract
http://dx.doi.org/10.1145/1978942.1978945
http://dx.doi.org/10.1097/00000446-200405000-00020
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=15166716&dopt=Abstract
http://dx.doi.org/10.1002/job.1803
http://dx.doi.org/10.1109/IEMBS.2008.4650309
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=19163812&dopt=Abstract
http://dx.doi.org/10.1177/1049732311417727
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21844286&dopt=Abstract
http://dx.doi.org/10.1177/1525822X04271028
http://dx.doi.org/10.1177/1524839906292819
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=17494948&dopt=Abstract
http://dx.doi.org/10.1145/3211960.3211975
http://dx.doi.org/10.1145/2030112.2030170
http://dx.doi.org/10.1145/2470654.2466161
http://europepmc.org/abstract/MED/22157771
http://dx.doi.org/10.1249/MSS.0b013e3182399c7d
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=22157771&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH L'Hommedieu et &

39.

40.

41.

42.

43.

45,

46.

47.

Bonnici T, Orphanidou C, Vallance D, Darrell A, Tarassenko L. Testing of Wearable Monitorsin a Real-World Hospital
Environment: What Lessons Can Be Learnt? In: Proceedings of the 2012 Ninth International Conference on Wearable and
Implantable Body Sensor Networks. 2012 Presented at: BSN'12; May 9-12, 2012; London, UK p. 79-84. [doi:
10.1109/bsn.2012.31]

Tait L. Dr Lynda Tait. 2014. How to Build a Strong Research Team: Tips on What Funders Are Looking for. URL: https:/
/www.lyndatait.com/bl 0g/2014/2/25/how-to-buil d-a-strong-research-team-ti ps-on-what-funders-are-l ooking-for [accessed
2019-07-15]

Lawler EE. Thenew pay: astrategic approach. Compens Benefits Rev 1995;27(4):14-22. [doi: 10.1177/088636879502700404]
Ruppert T, Abonyi J. Software sensor for activity-time monitoring and fault detection in production lines. Sensors (Basel)
2018 Jul 19;18(7):pii: E2346 [FREE Full text] [doi: 10.3390/s18072346] [Medline: 30029510]

Kakria P, Tripathi NK, Kitipawang P. A real-time health monitoring system for remote cardiac patients using smartphone
and wearable sensors. Int J Telemed Appl 2015;2015:373474 [FREE Full text] [doi: 10.1155/2015/373474] [Medline:
26788055]

Fletcher R, Poh MZ, Eydgahi H. Wearabl e sensors: opportunities and challenges for low-cost health care. Conf Proc IEEE
Eng Med Biol Soc 2010;2010:1763-1766. [doi: 10.1109/|EMBS.2010.5626734] [Medline: 21096416]

Fendli R, Pedersen PE, Gundersen T, Hejlesen O. Sensor acceptance model — measuring patient acceptance of wearable
sensors. Methods Inf Med 2018 Jan 19;47(01):89-95. [doi: 10.3414/ME9106]

Maharatna K, Mazomenos E, Morgan J, Bonfiglio S. Towards the Development of Next-generation Remote Healthcare
System: Some Practical Considerations. In: Proceedings of the 2012 |EEE International Symposium on Circuitsand Systems.
2012 Presented at: ISCAS'12; May 20-23, 2012; Seoul, South Korea. [doi: 10.1109/iscas.2012.6270390]

Liang X, BaruaM, Chen L, LuR, Shen X, Li X, et al. Enabling pervasive healthcare through continuous remote health
monitoring. |EEE Wireless Commun 2012;19(6):10-18. [doi: 10.1109/MWC.2012.6393513]

Abbreviations

IARPA: Intelligence Advanced Research Projects Activity
ODNI: Office of the Director of National Intelligence
TILES: Tracking Individual Performance with Sensors

Edited by G Eysenbach; submitted 10.01.19; peer-reviewed by C Fisher, B Johnson, K Huckvale; comments to author 27.04.19;
revised version received 12.08.19; accepted 01.10.19; published 10.12.19.

Please cite as:

L'Hommedieu M, L'Hommedieu J, Begay C, Schenone A, Dimitropoulou L, Margolin G, Falk T, Ferrara E, Lerman K, Narayanan S
Lessons Learned: Recommendations For Implementing a Longitudinal Sudy Using Wearable and Environmental Sensorsin a Health
Care Organization

JMIR Mhealth Uhealth 2019;7(12):e13305

URL: https://mhealth.jmir.org/2019/12/e13305

doi:10.2196/13305

PMID: 31821155

©Michelle L'Hommedieu, Justin L'Hommedieu, Cynthia Begay, Alison Schenone, Lida Dimitropoulou, Gayla Margolin, Tiago
Fak, Emilio Ferrara, Kristina Lerman, Shrikanth Narayanan. Originaly published in IMIR mHeath and uHeath
(http://mhealth.jmir.org), 10.12.2019. Thisisan open-access article distributed under theterms 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 http://mhealth.jmir.org/, as well asthis copyright and license information must
be included.

https://mhealthjmir.org/2019/12/13305 JMIR Mhealth Uhealth 2019 | vol. 7 |iss. 12 | €13305 | p.15

RenderX

(page number not for citation purposes)


http://dx.doi.org/10.1109/bsn.2012.31
https://www.lyndatait.com/blog/2014/2/25/how-to-build-a-strong-research-team-tips-on-what-funders-are-looking-for
https://www.lyndatait.com/blog/2014/2/25/how-to-build-a-strong-research-team-tips-on-what-funders-are-looking-for
http://dx.doi.org/10.1177/088636879502700404
http://www.mdpi.com/resolver?pii=s18072346
http://dx.doi.org/10.3390/s18072346
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=30029510&dopt=Abstract
https://dx.doi.org/10.1155/2015/373474
http://dx.doi.org/10.1155/2015/373474
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=26788055&dopt=Abstract
http://dx.doi.org/10.1109/IEMBS.2010.5626734
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=21096416&dopt=Abstract
http://dx.doi.org/10.3414/ME9106
http://dx.doi.org/10.1109/iscas.2012.6270390
http://dx.doi.org/10.1109/MWC.2012.6393513
https://mhealth.jmir.org/2019/12/e13305
http://dx.doi.org/10.2196/13305
http://www.ncbi.nlm.nih.gov/entrez/query.fcgi?cmd=Retrieve&db=PubMed&list_uids=31821155&dopt=Abstract
http://www.w3.org/Style/XSL
http://www.renderx.com/

JMIR MHEALTH AND UHEALTH Ta et d

Review

Digital Health Behavior Change Technology: Bibliometric and
Scoping Review of Two Decades of Research

Fawad Taj*; Michel C A Klein', PhD; Aart van Halteren™?, PhD

Lvrije Universiteit Amsterdam, Amsterdam, Netherlands
2philips Research, Eindhoven, Netherlands

Corresponding Author:
Fawad Tgj

Vrije Universiteit Amsterdam
De Boelelaan 1105
Amsterdam, 1081 HV
Netherlands

Phone: 31 0205982310

Email: f.taj @vu.nl

Abstract

Background: Research on digital technology to change health behavior has increased enormously in recent decades. Due to
theinterdisciplinary nature of this topic, knowledge and technologies from different research areas are required. Up to now, it is
not clear how the knowledge from those fields is combined in actual applications. A comprehensive analysis that systematically
maps and explores the use of knowledge within this emerging interdisciplinary field is required.

Objective: Thisstudy aimsto provide an overview of the research areaaround the design and development of digital technologies
for health behavior change and to explore trends and patterns.

Methods: A bibliometric analysisis used to provide an overview of the field, and a scoping review is presented to identify the
trends and possible gaps. The study is based on the publications related to persuasive technologies and health behavior change
in the last 18 years, as indexed by the Web of Science and Scopus (317 and 314 articles, respectively). In the first part, regional
and time-based publishing trends; research fields and keyword co-occurrence networks; influential journas; and collaboration
network between influential authors, countries, and institutions are examined. In the second part, the behavioral domains,
technological means and theoretical foundations are investigated via a scoping review.

Results. Theliterature reviewed shows a clear and emerging trend after 2001 in technol ogy-based behavior change, which grew
exponentially after the introduction of the smartphone around 2009. Authors from the United States, Europe, and Australia have
the highest number of publicationsin thefield. Thethree most active research areas are computer science, public and occupational
health, and psychology. The keyword “mhealth” was the dominant term and predominantly used together with theterm “ physical
activity” and “ehealth”. A total of three strong clusters of coauthors have been found. Nearly half of the total reported papers
were published in three journals. The United States, the United Kingdom, and the Netherlands have the highest degree of author
collaboration and astrong institutional network. Mobile phones were most often used as atechnology platform, regardless of the
targeted behavioral domain. Physical activity and healthy eating were the most frequently targeted behavioral domains. Most
articles did not report about the behavior change techniques that were applied. Among the reported behavior change techniques,
goal setting and self-management were the most frequently reported.

Conclusions: Closer cooperation and interaction between behavioral sciencesand technological areasis needed, so that theoretical
knowledge and new technological advancements are better connected in actual applications. Eventually, this could result in a
larger societal impact, an increase of the effectiveness of digital technologies for health behavioral change, and more insight in
the relationship between behavioral change strategies and persuasive technologies' effectiveness.

(JMIR Mhealth Uhealth 2019;7(12):€13311) doi:10.2196/13311
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Introduction

In the past two decades, researchers have spent a lot of effort
to understand how digital technology can help people to make
a positive change in their behavior. This research is often
motivated by theincreasing cost of our health care systems and
the increasing demand for health care professionals. The field
of influencing or changing human behavior through digital
technologies started with the term persuasive technology (PT)
around 1998. Fogg [1] states that persuasion is more than just
computer-mediated communication but focuses on
human-computer interaction. He defined PT as “how people
can be persuaded when interacting with the technology and
adjusting itself according to the actions, inputs, and context of
persuaded party” [1]. Over time, many terms have emerged to
describe technol ogy-based behavior change interventions. For
example, Oinas-Kukkonen and Harjumaa [ 2] define persuasive
systems as “a computerized software or information system
designed to reinforce, change, or shape attitude or behavior or
both, without using coercion or deception”. Later, from system
perspective, Oinas-Kukkonen [3] defined the term behavior
change support systems (BCSS): “a sociotechnical information
system with psychological and behavioral outcomes designed
to form, alter, or reinforce attitudes, behaviors or an act of
complying without using coercion or deception”. In this paper,
wewill usetheterms* persuasive technology,” “behavior change
support systems,” and “ digital health interventions” intermixed.

Often, behavior change support systems are used to support
individuals in making lifestyle changes that will lead to better
health. When asufficiently large portion of the population starts
making positive changes to health-related behaviors, this will
lead to lower utilization of health care and, eventually, to a
significant reduction of health care expenditure. Although the
potential and societal impact of digital health interventions is
highly attractive, sofar, itsimpact on health care utilization and
expenditure has been minimal. This is partly because of the
limited deployment and implementation, in terms of potential
beneficiary users, of effective digital technology for behavior
change.

The development of BCSS for health requires an
interdisciplinary approach. For example, social psychology
provides us a useful theory about the role of people’s
personalities, cognitions, and social environment, which system
designers could use to better design and develop an effective
system. The socia science theories provide an accumulated
understanding of what human behavior is and the contexts in
which they occur, what are the mechanisms of action for change,
and what are the ingredients required for change [4]. However,
such theories are not often used when designing an intervention
[4]. Note that the question whether an intervention based on
theory is more effective is still under discussion; some reviews
have found a positive association [5], whereas others found a
negative association [6]. In this study, we tried, among other
goals, to explore the adoption theoretical knowledge from related
behavioral and psychological sciences, but wedid not investigate
the effectivenessitself.
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In behavioral sciences, 92-item taxonomy of behavior change
techniques (BCTs) has been developed to better report about
behavior change interventions [7] and support their
development. Moreover, some popular models and frameworks
exist that provide a systematic procedure for understanding and
changing behaviors. For example, Fogg [8] introduced a model
called Fogg behavioral model that explains why a person does
what he does and also defines functional triads of a persuasive
system. Harjumaa extended Fogg's study and created a
conceptual framework called persuasive system design (PSD)
that can be directly applied for persuasive system devel opment
and evauation [9,10]. Michie et a [11] combined 19
frameworks to propose a new framework called the behavior
change wheel that comprises a layered structure that explains
behavior with 3 components (capability, motivation, and
opportunity) and links this to techniques known to change
behavior and the concerned policy. There are some more latest
models that combines the other well-established models and
theoriesto translate clinical aimsinto behavioral strategies and
endeavor to include the full scope of elements from behavioral
principles to technological features[12,13].

To our knowledge, no bibliometric analysis of scientific
literature on digital technologiesfor health behavior change has
been published. However, alot of research has been conducted
on different aspects of PT and health domains, for example, the
literature about the persuasive design principle in different
technology domains [14-17] or systematic reviews about the
effectiveness and preval ence of the persuasive systems[18-20].
Only afew studies evaluated the effectiveness of PT for health
and well-being; it was hard to establish long-term effectiveness
because of the lack of long-term evaluation methods.

Our study is related to the papers mentioned above, but in our
study, the main focus is the application domains and the
theoretical basis (eg, behaviora theories and BCTs) of actual
BCSS. A better understanding of the main application domains,
the usage of theories, and the gaps between them will help
identify which areas of PT have sufficient evidence that
implementation on a larger scale can be justified and which
areas till require additional research.

In this study, we first conducted a bibliometric analysis of the
literature to answer the questions about the quantitative trends
in the literature and the geographical distribution of the
researchers. With the help of a co-occurrence network of
keywords and research fields, we tried to uncover meaningful
insights based on the strength of links between the nodesin the
network. We also studied the collaboration between scholars
in the field and the collaboration between developers of digital
interventions and health behavior change researchers. Thisis
done at the author, institution, and country level.

Second, we have presented a scoping review that aims to
critically evaluate the content of the published literature on
digital health behavior change systems and answer the following
guestions: (1) what are the trends in adopted technol ogies for
different health domains? and (2) what are the theoretical
foundations (ie, theoriesfrombehavioral sciencesor systematic
frameworks/models for the development of PT) of implemented
systems?
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Finally, we concluded with adiscussion on theidentified pitfalls
and possible future directions for research.

Theinformation provided by thisreview will help analyze who
are the relevant stakeholders that have contributed to the
growing knowledge of digital healthinterventionsand will help
designers make more informed decisions regarding the
development and design of PT for healthy behavior change.

Methods

This section describes the procedures that have been used in
the different phases of our study. We discussthe query selection,
the database selection, methodologies, eligibility criteria, data
items, and the choice of the tools used for different types of
analysis.

Data Collection

We chose to use the Web of Science (WoS) core collection and
the Scopus database as basis for the study. The search query
aimed to retrieve actua ly implemented behavior change systems
with a technical component. Therefore, the following terms
were used: (“persuas*” OR “ehedlth” OR “mhealth”) AND
(“ICT” OR “prototype” OR “techno*” OR “system”) AND
“behavio* change” The search was limited to the articles
publicated during January 2000 and December 2018. The
process of merging the collected data is discussed below. The
guery search resulted in aset of 317 and 325 articles from WoS
and Scopus, respectively. Among the 325 items from Scopus,
11 appeared empty or incomplete at further inspection, so 314
were | eft.

Study Design

For evaluating the existing scientific output through citations
count, keywords, geographical data, authors collaborations, and
discipline-wiseinteractions, the method of bibliometric analysis
was used. The basic statisticsincluded yearly publication output,
publishing countries, thefield of study, citation count, keyword
co-occurrences, coauthorships, and collaboration networks
between countries and institutions.

Severd software packages are available to support abibliometric
analysis, each with different capabilities and limitations. Some
of the most popular toolsinclude HistCite[21], CiteSpace[22],
BibExcel [23], and Science of Science (Sci2). In this study, the
Sci2 tool was used, which is based on the Cyberinfrastructure
Shell toolset, for the study of science [24].

In addition to tools for bibliometric analysis, we also used
network visualization and analysis tools for the co-occurrence
networks of keywords and research fields and the collaboration
networks between countries and ingtitutions. We used Gephi
and VOSviewer that use a3-dimensional render engineto render
illustrations of large networks[25,26]. For the network analyses,
the 394 extracted articles and their references were converted
into graphs. For example, for the coauthor network, 394 articles
resulted in 1777 nodes, where each node represented an author,
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and 5583 edges, where each edge represented coauthored
studies.

A scoping review is a useful methodology to determine the
coverage of a body of literature on a given topic and identify
and analyze knowledge gaps [27]. A number of research
guestionsin theintroduction section were defined that will help
investigate the use of behavior change theories and BCTs in
actual BCSS.

Owing to the broad scope of the review, any conventional
systematic review or meta-analysis framework was not followed
strictly. However, the Preferred Reporting Items for Systematic
Reviews and Meta-Analyses for Scoping Reviews guidelines
(PRISMA-Scr) were applied [28] for our scoping review.
Eligibility Criteria

To be considered for review, the following inclusion criteria
were formulated: (1) publication in a peer-reviewed academic
journal; (2) publication in the English language; (3) theresearch
should have the primary purpose of changing behavior, either
increasing or decreasing the behavior or stopping the behavior

altogether; and (4) the article should discuss a technological
solution that is used for behavior change.

Categorization

In this section, the key categories used in this study to classify
the different interventions described in our dataset have been
defined. The first category, technology, refers to the type of
computer-based tool that is used to change a behavior, that is,
a digital device, hardware, or a software solution. The target
domain describesthe behaviorsthat are targeted for change—for
example, diet, sedentary behavior, mental health, or physical
activity. The term behavior change theory/model is used to
describe the theories and models about behavior change from
behavioral sciencesthat are used asthe basisfor the persuasive
systems. The category devel opment frameworks/models covers
a dightly different aspect; it describes the frameworks and
models that are used to guide the design and development of
the intervention. To further clarify the distinction between the
two categories discussed above, the behavior change
theory/model is used as the key behavior change principle for
approaching the problem. For example, in a study by Lyons et
al [29], the authors approached narrative transportation theory
as a basis for increasing autonomous motivation about health
behavior. In contrast, elements of the devel opment frameworks
category provide a systematic approach to select the behavioral
principles and technological features during the design and
development of the system. Finally, the category BCT describes
the active ingredients of an intervention, for example, goa
Setting, reminder, and education. For this category, the taxonomy
found in the study by Michie et a [7] was used.

Table 1 provides an overview of the categories and some
examples of values. The categorization of the systems has been
performed by the first author and finalized with the approval of
other authors.
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Table 1. Classification and coding scheme.
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Category Possible values

Technology
active voice response

Target domain
Theories'rmodel employed for behavior change

Development frameworks/model
change wheels

Behavior change techniques

Web, mobile app, computer applications, mobile game, SMS, pedometers, virtual agent, and inter-

Physical activity, healthy eating, smoking cessation, carbon emission, and energy consumption
Transtheoretical model, motivational interviewing, health belief model, and social cognitive theory

Persuasive system design, behavior intervention technology, intervention mapping, and behavior

Self-monitoring, motivation, goal setting, reward, punishment, and knowledge

Results

Data Source and Selection

We applied our search query on 2 major literature databases,
that is, WoS and Scopus. The WoS and Scopus databases
returned 317 and 314 articles, respectively. Therewasan overlap
of 179 articles between both datasets; thus, we identified 452
unique articles.

To perform our bibliometric analysis, we ideally would have
merged the datafrom WoS with the data from Scopus. However,
there are some technical constraints when performing a
bibliometric analysis on different datasets: first, each database
uses different sourcesfor indexing the articlesand, second, each
database startsto index different journal s at adifferent moment
in time. For example, WoS started indexing the Journal of
Medical Internet Research and itssister journal articlesin 2015,
whereas Scopus started in 2018 and is still indexing only afew
of the journals published by JMIR Publications. Another issue
is that the citation count for each article is different in the
different databases, apparently, because different sources are
used.

https:.//mhealth.jmir.org/2019/12/e13311

Owing to its quality and completeness of data, we decided to
base our bibliometric analyses on data extracted from the WoS
database [30,31]. To include as many relevant papers as
possible, amanual search was performed in the WoS database
for the 135 (314 minus 179 overlap) Scopus results that were
not returned by the search query in WoS. Of those 135 articles,
77 were found in the WoS database, and 58 were not found.
Thisresulted in adataset of 394 items (317 asresultsto aquery
and 77 manually added items) for the bibliometric analysis.

Our scoping review started from the full set of 452 unique
articles. A 2-phase screening was performed to determine their
relevance for our scoping review. The first author initially
screened the articles by reading the title and abstract and
removing thosethat clearly did not match theinclusion criteria.
As a result, 149 articles were excluded. The remaining 303
articles were thoroughly studied by the main author and
compared with theinclusion criteria, which led to the exclusion
of another 175 articles. The excluded articleswere characterized
in 3 main categories through group discussion. Furthermore,
10 articles were found as duplicates, as they were discussing
the sameintervention. Eventually, 118 articleswere considered
for the scoping review. The detailed flow of the selection process
ispresented in Figure 1.
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Figure 1. Flowchart of study selection (n=the actual number of publications). WoS: Web of Science.
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Articles excluded

Bibliometric Analysis

Growth of the Literatureand Distribution Over Countries

When looking at the number of publications in our selection,
we can observe that it started in 2001, with 1 or 2 publications
yearly, but rapidly increased since 2009 to 2010, as can be seen

in Figure 2.
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Table 2 showsthetop 10 regionswhere publications originated.

The United States is leading with 46.5% (183/394 records) of
all contributions, followed by England and the Netherlands with
14.5% (57/394 records) and 8.4% (33/394 records), respectively.
Furthermore, Australia and Canada are fourth and fifth in the

ranking with 7.6% (30/394 records) and 5.8% (23/394 records),
respectively.
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Figure 2. Publication trend from 2000 to 2018.
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Table 2. Persuasive technology for behavior change, scholarly papers by region.

Country Publications, n (%)
United States 183 (46)
England 57 (14)
The Netherlands 33(8)
Austraia 30(7)
Canada 23 (6)
New Zealand 19 (5)
Finland 17 (4)
Italy 16 (4)
Belgium 13(3)
Switzerland 11(2)

S . number of publicationsin each given category. The visualization
Interdisciplinary C(?I laboration Nawork of this network (see Figure 3) shows 3 clear clusters. The first
From the research field column in the WoS database, a cluster is the area of computer science and related fields, the
co-occurrence network of research areas has been created. The  second cluster is public health care and occupational health,

weights of the nodes in the graph were determined by the  and the third major cluster is psychology and subfields.
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Figure 3. Disciplinesinvolved in persuasive technology and health behavior change.
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full WoS citation count, whereas the local citation count is the

Citations number of citations of an article within the network.

Tables 3 and 4 show the list of the 5 most cited articles, either
globally or localy. The global citation count is based on the

Table 3. Top 5 of the globally most citied articles.

Title Reference Global citation count
A behavior change model for internet interventions [32] 235
New directions in electronic health communication: opportunities and challenges [33] 205
Behavior change techniquesimplemented in electronic lifestyle activity monitors: asystematic content analysis  [34] 162
Virtual self-modeling: the effects of vicarious reinforcement and identification on exercise behaviors [35] 151
Online interventions for social marketing health behavior change campaigns: meta-analysis of psychological  [36] 139

architectures and adherence factors
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Table4. Top 5 of the most citied articles within the network (locally).

Tq et al

Title Reference  Locd citation count
Health behavior models in the age of mobile interventions: are our theories up to the task? [37] 45
Behavior change interventions delivered by mobile telephone short message service [38] a4
Text messaging as atool for behavior change in disease prevention and management [39] 43
The theory of planned behavior [40] 41
Persuasive technology: using computers to change what we think and do [41] 41
Coocaurrence of Ko o ety s Kepuor v bt onysd

keywords are assumed to compose an adequate description of
the content of aresearch article. The co-occurrence of keywords
could provide an interesting structure of the research field, as
it reveals the semantic relations in the scientific literature. The

Figure4. The co-occurrence network of author keywords.
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and “behavior change” (see Figure 4). The size of the node and
label reflects the co-occurrence count of a certain word. The
higher the count, the larger the size of node and |abel.
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Coauthorship Network

A coauthorship network was extracted using the Sci2 tool. Each
node represented an author, and a connection between 2 nodes
represented a coauthorship. A total of 1777 authors were
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identified with 5583 connections. For better visualization, only
authors who had at least two publications together were
considered. Node sizes were based on the number of articles
coauthored with other authors. There were 3 strong clusters
among the network that were strongly intraconnected but not
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interconnected (see Figure 5). In Figure 5, the highest
coauthorship count (13 times) within the network was by R
Whittaker. Her major coauthorship is with colleagues R
Maddison and Y Jiang at the Nationa Institute for Health
Innovation, University of Auckland, Auckland, New Zealand.
Theother cluster isled by Oinas-Kukkonen, with acoauthorship
count of 11 and most coauthorships with his colleague, T
Alahéivalg, at the University of Oulu, Faculty of Information
Technology and Electrical Engineering, Oulu Advanced

Figure5. Coauthor graph.
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Research on Service and Information Systems, Oulu, Finland.
The last cluster is led by S Michie (Research Department of
Clinical, Educational, and Health Psychology, University
College London or UCL, London, United Kingdom), with a
coauthorship count of 6 and, mostly, with R West (Health
Behavior Research Center, UCL Epidemiology and Public
Health, London, United Kingdom) and EB Hekler (School of
Nutrition and Health Promotion, Arizona State University,
Phoenix, Arizona, United States).
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Most | mportant Journals

The articles under review were published in 147 different
journals. Table 5 showsthe distribution of published articlesin
the top 6 journals. The leading journals are al related to IMIR

https://mhealth.jmir.org/2019/12/€13311

RenderX

Publications. The most often used subjournal is IMIR mHealth
and uHealth with 45 publications out of 394 (11.4%). Themain
journal, Journal of Medical Internet Research, and the
subjournal, JIMIR Research Protocols, with 34 (8.6%) and 17
(4.3%) arein second and third places, respectively.
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Table5. List of top journal distribution.

Tq et al

Journal title

Publications (n)

JMIR mHealth and uHealth

Journal of Medical Internet Research
JMIR Research Protocols

BioMed Central Public Health
Personal and Ubiquitous Computing

International Journal of Medical Informatics

45
34
17
11
10
9

I nternational Collaboration

To investigate the collaboration between countries and
organizations/universities, the geographical distribution of the
research was analyzed. Coauthorship networks between
countries and organi zations/universities were extracted. Figure
6 shows the network of 52 productive countriesin 8 clusters;

Figure 6. Countries collaboration graph.
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each cluster is represented by different colors. The size of the
node represents the number of articles originating from acertain
country and the thickness of the connection indicates the number
of collaborations between the 2 countries. The largest cluster
isthered onewith around 18 nodes, led by England. The second
biggest cluster isthe blue one (12 nodes); the major country in
thisgroup is Austraia.
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Figure 7 shows the productiveness of institutions and their
collaboration with other institutions. There were about 511

https://mhealth.jmir.org/2019/12/€13311
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organizations identified, but we only considered the
organizations that had at least two or more articles published.
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Thisfilter left us with 90 institutions, which were divided into
10 clusters, each depicted with a different color. The largest
and most productive cluster is the red one with 20 nodes. Most
ingtitutionsin the cluster are from the United Kingdom and the
United States, with UCL and Arizona State University as the

Tq et al

leading ones. The second largest cluster is the blue one, with
12 nodes and University of Michigan and University of
Cdliforniaasleading ingtitutions. The size of nodesreflectsthe
number of documents, and the thickness of the edge reflectsthe
strength of collaboration.

Figure 7. Organization/institution collaboration graph. Coll: college; Hosp: hospital; Inst: Institute; NY U: New York University; Technol: technology;

UCL.: University College London; and Univ: University.
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Scoping Review

The second objective of this study was a scoping review. The
contents of the 118 articles that resulted from our selection
processwerethoroughly studied. Thisrevealed someinteresting
insights and trends. The findings about the trends regarding
technological choices and the theoretical basis of digital health
interventions are presented in the following sections.
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Technology Platforms Used

Table 6 summarizes the mgjor technological platforms used for
persuasive systems for behavior change. Apps on a mobile
phone are the most frequently employed platform with 52.5%
(62/118) of the studied systems, followed by SMS and the Web
with 21.1% (25) and 19.4% (23), respectively. Less frequently
adopted platforms are wearable sensors 16.1% (19), games 6%
(8), desktop apps 3% (4), and social media 2% (3). Finaly,
9.3% (11) use yet another platform. A complete list of
technology usage with references is provided in Multimedia
Appendix 1.
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Table 6. Frequency of different technological platform used.

Tq et al

Digital technology

Usage count, n (%)

Mobile apps
SMS

Web

Wearable sensors
Others

Game

Desktop apps
Socia media

62 (52)
25 (21)
23(19)
19 (16)
11.(9)
8(6)
43
3(2

Targeted (Health) Domains

The most often targeted behaviors are health-related behaviors.
Thetop 8isformed by physical activity, healthy eating, diabetes
management, smoking cessation, weight control, AlDS/sexual
behavior, cardiovascular diseases, and alcohol consumption.

Table 7. Different targeted behavioral domains.

Physical activity makes up 28.8% (34/118) of all the reviewed
studies, followed by healthy eating and diabetes with atotal of
18.6% (22) and 11% (13), respectively (see Table 7). Thereare
also some interventions targeting multiple health domains, for
example, with physical activity for both diabetes control and
cardiovascular diseases.

Targeted behavior Count, n (%)
Physica activity 34 (28)
Healthy eating 22 (18)
Diabetes management 13 (1)
Smoking cessation 10 (8)
Weight control 10 (8)
AIDS or sexua behavior 6 (5)
Cardiovascular disease 5(4)
Carbon dioxide emission 504
Energy saving 4(3)
Alcohol consumption, medical adherence, lower back pain, mental illnesses 3 (2)
Overdose prediction, mammography adherence, asthmacontrol, sedentary 2 (1)
behavior, knee osteoarthritis, waste management, educational behavior
Psychotropic, multiple sclerosis, sleeping behavior, screen time 1(0.8)

Behavior Change Theories

Most of the analyzed articles seem not to be based on proper
theories. Only 33% (59/118) of articlesreported at |east one or
more theories among the 21 theoriesidentified during out review
for designing the system. The socia cognitive theory (SCT),

Table 8. Percentage of reported theories (N=59).

transtheoretical  model, self-determination theory, and
motivational interviewing are most frequently reported theories.
Table 8 shows the top 5 of most frequently used theories. The
complete pie chart showing the usage percentages of all reported
theoriesis provided in Multimedia Appendix 1.

Theory

Number reported, n (%)

Socia cognitive theory
Transtheoretical model
Self-determination theory
Motivational interviewing

Theory of planned behavior

17 (29)
6 (10)
4(7)
4(7)
3(5
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Framework/Model Adopted

Another important finding is about the usage of devel opment
frameworks and models. Such frameworks provide guidance
on the development of a persuasive system, by suggesting a
coordinated set of activitiesto help trandate theory into practice
[11]. Similar to the result of theories usage, we also see that the
usage percentages are quite low; only 47 articles used any
framework or model. We found a total of 15 frameworks, but
they appeared to be rarely followed (see Table 9). However, it
isalso found that gamificationisincreasingly used asaparadigm

Table 9. Usage of different development framework/models (N=47).

Tq et al

for developing persuasive systems. Gamification is generally
understood as the integration of specific features (eg, points,
leaderboards, levels, competitions, rewards, and achievements)
into the wider context of pursuing a goal [42]. These features
are not only used in designing game-based interventions but
also equally popular in other technology-based interventions.
Among thelist of 15 frameworks and models, PSD isa popular
development framework with 20% (9/47) usage. The complete
pie chart of reported frameworks/models is provided in
Multimedia Appendix 1.

Framework/model

Usage percentage, n (%)

Persuasive system design

Gamification

User-centered design

Intervention mapping

BJ Fogg persuasive principles and model

Theoretical domains framework

9(20)
8(17)
4(9)
4(9
4(9
2(4)

Behavior Change Technique Employed

There are many different BCTs that can be used to induce
behavior change. Goal setting isthe most frequently employed
strategy with atotal of 42 studies, followed by self-monitoring
and motivation, by 39 and 34 times, respectively. Feedback is
used for 33 times (see Figure 8).

It needs to be mentioned that there are no standard guidelines
for reporting active components of the interventions, and people
used different synonyms to report similar techniques [43]. The
recently developed extensively agreed taxonomy of techniques
used in behavior change interventions [7] is obviously not
reported in papers before 2013 but also in newer papers, it is

https:.//mhealth.jmir.org/2019/12/e13311

not often used (maybe partly because it is not widely known
[44]). In our review, only 8 articles were identified that used
thistaxonomy for reporting the BCT adopted in theintervention.

It isrelevant to mention that there is some overlap between the
psychological constructs and BCTs [43]. Sometimes, articles
do not explicitly mention the mechanism of change but do
mention the construct they targeted. For example, a study [45]
targeted the psychological construct motivation through text
messaging but did not explicitly mention the type of motivation
and what the mechanism of change was. In this part of our
analysis, we focused on explicit descriptions of BCTs as
mechanism of change. A list of BCTs with references is
provided in Multimedia Appendix 1.
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Figure 8. Frequency of different behavior change techniques adopted.
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. . . that are used. We found that for increasing physical activity,
Relating Targeted Behavior With Technologies amost all technological platforms were used, whereas for

After analyzing the usage of BCTs, theories, and technologies  healthy eating, mobile apps were used in more than 80% of the
previously, we now analyze a combination of them. First, we  cases (see Figure 9).
compare the targeted behavior with the technological platforms
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Figure 9. Bar graph representing the different targeted health domains using different technological platforms.
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self-monitoring, goal setting, and feedback (see Figure 10).
From the findings, it seems quite hard to make any one-to-one
link between behavior and BCT. The choices of BCTsfor each
intervention and system vary significantly, and each designer

different BCTs, mostly by goal setting, self-monitoring, and  decides on his own accord.

motivation.

Healthy eating was mostly
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Figure 10. Bar graph represents the different target behavior using different behavior change techniques.
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(20 times), and feedback (17 times; see Figure 11). Almost all
the major BCTs are used on the mobile platform, probably
because of its flexibility and accessibility. When using game,

Some techniques were more frequently applied in one the most frequently used BCTs are education and reward, as
technological platform than in another. In mobile apps, themost  those are important features of gamification. Goal setting is
frequent strategies are goal setting (22 times), self-monitoring  almost evenly used in al technological platforms.

Figure 11. Frequency of different behavior change techniques per technological platform.
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Discussion

This study presents a comprehensive review of digital
technol ogies and health behavior change. The review comprises
2 parts. First, a thorough bibliometric analysis has been
conducted to present the scholarly networks and the global
research trends. The bibliometric analysisidentifies influential
articles, authors, and collaboration networks among different
stakeholders and shows where interdisciplinary collaboration
is already strong and where further collaboration could
strengthen the field. The bibliometric analysisis followed by a
scoping review to map the collected literature and answer
guestions about the theoretical grounding of digital behavior
change interventions and the use of technological platformsand
targeted domains.

Bibliometric Analysis

Thefield of PT isstill quite young, and the literature regarding
persuasive technologies for health and well-being started to
appear in early 2000 [46]. Theliterature has grown exponentially
after 2009/2010, which seemsto be because of theintroduction
of smartphones in this era. Given the development around
ubiquitous technologies such as sensors and networks, it is
reasonable to expect that the growth of the literature will
continue. As the field begins to mature, we see the number of
publications increasing and researchers from different fields
(eg, psychology and behavior sciences) contributing to thefield.
The geographic distribution of the publications shows that the
United States plays a leading role, with a decent contribution
from Western European countries and Australia. Other regions
such as Asia and Africa almost have no contributions. To be
able to include different behaviors and cultures, it would be
useful if the collaboration networks are extended to these
regions.

Given the fact that technology for behavior change requires
expertise from different scientific areas, we expected quite some
collaborations between technol ogical and behavioral scientists.
This study shows that interdisciplinary collaboration was not
aswidespread as expected. As human-centered disciplines such
aspsychology and other behavior sciencesare quite matureand
can provide essential knowledge about human behavior,
technological researches cannot develop effective digital
behavior change interventions without their contribution.
Similarly, behavioral scientists require knowledge and insights
from technological areasto apply their knowledge with modern
means.

Thekeyword network illustrates the most important knowledge
structures and thematic evolution in thefield of digital behavior
change systems. Thekeyword “ mhealth” was strongly connected
with the word “physical activity” and “ehealth.” This finding
was not so different from the findings of our scoping review.
The author collaboration network can be useful for expanding
the collaboration network. The network shows a very strong
intracollaboration among 3 groups of authors, where one is
specifically working on behavior change, another on mobile
health interventions, and the last one on persuasive system or
BCSS. There is an opportunity to increase the intergroup
collaboration, which could add val uable knowledgeto thefield.
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For example, with the help of remote sensors and Internet of
Things (10T) devices, health practitioners can monitor and tune
systems for better adherence for their target group.

Scoping Review

The trandlation of theories and theoretical frameworksmodels
into practiceisessentia for the development of any intervention.
Daviset al [4] already concluded that only afew theories were
used frequently. We al so identified that the theoretical grounding
for most of the systemswasweak or, at best, not well described.
An often-discussed reason for ignoring the majority of the
theoriesisthat intervention devel opers usually choose the most
used theories and consider them as an easy and good choice.
Another possible explanation isthat the PT designer often lacks
the skill to trand ate the theoretical determinantsinto technology
design artifacts that are as effective as originally intended [4].
Conversely, apsychologist could study how digital technology
enables new ways to personalize interventions and deliver
just-in-time behavior change, with the potential to develop
behavioral theories specific to the digital age.

The creation of a taxonomy of BCTs has been an important
development in behavioral science, which is visible in the
topmost cited articlesin this review. However, these BCTs are
still underreported in publications that describe persuasive
systems[18]. Drawing on [47], the systematic review on mobile
appsfound that only 10 out of 93 BCTswere mentioned (mean
of 2.42 BCTs were present in each app). Our finding in this
review isnot so different, only 6 articles explicitly used Michie
coded taxonomy of BCTs. The most recent addition at the
theoretical level is the link between the mechanism of actions
and BCTs; this will probably pace up the development and
evaluation of effective behavioral change interventions [48].
Owing to nonstandardized reporting, it isvery hard to establish
any relationship of effectiveness between 1 strategy and the
success of persuasive systems. The result shows that each
behavior domain is targeted with several techniques and
strategies. Therefore, it is quite hard to determine the
effectiveness of a certain technique or theory and the
recommended process for design and evaluation of a behavior
change support system.

Identified Pitfalls and Future Studies

On the basis our study, we can formulate a number of
suggestions for future directions of the research in thisdomain.

Our study found alarge gap in the process of designing digital
technologies for health behavior change. They are, usualy,
weak in their theoretical grounding, and the papers describing
them do not clearly report the different components, for
example, persuasive strategies, theories, and BCTs. The main
reason for this is the lack of design guidelines for these
components. For better utilization and reporting of behavioral
theories, the development frameworks also need to be updated
to the most recent technol ogical advances, for example, theloT,
that is, technologies capable of collecting a large amount of
data, such as sensors and mobiles. Furthermore, computational
models based on different theories can be designed that could
be used by digital intervention developers[13].
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Moreover, the relation between BCTs and behavior change
theories/mechanisms requires more elaboration. For example,
both for the SCT and theory of planned behavior, the use of
self-efficacy construct isimportant. Self-efficacy isthe strongest

Tq et al

evaluation and its research design (eg, assess engagement,
acceptability, and effectiveness) but also could enhance the
costly process of development.

Limitations

predictor of intention [49]. Furthermore, the correlations
between determinants at different ecological levelsfor different
behaviors need to be established. For example, the sitting time
in cars has already been associated with urban design [50]. This
requires more cross-sectional studiesand controlledtrials. These
studies could help system devel opers make early decisions about
the approach and techniques to follow for their digital
interventions.

There are 2 limitations to our study worth mentioning. First,
owing to technical reasons, we only considered the WoS
database for bibliometric analysis; 58 papersthat were relevant
according to Scopuswere not included in our analysis. A second
limitation is a possible subjectivity in our scoping review. The
categorizing of the reviewed papers has been donein athorough
manner but might still be influenced by subjective
interpretations. Unfortunately, this problem cannot be avoided

A clear framework or mechanism for reporting the components ;. ihis type of studies.

of health behavior change systems will not only advance the
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Abstract

Background: As societies become more complex, larger populations suffer from insomnia. In 2014, the US Centers for Disease
Control and Prevention declared that sleep disorders should be dealt with as a public health epidemic. However, it is hard to
provide adequate treatment for each insomnia sufferer, since various behavioral characteristics influence symptoms of insomnia
collectively.

Objective:  We aim to develop a neural-net based unsupervised user clustering method towards insomnia sufferersin order to
clarify the unique traits for each derived groups. Unlike the current diagnosis of insomnia that requires qualitative analysis from
interview results, the classification of individuals with insomnia by using various information modalities from smart bands and
neural-nets can provide better insight into insomnia treatments.

Methods: Thisstudy, as part of the precision psychiatry initiative, is based on a smart band experiment conducted over 6 weeks
on individuals with insomnia. During the experiment period, atotal of 42 participants (19 male; average age 22.00 [SD 2.79])
from alarge university wore smart bands 24/7, and 3 modalities were collected and examined: sleep patterns, daily activities,
and personal demographics. We considered the consecutive daily information as a form of images, learned the latent variables
of the images via a convolutional autoencoder (CAE), and clustered and labeled the input images based on the derived features.
We then converted consecutive daily information into a sequence of the labels for each subject and finally clustered the people
with insomnia based on their predominant labels.

Results: Our method identified 5 new insomnia-activity clusters of participants that conventional methods have not recognized,
and significant differences in sleep and behavioral characteristics were shown among groups (analysis of variance on rank:
F43,=2.36, P=.07 for the sleep_min feature; F,3,=9.05, P<.001 for deep_efficiency; F,3,=8.16, P<.001 for active_calorie;
F43,=6.53, P<.001 for walks, and F, 3,=3.51, P=.02 for stairs). Analyzing the consecutive data through a CAE and clustering
could revea intricate connections between insomnia and various everyday activity markers.

Conclusions:  Our research suggests that unsupervised learning allows health practitioners to devise precise and tailored
interventions at the level of data-guided user clusters (ie, precision psychiatry), which could be anovel solution to treating insomnia
and other mental disorders.

(JMIR Mhealth Uhealth 2019;7(12):€14473) doi:10.2196/14473
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insomnig; precision psychiatry; cluster analysis; time-series data; unsupervised learning; convolutional autoencoder
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Introduction

Approximately 30% of contemporary people have one or more
symptoms of insomnia, and insomnia sufferers encounter
difficulty falling or staying asleep [1,2]. Work schedule; sleep
irregularity; naps, and nicotine, acohol, and caffeine
consumption can have significant effects on insomniasymptoms
[34]. Whilean individual’sintermixed behavioral characteristics
might affect sleep behaviors, these are not considered in current
diagnostic systems such as the Diagnostic and Statistical
Manual of Mental Disorders, Fifth Edition or the International
Classification of Diseases.

With concepts of precision psychiatry emerging, individual
characteristics including genetic or neuroimaging, behavioral
characteristics, and individual symptoms of illness are being
used to make better decisions for diagnosis or treatment.
Advances in machine learning and deep learning techniques
can make precision psychiatry possible in clinical situations.
For instance, unsupervised learning has been applied to
distinguish traits of patients with various psychiatric disorders
from those of healthy subjects [5,6]. When considering the
heterogeneous characteristics of insomnia patients, an approach
using precision psychiatry concepts can help develop better
treatment methods for insomnia

There has been considerable research using unsupervised
machine learning methodol ogiesin medical sciencesnot limited
to psychiatry. One study reviewed the literature on detecting
various diseases via computer-aided diagnosis and identified
the best machine learning methodology for each disease [7].
Specific to using images as inputs, researchers have devel oped
asingle-layer sparse autoencoder to automatically classify tissue
types from dynamic contrast-enhanced magnetic resonance
imaging [8]. Another study discovered ground-truth networks
in the brain through unsupervised learning of functional
magnetic resonance imaging data[9]. Asthese research projects
demonstrate, unsupervised learning has shown its potential to
produce highly accurate modelsin the real world.

Several approaches have been proposed to handle the
unstructured datatype common in medical research. The support
vector machine algorithm has been used on brain images for
detecting Alzheimer disease in patients as well as for finding
related brain parts with signs of Alzheimer disease [10]. One
study built a convolutional neural network model to learn
relevant features from unstructured raw data automatically and
then made a convolutional neural network—based multimodal
diseaserisk prediction model [11]. Another work collected data
from an online social network (Twitter), constructed symptom
weighting vectors by exploiting sentiment analysis, and tried
to detect latent infectious diseases[12]. Some researchers have
adopted wearable devices as inputs and built a neural network
based on a multilayered perceptron to detect cardiovascular
disease [13].

Despite the potential of a precision approach to insomnia
treatment, little effort has been made to classify patients with

https://mhealth.jmir.org/2019/12/e14473
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insomniausing sleep and behavioral patterns. We hypothesized
that certain symptom clusters representing specific sleep and/or
behavioral patterns exist among individuals with insomnia.
Sleep and behavioral characteristics that can affect insomnia
symptoms are easily collected through smart bands. In this
study, we tried to find certain clusters representing different
deep or behavioral characteristics using smart band data. Our
unsupervised learning classification approach can be a
cost-effective aternative that can bring positive insights for
devel oping everyday interventionsto assist ininsomniarecovery
(see Multimedia Appendix 1 for more information about
implementation details including codes and datasets).

Methods

Recruitment

We applied unsupervised learning to gathered time-series data
from an experiment. Participantswere recruited using an online
board of alarge university community. To recruit subjects with
insomnia symptoms, we used the Insomnia Severity Index (1SI)
[14], Korean version [15]. The ISl is calculated based on
responses to 7 questions that ask about sleep problems
individuals have experienced in the most recent 2 weeks. For
example, the questionnaire asks“ How satisfied/dissatisfied are
you with your current sleep pattern?’ and the respondents
answer using a 5-point Likert scale (l=very satisfied,
2=satisfied, 3=moderately satisfied, 4=dissatisfied, 5=very
dissatisfied). Thisindex isused asastandard metric of treatment
responsein clinical research.

A total of 50 participants whose IS| scores were 15 or above
(ie, an indication of a mild to severe level of insomnia)
participated (26 male; average age 22.63 [SD 3.02] years).
Height and weight information were also gathered to calculate
body mass index (BMI). In the study, we recruited young,
healthy participants. Applicants being treated for medical or
psychiatric illnesses were excluded from the experiment. The
experiment was approved by the Korea Advanced Institute of
Science and Technology institutional review board (approval
number KH2018-40). Subjects behavioral and sleep
characteristics were collected via a smart band, the Charge 2
(Fitbit Inc) [16].

Intervention

The experiment was conducted for 6 weeks from April 23 to
June 3, 2018, and the subjects’ data were sent to a server. The
first author gave weekly reminders to encourage subjects to
wear the device continuously. Eight subjects were excluded
from the study since they failed to wear the device for longer
than 2 consecutive days. Theremaining 42 participants finished
our experiment, and we analyzed data from the subjects (19
male; average age 22.00 [SD 2.79]). The datafeatures gathered
and analyzed in our study are shown in Textbox 1. All values
were normalized before analysis (see Figure 1 for the
normalization method).
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Textbox 1. List of data gathered from the smart band—wearing experiment.

Park et a

Modality 1: Sleep pattern (source: Fithit)

. sleep start_time: time when a user goes to bed in units of seconds
« deep_end_time: timewhen auser gets out of bed

« onbed_min: total time duration for staying in bed

« sleep _min: total time duration for actual sleeping

. sleep efficiency: sleep min/onbed min

« awaken_min: total time duration of waking while sleeping

. awaken_moments: total frequency of waking up while sleeping

Modality 2: Daily activity (Fitbit)

« caories_consumed: total number of calories consumed per day

« active calories: total number of calories consumed for activities per day

.  Walks: total frequency of steps per day
« distance: total distance a user moves per day

.  Stairs: total frequency at which a user climbs stairs per day

« active ratio: daily moving time over the total time wearing the device

Modality 3: Personal demographic (Survey)
« Age: age of the participant

«  Gender: gender of the participant

«  Body massindex: kg/m2

« Insomnia Severity Index: result from the survey

Figure 1. Min-max scaler for normalizing each feature, where all values for each feature are normalized between 0 and 1.

normalized _val =

Fitbit providesarich set of information about the wearer’s sleep.
For example, it tracks the total time that a person isin bed as
well as the predicted total sleep time. Its autodetection and
prediction are based on various behavioral or biological patterns
such as information on heart rate and movement. There is one
paper confirming the validity of the data from the Charge 2
[17]; it reportsthat deep sengitivity (ie, predicting falling asleep)
of Fitbitisremarkable, about 0.96, and the measured wake after
sleep onset is similar to that of the existing polysomnography
(PSG) method. Another study also demonstrated that the
retrieved datafrom actigraphy corresponded acceptably well to
that of PSG [18]. However, at the same time, we need to be
cautious of using the dataretrieved from wearables, since there
might be a specificity (relatively low precision) issue with the
wearables[19]. Whileit ispossible for smart bandsto givefalse
deep reports, we chose smart bands over PSG because they are
easier to use and can obtain sleep measures regularly not in the
clinical setting but in the wild. In addition to the sleep log, the
Fitbit also reports a variety of information about the subjects
activity, including the cal ories consumed, stepswalked, distance
moved, and stairs climbed.

https://mhealth.jmir.org/2019/12/e14473

val — min
max — min

Data Analysis

Among the Fitbit-provided featuresin Textbox 1, we considered
thereliability of information about sleep stagesto be relatively
low; therefore, 3 sleep features (rapid eye movement sleep,
narrow sleep, deep sleep) were excluded from the analysis.
Instead, sleep efficiency was added, which is calculated as the
fraction of time dedicated to actual sleep out of the time spent
lying in bed. Sleep efficiency is an essential factor in
determining sleep quality [20]. Additionally, we introduced a
new variable, the active ratio, which examinesthetotal fraction
of time spent on any activity.

Due to the nature of sleep, we needed to examine time-series
data and consider the entire sequence of activities leading to
each sleep event [21]. Today’s sleep can be affected collectively
by today’s activity, yesterday’s sleep, and so on. Therefore, it
may be acceptable to jointly consider logs like this across
multiple sleep and behavioral features. Our goal was to
automatically identify clusters of sleep and behavioral features
in hopes of identifying meaningful groups of individuals with
insomniawho exhibit similar seep-related dysfunctions.
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Results

Approach Overview of Cluster Analysis

Cluster analysis has been a popular research topic in computer
science [22]. In this study, we have tried two different
approaches to clustering: synchronic and diachronic. In the
synchronic approach, we would consider the dataset as one
whole snapshot and cluster features within a snapshot al
together. There were two issues with the synchronic approach
(see Multimedia Appendix 1 for more detailed research
procedures and results of this approach): (1) the clustering
performance was not good enough in general and (2) this
approach does not consider the consecutive patterns within and
between features. Thus, we developed a novel diachronic
approach, presented in the following section, in which we cluster
the chunk consecutive daily logs first and then classify users
based on their dominant clusters of chunk logs. This method
represents insomnia-related patterns as a sequence of images.

Diachronic Unsupervised L earning of Insomnia
Patterns

Supervised learning of clinical data may devel op an overfitting
problem because dataare unstructured, sparse, noisy, or irregular
[23]. In such conditions, unsupervised learning can be a good
alternative. In particular, a convolutional autoencoder (CAE)
that learns the abstract latent representations of datais known
to be appropriate for the task [24]. We implemented a CAE and
prepared a collage of daily features as an input image. This
approach allowed us to capture the entire set of features
simultaneously within the assigned time window.

When clustering high-dimensional data, it is crucial to reduce
dimensionsto avoid expensive computational costsand memory
loss[25]. In handling high-dimensional data, the target clusters
often lie in subspaces of the full space [26]. Hence, reducing
dimensions via conventional methods such as singular value
decomposition or principal component analysis may not yield
correct clustering results, mainly when the target clusters are
not in the same subspace. To avoid this issue, we implemented
a CAE to effectively reduce the dimensions in the data since
the latent variables of the CAE may include subspace
information viafilters. We a so chose to implement CAE before
clustering because a previous study argued that subsequence
time-series clustering based on a sliding window might not be
meaningful [27]. By treating the data with CAE first and then
applying to cluster, the outcome patterns of the clusters are
affected not by the subsequence time-series data but by the
derived latent variables per image. M oreover, we can al so expect
that by presuming the data into images, the latent variables of

Park et a

CAE are more robust to the noisy daily changes of the Fitbit
logs.

Clustering Steps
The neural net—based clustering approach operatesin 5 steps.

Step 1: Preprocessing of Time-Series Data

We combine modality 1 (sleep pattern) and modality 2 (daily
activity) in Textbox 1 to construct a multiplex vector of 12
dimensions (cf, modality 3, personal demographics, was not
included sinceitsdatadid not frequently change over the 6-week
period, so it was solely employed in the comprehensive
qualitative analysis process). In this step, with respect to
modality 1, the onbed min feature was excluded from the source
dataset because it showed high correlations with other features,
similar to the synchronic approach (see Multimedia Appendix
2 for the cross-correlations among 12 features of modalities 1
and 2). Let sleep vector vs={x1, X2, ..., X8} and activity vector
V,={y1, ¥2, ..., y6}; then, the daily multiplex vector of subject

aVo={X1y, .-, X8y, Vg, oy Y64} -

Step 2: Composing Sequential | mages From Data

Sequentially connected multiplex vectors can be treated as an
image chunk. We then composed the consecutive multiplex
matrix to learn latent variables from images that represent
individuals daily log series. We model ed the daily sleep patterns
as a Markov decision process because, according to previous
sleep research, sleep deprivation (ie, sleep debt) has cumulative
effects on waking function, and tonight’s sleep debt will mostly
be affected by recent sleep patterns (ie, sleep 1 to 2 daysbefore)
[28]. Asaresult, we connected each daily multiplex vector with
a diding window over 8 days (ie, the total 8-day logs are
combined as one window always to include a weekend, where
awindow dlides to the next vector, which is the next day). We
applied a discount factor (y) such that on the first window, the
consecutive multiplex vector of the subject a per day can be
formulated asin Figure 2.

We then finalized the sequential multiplex matrix, as shown in
Figure 3. Fixing 8 days as a window size leaves a total of 42
days worth of data (ie, 42 data points). This result means that
each user is represented by 35 sets of images (42-8+1=35),
whichisthebatch size. Thetotal number of input image chunks
for the CAE is 1470 (42 usersx35 images=1470). Let the
sequential multiplex matrix of the first image chunk for the
subject a be defined as in Figure 4. As a consequence, the
sequential multiplex matrix of all subjectsfor al 35imagescan
beframed asin Figure 5 (see Multimedia Appendix 1 for more
information about the mathematical notations).

Figure 2. Consecutive multiplex vector of the subject a per day on the 1st image chunk, where t; is defined as the 9th of v® (ie, the 9th day from the

starting date) and m as the corresponding closeness rank number (mth of v%) to t; within the image chunk (1=ms<8).

o I A m—1,0
th—m - Y th—m
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Figure3. Converting the consecutive sleep and activity datato images: sliding windows of 8-day chunks (# of Features=12, # of Days|[ie, win-size]=8).

# of Features
———

Sliding Window # of Images
# of 2 =
q o \
o 1] @ a o o Days ;
Vl V2 th—?. th'—l ty Vf1+1 (t,—-1 &
A # of
<A(((((d } Days
a a a a a o (=1
Vi V3 Vr1—2 Vc1-1 Vt1 ty+1|
oL a o (14 o o
Vl Vz th_z Vt-]—]. Vt‘l th'l‘]_ wen - I # Of
Features
Discounted
User a

Input Images Set

Figure 4. Sequential multiplex matrix of the subject a on the 1st image chunk, where t;=9.
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= 1470
4 Vt1—2
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Figure 5. Sequential multiplex matrix of all subjects for al 35 images, where 3 indicates the 2nd participant, t,<43, and th+1=tp+1.

Step 3: Learning Representations With Reducing
Dimensions via Convolutional Autoencoder

In the proposed model depicted in Figure 6 for the designed
CAE, the pooling layer has been omitted due to the small size
of the input images (8x12). Additionally, we set up only one
convolutional layer due to the relatively small amount of data
(141,120 pixels=1470x8x12). Discount factor y was set between
0.60 and 0.99. Then we iterated the model until finding the
optimal learning rate, optimal y value, optimal vertical size (cf,
the horizontal size was fixed to 12, ie, the number of features),
number of convolutional filters, and number of latent variables
(ie, encoded_sizein Figure 6).

https://mhealth.jmir.org/2019/12/e14473
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Wetested all combinations among 5 hyperparametersand found

that the optimal values were 1 with the AdamOptimizer
(optimal learning rate); 0.75 (optimal y value); 3 (optimal
vertical size); 30 (number of convolutional filters); and 15
(number of latent variables), for each of these hyperparameters
with the lowest L2-norm regularized reconstruction loss value
of 1.09 (see Multimedia Appendix 1 for moreinformation about
the optimization and overfitting issue). To confirm thelearning
results, Figure 7 depicts the 35 input images and 35
reconstructed outputs of one random participant (Userld 26).
Thisvisual coherence ensures that the CAE efficiently reduced
the input size dimensions (ie, 8x12 - 15) by learning the vital
latent representations of data.
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Figure 6. Convolutiona autoencoder to find the latent variables of insomnia-related patterns per 8 days.
Fully Connected Layer
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(35 x encoded _size)

Figure 7. Convolutiona autoencoder (CAE) reconstruction results of the learned CAE for one random subject.

Step 4: Clustering | mages via Latent Variables

We clustered the latent variables as follows. As an initial step,
we used t-SNE (ie, stochastic neighbor embedding with
t-distribution) to reduce the number of dimensions from 15 to
2 additionally (ie, major hyperparameters for t-SNE were
perplexity=30.0 [29,30], see Multimedia Appendix 1 for more
infformation  related to t-SNE;  metric=euclidean;
method=barnes_hut; the clustering result from thelargest value

of average silhouettes [AS] was chosen out of 100 trials). We
then applied k-means and hierarchical clustering agorithmsto
form clusters of the 8-day chunk images. The results are
displayed in Figure 8; both clustering resultsindicate the same
cluster number of 6, and they were found reasonable by the AS
values. However, theresults of k-means clustering showed better
results following the AS as well as the sum of squared errors
(SSE). Therefore, we chose k-means to be the choice of the
final user clustering step.

Figure 8. Clusters of 8-day chunk images based on sequential sleep/activity patterns. D: dimensions; C: clusters; AS: average silhouettes; SSE: sum

of squared errors.

K-means Clustering
#D: 2, #C: 6, AS: 0.47, SSE: 21.55
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Hierarchical Clustering
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Step 5: Clustering I ndividuals With Insomnia

Each cluster of the 8-day images was labeled as cluster A, B,
C, D, E, and F. We then composed a sequence of codesfor each
user (eg, the best-matched cluster code for each of the 35 images
representing the user’s logs, such as “A-A-D-C-C-E-B-...").
Finally, to determine one dominant cluster type per user, the
PageRank algorithm was implemented and used among the
stochastic relations between those 6 extracted labels. This
intuition is feasible since participants' sequential codes, which
arethe series of the latent space representations per 8-day image
for both sleep pattern and daily activity modalities, becamethe
subjects’ seriesof the comprehensiveinsomnia-rel ated patterns;
therefore, the codes can be modeled as a hidden Markov model,
meaning that one’s next state is dependent on the current state
[28]. We then set the largest stochastic value of the labels per
participant to be the dominant cluster, which is identical to
finding a cluster with the highest PageRank value (ie, the
probability of arriving at the cluster after many steps).

Evaluation Outcomes

Table 1 shows the clustering evaluation results among the two
approaches concerning the diachronic clustering of daily vectors
(v). The first approach is without CAE, meaning the original
dataset is converted into chunk images (oneimageis composed
of the 8 consecutive daily vectorswith 96 dimensions) and then
filtered via t-SNE (96— 2 dimensions) and clustered by 3
clustering methods. The second approach is our model, and as
introduced above, the original dataset is converted into chunk
images and then inputted into CAE, and the latent variables of
CAE are clustered by 3 clustering methods after the variables
arefiltered through t-SNE (96 — 15 - 2 dimensions).

We caculated two metrics to measure the clustering
performance: the AS and the SSE. With AS, if the value is
greater or equal to 0.4, then the clustering result is guaranteed

Park et a

to be significant [31]. By contemplating consecutive pattern
information together viacomposing 35 images from the weekly
based consecutive v per user, we could confirm that k-means
clustering with our process showed the best performance (ie,
the highest value of AS and the lowest of SSE) in clustering v.
With respect to the first approach, the clustering performances
were worse, and the possible reason for this result is that
although the number of dimensions becomes large due to the
chunked v, the approach could not successfully extract the latent
features of the chunks while dramatically reducing the number
of dimensions from 96 to 2.

Table 2 presents how the 42 subjects were eventually divided
across the identified clusters of v by using our process with
k-means clustering. Cluster F did not contain any members.
The table shows the PageRank value, which represents the
strength of the association between subjectsand clusters. Cluster
IDs are sorted by this PageRank value. Both cluster A and
cluster D have the largest subject count of 12 people. The
average BMI and 1Sl values are also given for each of the
clusters. The BMI and 1S values were similar across clusters.

A psychiatrist conducted both qualitative and quantitative
analyses of the 5 clusters. The number of subjects for each
cluster is small and does not meet normality, and therefore, we
performed an analysis of variance (ANOVA) on rank and
Kruskal-Wallis test. There were several features that showed
statistically significant differences among clusters (ANOVA
on rank: F43,=2.36, P=.07 for sleep_min; F,3;=9.05, P<.001
for sleep efficiency; F,3,=8.16, P<.001 for active calorie;
F43,=6.53, P<.001 for walks, F,;3,=3.51, P=.02 for stairs).
Detailed results were described in Figure 9 as well as Tables
MAS3-a and MA3-b in Multimedia Appendix 3 (we also
performed the ANOVA and post hoc Tukey honest significant
difference test and included the results in the same
supplementary material for reference).

Table 1. Evaluation of user clustering results for two diachronic approaches.

Approach NC? AS? SSE® NEOH Remark

First with DBSCAN® 1 0.2075 119.4467 14 Chunk images used without a CAE"
First with hierarchical clustering 4 0.3394 35.0190 _9 Chunk images used without a CAE
First with k-means clustering 5 0.3941 22.6103 — Chunk images used without a CAE
Ours with DBSCAN 4 0.1275 64.7179 30 Chunk images used with a CAE
Ourswith hierarchical clustering 6 0.4485 24.3988 — Chunk images used with a CAE
Ours with k-means clustering 6 0.4653 21.5532 — Chunk images used with a CAE

3NC: number of clusters.

bas: average silhouettes.

CSSE: sum of squared errors.

dNEO: number of excluded outliers.

®DBSCAN: density-based spatial clustering of applications with noise.
fCAE: convolutional autoencoder.

INot applicable.
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Table 2. Diachronic clustering results of 42 participants suffering from insomnia.

Cluster ID A B C D E F

Subjects, n (%) 12 (29) 9(21) 4(10) 12 (29) 5(12) 0(0)

PageRank 0.57 0.54 0.45 0.42 0.36 _a

BMIP (kg/m?), mean 228 (33) 20.8(2.3) 26.0(2.7) 20.2 (3.0) 22.9(2.3) —

(SD)

ISI°, mean (SD) 19.1 (1.5) 19.1 (2.4) 182 (1.6) 16.9 (1.8) 18.8 (2.4) —
3Not applicable.

bBMmI: body mass index.
CISI: Insomnia Severity Index.

Figure9. Bar plotsof the major smartband features per cluster (TP<.1O, *P<.05, **P<.01, ***P<.001 in analysis of variance on rank and Kruskal-Wallis
test results for 5 groups, also find Tables MA3-aand MA3-b in Multimedia Appendix 3).
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Discussion

Principal Findings

This research conducted a 6-week experiment to collect smart
band data and analyzed it to identify relationships between
insomniaand daily activities. Our analysisfindsthat participants
who seemingly face similar levels of insomnia based onthe IS
score belonged to different clusters based on unsupervised
learning. Thisfinding meansthat our neural net—based clustering
method could identify, beyond conventional diagnosis, new
meaningful sleep-activity relationships that could be used to
devisetailored interventions. Our method could determinewhich
cluster an individual belongsto via dataindicators of sleep and
behavior acquired in the study.

Among the derived clusters of peoplewith insomnia(see Figure
9), we found clusters B, C, and E to be more similar to one
another and clusters A and D to contain similar sleep-activity

https://mhealth.jmir.org/2019/12/e14473
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walks™

stairs”

profiles. Within the former group, subjects in cluster B were
relatively long sleepers (even with insomnia) with low sleep
efficiency. These subjectswerein bed long hours, yet they could
not easily fall asleep. Sleep restriction was a potentially useful
intervention for these subjects[32]. In contrast, the subjectsin
cluster E exhibited a short sleep time with high sleep efficiency.
These subjects also burned more calories per day. Chronic
restriction of sleep may have affected symptoms of insomnia
in this group [33]. While subjects in cluster C seemed to be
morning persons, as indicated by the awake time patterns, their
activity levelswererdatively low, asshowninthe activecalorie,
walk, and stair data. These subjects were treated with different
interventionsfrom the other similar clusters. Inthelatter group,
clusters A and D had similar sleep patterns, such as total sleep
time and seep efficiency. However, subjects in cluster A
indicated higher activity levels, such as walks and stairs,
compared with cluster D. Cluster D also showed the lowest
rangesfor both BMI and | S| compared with other clusters, where
asmaller BMI value represents nonobese status and a smaller
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ISl value represents a milder insomnia level. Such subtle
differenceswould have been difficult to notice with conventional
methods or supervised learning. These results suggest that
cluster-based intervention for individuals with insomnia could
be an accurate method for alleviating symptoms of insomnia.

This study demonstratesthat unsupervised learning of insomnia
activity data gathered from wearable fitness devices could
identify meaningful clusters. The 5 derived clusters each had
distinctive characteristics, meaning that they can be used to
derive different therapies and diagnoses. In accordance with
our finding, one study also classified thousands of participants
who answered online surveys by using latent class analysis so
that they could find insomnia disorder subtypes [34], yet they
were morefocused not on past behavioral and sleeping patterns
but onindividual personalitiesaswell as stressful surroundings
in revealing the clusters. One more differenceisthat they solely
used a conventional statistical method. Our study highlights
that merely looking at sleep logs can reveal alimited aspect of
insomnia; one needs to look at the full spectrum of both daily
activities and deep logs. Finaly, our findings align with those
of a previous study that revealed the average sleep quality is
better related to many behavioral aspects of the person than the
average sleep quantity [35].

Limitations

Thiswork has several limitations. First, participants were from
the same university, which may induce sampling biases. A larger
scale study can draw conclusions that apply to the general
public. In the future, we plan to conduct experiments targeting
generic patients who visit hospitals regularly due to insomnia
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to ensure the generality of the clustering result. Second, asmall
sample size can reduce the statistical power, and it can affect
the reducibility for future study. Third, various behaviors, such
as consuming alcohol, tobacco, or caffeine, can affect patterns
of deep and activity. However, these factorswere not considered
inthe current clustering analyses, mainly dueto the small sample
size and limited information on these behaviors (eg, consuming
frequency per day or week). In that sense, a future study is
needed to verify our preliminary insights. Fourth, when
constructing the CAE, we prepared theinput and output images
irrespective of subjects. As a consequence, the learned latent
variables cannot capture subtle dissimilarities that may exist
across participants. To reduce this potential bias, a learning
model may diminish the latent factors in composing images
among participants while training. Last, we used t-SNE when
reducing the dimensionality of the latent features of CAE
images, and there could be type 1 errors when clustering
dimension-reduced data because t-SNE forcibly fits original
datainto at-distribution. We further plan to adopt and test other
dimensionality reduction methods toward the extracted latent
variables of CAE imagesto relax the possibletype 1 error issue.

Conclusion

This study, although preliminary, gives new insights for future
studies in the field of mobile health. Motivated by the results
of this study, in the future we hope to develop tailored
intervention strategies that can be matched to each cluster for
relieving insomnia symptoms, which will be ameaningful step
in precision psychiatry. In the meantime, we plan to consider
qualitative factors such as the level of deep as well as
guantitative aspects of sleep-related factors.
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Multimedia Appendix 1

Description of the datasets and the codes utilized at the current research and detailed procedure of user clustering based on the
synchronic approach and its eval uation outcomes with additional descriptions on the clustering steps of the diachronic unsupervised

learning approach.

[PDE File (Adobe PDF File), 113 KB - mhealth_v7i12€14473 appl.pdf ]

Multimedia Appendix 2

Cross rank correlation matrix among 12 features of modality 1 and 2 used in clustering, regardless of the derived cluster ID
(N=42) and with regard to each derived cluster ID (# of clusters=5).
[PDE File (Adobe PDF File), 114 KB - mhealth v7i12e14473 app2.pdf ]

Multimedia Appendix 3

Test results with respect to sleep pattern-related (modality 1) and daily activity-related (modality 2) features among 5 derived
clusters of insomnia sufferers: (1) analysis of variance on rank and Kruskal-Wallis and (2) analysis of variance and post hoc

Turkey honest significant difference.

[PDE File (Adobe PDF File), 275 KB - mhealth_v7i12€14473 app3.pdf ]
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Abstract

Background: Objective symptom monitoring of patients with Amyotrophic Lateral Sclerosis (ALS) hasthe potential to provide
an important source of information to evaluate theimpact of the disease on aspects of real-world functional capacity and activities
of daily living in the home setting, providing useful objective outcome measures for clinical trials.

Objective: This study aimed to investigate the feasibility of a novel digita platform for remote data collection of multiple
symptoms—physical activity, heart rate variability (HRV), and digital speech characteristics—in 25 patients with ALS in an
observational clinical trial setting to explore the impact of the devices on patients’ everyday life and to record tolerability related
to the devices and study procedures over 48 weeks.

Methods: In this exploratory, noncontrolled, nondrug study, patients attended a clinical site visit every 3 months to perform
activity reference tasks while wearing a sensor, to conduct digital speech tests and for conventional ALS monitoring. In addition,
patients wore the sensor in their daily life for approximately 3 days every month for the duration of the study.

Results: Theamount and quality of digital speech data captured at theclinical siteswere asintended, and there were no significant
issues. All the home monitoring sensor data available were propagated through the system and were received as expected. However,
the amount and quality of physical activity home monitoring datawere lower than anticipated. A total of 3 or more days (or partial
days) of data were recorded for 65% of protocol time points, with no data collected for 24% of time points. At baseline, 24 of 25
patients provided data, reduced to 13 of 18 patients at Week 48. L ower-than-expected quality HRV data were obtained, likely
because of poor contact between the sensor and the skin. In total, 6 of 25 patients had mild or moderate adverse events (AES) in
the skin and subcutaneous tissue disorders category because of skinirritation caused by the electrode patch. There were no reports
of serious AEs or deaths. Most patients found the sensor comfortable, with no or minimal impact on daily activities.

Conclusions: The platform can measure physical activity in patients with ALS in their home environment; patients used the
equipment successfully, and it was generally well tolerated. The quantity of home monitoring physical activity data was lower
than expected, although it was sufficient to allow investigation of novel physical activity end points. Good-quality in-clinic speech
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data were successfully captured for analysis. Future studies using objective patient monitoring approaches, combined with the
most current technological advances, may be useful to elucidate novel digital biomarkers of disease progression.

(JMIR Mhealth Uhealth 2019;7(12):€13433) doi:10.2196/13433
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Introduction

Background

Amyotrophic Lateral Sclerosis (ALS) is a heurodegenerative
disorder affecting motor neurons, characterized by progressive
weakness, leading to increased disability and eventually death
from neuromuscular respiratory failure, typically within 5 years
[1,2].

There is no known cure for ALS; the existing licensed
disease-modifying medications riluzone (trade names: Rilutek,
Teglutik), and edaravone (trade names. Radicut, Radicava) are
only modestly effective in impacting the disease course or
improving survival [3-5]. Thus, there remains a significant
unmet medical need in ALS for therapies to slow progression
of functional decline and improve survival. Numerous therapies
and experimental agents have been tested in ALS and have
failed, sometimes after positive results were achieved in early
efficacy studies, suggesting aneed to improve outcome measures
of disease progression and overall study design [6,7]. Existing
disease progression measures have limitations in terms of
sensitivity, requiring long trials with large sample sizes. The
AL SFunctional Rating Score (Revised) (ALSFRS-R) [8] isthe
most commonly used instrument to monitor the progression of
disability in patients with ALS; however, it relies on patients
recollection of their clinical function rather than direct objective
assessment. Testing burden in ALS clinical trials is heavy and
often involves a significant number of in-clinic assessmentsfor
overall clinica function, respiratory function, and muscle
strength, which are mainly conducted at clinical visits. Thiscan
be tiring for patients, particularly as the disease progresses,
leading to patient dropout and, consequently, missing data. As
aresult, the ability to draw conclusions from the data is often
impacted. In that regard, objective monitoring of patients has
the potential to (1) enable the development of novel digital
biomarkers to accurately quantify changes in function and
disease progression with greater sensitivity than current clinical
methods, thereby enabling smaller and shorter trials, and (2)
provide additional, important information to assess the impact
of the disease and treatment on clinical function and activities
of daily living in areal-life setting, while reducing the testing
burden.

For these reasons, there has been an increasing interest in
developing new technologies for remote and objective clinical
assessment of AL S, which may be useful outcome measuresin
clinical trials[9-11].

https://mhealth.jmir.org/2019/12/€13433

Amyotrophic Lateral Sclerosis Digital Biomarker
Candidates

Although the presentation of ALS varies among patients, its
main characteristics are (1) upper and lower motor neuron
symptoms and signs, resulting in skeletal muscle weaknessand
spasticity (compromising mobility and activities of daily living),
(2) speech and swallowing difficulties, and (3) respiratory
problems. In addition, other symptoms such asimpaired cardiac
autonomic control, weight loss, cramps and fasciculations,
emotional lability, and frontal lobe-type cognitive dysfunction
are not uncommon [10,12-16]. Technology advances over the
last few years have provided an opportunity to objectively
guantify some of these manifestations.

Movement sensors have been previously used to quantify
mobility and activities of daily living in patientswith rheumatoid
arthritis (RA), chronic obstructive pulmonary disease (COPD),
or Parkinson disease (PD). Hashimoto et al [17] found that the
mean daily activity level of patients with RA was significantly
lower than that in healthy controls, and the number of sedentary
periodswas significantly higher and moderately correlated with
the Heath Assessment Questionnaire Disability Index.
VanBuul eta [18] found that patients with more
symptomatic COPD do fewer steps a day and spend less time
in moderate-and-vigorous physical activity than those with less
symptomatic disease. Lipsmeier et a [19] found multiple aspects
of significantly reduced everyday motor behavior in patients
with PD compared with controls. Objective activity data have
not been reported for patients with ALS thus far, athough
ongoing studies (such as the AT HOME study [9]) aim to
investigate the use of armbands for evaluating disease
progression through physical activity measures. Patients are
anticipated to be increasingly less mobile as the disease
progresses, which would be reflected in multiple activity
measures, including overall time spent active, average daily
activity levels, or activity fragmentation. In this study, we
hypothesized that these measures could be objectively assessed
with a standard accelerometer, as long as patients wear the
device for aperiod of time long enough to be representative of
their typical behavior (continuous in-home monitoring).

Portable electrocardiogram (ECG) systems have been used to
evaluate cardiac function and perform analysis of heart rate
variability (HRV) data. An increase in the mean heart rate at
rest, adecreasein standard deviation of interbeat interval (tRR),
as well as in proportion of number of pairs of successive
beat-to-beat intervals that differ more than 50 ms divided by
thetotal number of beat-to-beat intervals, and anincreasein the
low-frequency/high-frequency (LF/HF) component ratio were
found in patients with ALS, indicating a vagal-sympathetic
imbalance [10,20,21].
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Different acoustic recording systems have previously been used
to demonstrate associations between acoustic measures and
speechintelligibility in patientswith ALS. Patients were found
to have significantly slower syllabic and speaking rate and | ower
speech intelligibility, with speaking rate typically declining
much earlier in the disease stage than speech intelligibility
[11,22,23]. In this study, we evaluate speech characteristics at
the clinical sites to alow for high-fidelity data capture
equipment and a controlled quiet environment that may allow
more accurate quantification of changesin speech formats.

All previously reported efforts to objectively monitor patients
with ALS evaluate individual symptoms only; however, the
heterogeneity of symptom presentation (among patients and
within a patient over time) makes it likely that a combination
of measurements would be needed to accurately quantify
changesin disease progression with high sensitivity for adiverse
cohort of patients. Thus, platforms incorporating multiple
objective symptom assessment technologies present the best
opportunity to investigate multiple digital biomarkers—and
ultimately composite digital biomarkers—that would be useful
measures of disease progression for a broad patient population
and disease stages.

The objective of thisclinical study was 3-fold: (1) to investigate
the feasibility of a novel platform for objective data collection
of multiple ALS manifestations (physical activity, HRV, and
speech characteristics) in a clinical study; (2) to explore the
impact of the devices on patients' everyday life and to record
safety and tolerability related to the devices and study
procedures over 48 weeks; and (3) to explore digital disease
progression markers in ALS, which may be useful outcome
measures in clinical trials. The results for the latter objective
will be reported separately.

Methods

Study Overview

An exploratory, noncontrolled, nondrug study in ALS
(NCT02447952) was sponsored by GlaxoSmithKline (GSK)

https://mhealth.jmir.org/2019/12/€13433
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and conducted in collaboration with McLaren Applied
Technologies (MAT). A total of 2 clinical sites, both in the
United Kingdom, enrolled patients. The study was initiated on
June 30, 2015 (first patient screened), and completed on June
1, 2017 (last patient, last visit). The study comprised 2 phases,
avariable length Pilot Study Phase (5 patients enrolled) and a
48-week Core Study Phase (25 patients enrolled, including the
5 patientswho progressed from Pilot Study Phaseto Core Study
Phase), as shown schematically in Figure 1. The 2-phase
approach was utilized to allow for refinement of the equipment
and data transmission processes during the Pilot Study Phase
and enable adaptation of components of the digital platform,
which were performing suboptimally before embarking on the
Core Study Phase. In such an exploratory setting, the 2-part
design helped mitigate taking forward equipment, algorithms,
data capture methods, and data transmission processes that may
require adaptation and lessened the risk that major changes
would be needed during the Core Study Phase. For the duration
of the study, patients attended aclinical sitevisit every 12 weeks
to perform various assessments and tasks; in addition, they wore
asensor intheir daily lifefor approximately 3 consecutive days
every month (home monitoring periods), allocating 2 hours per
24-shour period to recharge the sensor. The study did not include
any specific patient retention strategy. The home monitoring
period duration was selected to minimize patient burden while
capturing sufficient data to enable extraction of clinically
relevant data. At all study time points, patients were provided
with a diary as a tool to record details about their experience
with the sensor and their activity type and level while wearing
the sensor.

The study was designed to enable exploration of novel disease
progression markers; for the purposes of the sample size
justification, the correlation between the ALSFRS-R and the
novel end points was considered. With 20 patients, it was
assumed that there would be an 80% chance of detecting a
within-patient correlation of greater than or equal to 0.6
(considered a moderate to strong correlation), if the true
correlation was0.7. A total of 25 patientswere enrolled to allow
20 evaluable patients (anticipating 20% dropout rate).
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Figure 1. Study design overview: All 5 patients from the Pilot Study Phase progressed to the Core Study Phase. ALSFRS-R: ALS Functional Rating

Score (Revised); FVC: forced vital capacity; Wk: week.
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Patient Population

The intended study population comprised patients with a
diagnosisof AL S, who were ambulant and had arelatively high
level of clinical function at baseline. The diagnosiswas required
to have been made by a neurologist with ALS expertise within
18 months of symptom onset. Eligible participants were 18 to
80 years of age, capable of giving signed (or verbal) informed
consent and were capable of, and willing to follow the study
protocol. Patients were excluded from study participation if
they met any of the following criteria: had neurological (other
than ALS) or nonneurological comorbidities, presented with
clinically significant cognitive impairment; had a regionally
restricted form of ALS or other atypical variant; required

https://mhealth.jmir.org/2019/12/€13433

RenderX
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20+5 patients

mechanical ventilation; and had an active implantable cardiac
medical device or were at a high risk for needing external
defibrillation or had a history of skin hypersensitivity to
adhesives. Therewere no prohibited medications, but enrollment
into an investigational drug trial (in addition to participationin
this trial) could be prohibited if, in the opinion of the
investigator, the investigational drug might have impacted the
objectives of this study. Table 1 summarizes the baseline
population characteristics of all patients and the completers
population. As expected, the most common concomitant
medications were from the nervous system class, with the most
common being riluzole (64%), zopiclone (24%), and citalopram
(20%; Table 2).
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Table 1. Patient demographics and baseline disease characteristics.
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Characteristics

Overall population (N=25)

Completers population (n=18)

Gender, n (%)

Male

Female

Age (years), mean (SD)

Race, n (%)

White

Asian

Duration of Amyotrophic Lateral Sclerosis, n (%)

<18 months

Missing

Phenotype at onset, n (%)

Upper limbs

Lower limbs

Upper and lower limbs
Bulbar

ALSFRS-R?total score, mean (SD)

FVCb, mean (SD)

21 (84) 16 (89)
4(16) 2(11)
53.1(9.93) 52.9 (11.3)
23(92) 17 (94)

2(8) 1(6)

22 (88) 16 (89)
3(12) 2(11)

15 (60) 10 (56)

6 (24) 5(28)

2(8) 1(6)

2(8) 2(11)

41.6 (4.98) 43.0(2.71)
3.927 (1.432) 4.262 (1.238)

8AL SFRS-R: Amyotrophic Lateral Sclerosis Functional Rating Score (Revised).
bRV C: forced vital capacity.

Table 2. Most common (=2 patients) concomitant medications.

Anatomical Therapeutic Chemical medication grouping

Core Study Phase (N=25), n (%)

Any medication

Nervous system

Musculoskeletal system

Alimentary tract and metabolism
Cardiovascular system

Sensory organs

Genitourinary system and sex hormones

Respiratory system

22 (89)
20 (80)
4(16)
3(12)
3(12)
3(12)
2(8)
2(8)

Technology Description

A monitoring system (Figure 2) was developed to allow
evaluation of key ALS symptoms. It comprised the following
3 main components:

1

Thecommercially available Mega Faros 180 accel erometer
(3 axes, 50 Hz) and 2-lead ECG sensor (Mega Electronics
Ltd, Finland). The selected heartbeat sensing electrode was
the Mega Fast Fix €electrode disposable patch. The
accelerometer and the el ectrode were attached to the chest
(Figure 2). It was expected that physical activity and tRR
data would be continuously captured by this sensor
(extracted from 1 kHz ECG data, enough for HRV analysis
[24]; full ECG data are not available with the sensor
configuration utilized). This device is in conformity with

https://mhealth.jmir.org/2019/12/€13433

RenderX

the provisions of the Council Directive 93/42/EEC of June
14, 1993, concerning medical devices, and it was compliant
with the standards of measurement from the European
Society of Cardiology and the North American Society of
Pacing and Electrophysiology [25].

A “Lifelnsight Hub (v.2.0.6.), developed by MAT,
received data from the sensor via a secure Bluetooth
wireless signal every 2 min. The hub then automatically
uploaded the datain near real time (every 10 min) to secure
cloud servers (Amazon Web Services EC2) via a secure
connection on a third-generation mobile phone network.
The hub allowed secure connection to additional devices,
and it may be utilized to receive and transmit data from
different data capture technologies, depending on future
study needs.
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3. A digital speech capture system comprising a high-fidelity
microphone connected to acomputer, with bespoke software
that instructed the patientsto say a series of vowels, words,

Garcia-Gancedo €t d

and paragraphs, which were then recorded and immediately
automatically transferred to a secure server via mobile
connectivity.

Figure 2. Schematic representation of the monitoring platform. AWS: Amazon Web Service; HRV: heart rate variability; PA: physical activity; tRR:

interbeat interval.
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Physical Activity

A total of 2 types of activity algorithms (summarized in the
Multimedia Appendix 1) were developed to interpret the raw
data from the accelerometer: “Activity score” algorithms to
evaluate “how much” activity the patients performed and
“Activity classification” algorithmsto evaluate “what” activities
the patients performed.

The activity scoreis used as ameasure of physical activity and
is based on the intensity of movement. To develop the activity
classification algorithms, a series of reference tasks were
performed by the patients at each clinic visit in both the Pilot
and Core Study Phases. A group of healthy volunteers outside
theclinical study also performed the same tasks before the Core
Study Phase; this can enhance algorithm accuracy when the
number of patientsis small [26]. All the reference tasks served
as a “blueprint” for specific movements measured by the
accelerometer. The data generated from these tasks helped in
developing the algorithms and evaluating their performance
using a leave-one-patient-out validation procedure. The
reference tasks (which included sitting, standing, lying down,
walking, climbing stairs, and transitions such as sit to stand,

https:.//mhealth.jmir.org/2019/12/€13433
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stand to sit, stand to lying, lying to stand, and nine-hol e peg test
of manual dexterity) were predefined to enable the devel opment
of clinically meaningful digital markers of disease progression
for investigation. Thisprocess alignswith the recommendations
from the Clinical Trials Transformation Initiative [27].

Heart Rate Variability

There are a number of widely accepted HRV metrics [17]; 2
such metrics include the Root Mean Square of the Successive
Differences (RM SSD; time domain) and L F/HF ratio (frequency
domain).

It is important to note that measures of HRV are derived from
tRR data and are impacted by the duration of the time series
(number of data points), body orientation, time of day, and
activity being performed. Where possible, these factors have
been considered by using the recommended 5-min duration of
tRR and providing values specific to each activity.

From our analysis (summarized in the Multimedia Appendix
1), the RMSSD metric is less sensitive to the amount of data
points missing. As per our analysis (Multimedia Appendix 1),
around 88% of the datawas needed to reliably compute RM SSD
for a 5-min window, whereas almost all the data (99%) were
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needed to reliably compute LF/HF. Therefore, the RM SSD may
be considered a metric that is more robust for patients with
lower data quality. Thisisasimilar finding to other studies that
have found time-based metrics to be less sensitive to missing
data and poor data quality than frequency-based metrics [28].

Speech

The speech data collection was performed during the clinical
site visits for simplicity and to allow for a more sensitive and
structured assessment at this early exploratory stage. Speech
algorithmsto extract acoustic, quantitative, and linguistic audio
features were devel oped based on classical speech processing
techniques (eg, formants and fundamental frequencies) and
used, where possible, open-source components to implement
these techniques.

The patients were asked to perform 4 speech tests that were
identified as clinically relevant. The first 2 tests used the
phonation of the “Ah” sound, one being shortly sustained and
repeated 7 times and the other being along-sustained sound for
10 seconds[22]. The subsequent test wasto pronounce theword
“doily” 3 times[11]. Finally, the patients were asked to read a
short 100-word paragraph (“Bamboo” passage) [29]. This
particular speech data collection protocol comprised tests that
had individually been shown to demonstrate associations
between acoustic measures and speech intelligibility in patients
with AL S but who had not been jointly investigated within the
same patient group.

In contrast to physical activity and HRV, the dataand processing
of speech were done offlineusing aMATLAB script to analyze
the speech dataand generate acomma-separated valuefilewith
the desired end points. This process is summarized in the
Multimedia Appendix 1.

Results

Pilot Study Phase: Feasibility of Equipment and Data
Transmission

A total of 5 patientswith ALSwererecruited for the Pilot Study
Phase and attended 2 clinical visits. Patients al so wore the sensor
intheir routine home-life setting for approximately 3 days after
each clinical visit.

At the time of reviewing the data from the Pilot Study Phase,
clinic reference task data were available for 4 of the 5 patients
and home monitoring was available for 3 out of 5 patients. The
missing data did not propagate through the system within the
expected timeframe, but data were subsequently fully recovered.
For every patient, the number of days having least 18 hours
dataavailable varied from 2 to 3. The device recharging routine
(2 hours each day) was successfully adopted by 3 of the 5
patients.

HRV data were available for 4 of the 5 patients and the
percentage of success of good-quality HRV windows of data
varied from 74.8% to 100% for RMSSD analyses and 53.2%
to 100% for LF/HF analyses. Thiswas deemed to be acceptable
and no adaptations for the Core Study Phase were considered
necessary. The amount and quality of the speech data captured
were as planned.

https://mhealth.jmir.org/2019/12/€13433
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Most (4; 80%) patients were able to attach and remove the
sensor without assistance. A patient reported that the sensor fell
off on asingle occasion. Most patients (4; 80%) found the device
comfortable to wear. All patients reported that wearing the
sensor did not have an impact on the ability to perform daily
activities. Overall, the sensor was well tolerated, although 1 of
the 5 patients experienced mild skin irritation.

Satisfactory user acceptance for the new technology, combined
with the successful capture of study data and absence of adverse
events (AEs), enabled the study to continue to the Core Study
Phase with minimal tweaks to the monitoring platform. No
protocol amendments based on the Pilot Phase results were
necessary.

Core Study Phase

A total of 25 patients (including the 5 patients who completed
the Pilot Study Phase) were enrolled in the Core Study Phase.
A total of 18 of the 25 patients completed the study; 4 patients
discontinued from the study because of withdrawal of consent
(3 of whom had become too unwell to continue with the study
because of progression of ALS, thefourth patient did not provide
a specific reason), 2 patients discontinued because of AEs, and
1 patient was discontinued at the investigator’s discretion. The
mean (standard deviation) ALSFRS-R score at baseline was
41.6 (4.98). The mean (standard error) monthly rate of change
for ALSFRS-R total score was 0.9 (0.23) pointsmonth.

Physical Activity and Heart Rate Variability: | mpact,
Data Quantity, Quality, and Algorithm Accuracy

At the start of the Core Phase, a mgjority of patients (16/25,
64% patients) were ableto attach and remove the sensor without
assistance; however, the proportion of patients who did not
require assistance gradually decreased over the course of the
study, and by Week 48, only 6 of 15 patients (40.0%) were able
to attach the sensor without some assistance. A majority of
patients found the device comfortable to wear; the majority of
patients who reported that the device was uncomfortable
reported symptoms of skinirritation (skin itching and local skin
reactions likely because of an allergy to the adhesive). A
majority of patients reported that wearing the sensor had no or
minimal impact on the ability to perform daily activitiesduring
the Core Phase; only 1 patient reported a moderate impact on
daily activities at Week 12.

A low number of patients reported a minimal impact of the
sensor on sleep: the reasons given included difficulty in getting
comfortable, local itching, and impact of the flashing light at
night. A patient reported a moderate negative impact on sleep.

Most patients adhered to protocol requirements on sensor wear:
65% of visits with data across the subjects had at least three
days of data. However, only 6 of 25 (24%) patients had data
captured for all 13 home monitoring time points.

Figure 3 illustrates the number of days of raw accelerometer
and tRR data captured for each patient at each time point. There
are examples of good data coverage where the patient has been
ableto follow the protocol (eg, patients A, B, and C) and many
examples of deviations from the ideal data coverage. Patients
O, BT, V,W, X, and Y ended the study early.
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There are significant gaps in the data coverage for patients Q,
R, S, and U, asindicated by the zeros in Figure 3. Others have
smaller gaps in the data coverage. Across all 25 patients, no
data were collected for 24% of time points expected.

There are several instances where more than 3 days, or partia
days, of data were collected (partial days represent those days
where any data were captured). Patient O used the sensor for 8
days during 1 home monitoring period, and there are several
occurrencesof 5 or 6 days of wear time across different patients.

At baseline, 23 of 25 (92%) patients provided datafor 3 or more
days (or partial days) during the home monitoring; however, at
Week 48, this reduced to 10 of 18 (56%) patients, indicating
that either an increasing number of patientswere unableto meet
the protocol requirements as the study progressed or they were
less willing to comply with study procedures. Over the course
of the study, there was deterioration in the ALSFRS-R total
score, indicating worsening of ALS (loss of physical function),

Garcia-Gancedo €t d

and a decreasing number of patients provided any home
monitoring sensor data (Figure 4).

If apatient wore the sensor for any period during the day which
was significantly lower than the requested 22-hour period, then
the derivation of any activity type end point, even if normalized
to wear time, may be biased because of the heterogeneity of
activity patterns throughout the day. The total wear times over
each 24-hour period showed that patients did not wear the device
for long enough. Average total wear time over the 24-hour
recording period showed mean total wear time was 1106 min
(approximately 18.4 hours) per day at baseline. The mean total
wear times did not decrease significantly throughout the study
to Week 48 (1084 min; 18.1 hours) per day and did not decrease
significantly from the first day of monitoring, “Day 1" (1086
min; 18.1 hours) to the third, “Day 3" (1051 min; 17.5 hours).
Therefore, although fewer patients provided data as the study
progressed, the quality of the dally data provided by
participating patients did not deteriorate significantly.

Figure 3. Home monitoring data coverage: number of days (or partial days) of data captured for each patient and time point. Blank entries indicate
early withdrawals. Patients had either aPilot Study Phase or Core Study Phase baseline home monitoring period but not both. For clarity, in 5 instances,
data were excluded from the analysis because of predefined data quality deviation rules unrelated to the monitoring platform.

Patient
Home MonitoringPeriod A B C D E F G H I J K L M NOPQRSTUVWXY
Pilot Study Phase Baseline ojo|jofofojojo]|o0O ojofofofojojo|o 0|0 0 7
Core Study Phase Baseline | 0 | 3 3 313 3 3|0 0 3(0|3|0]0
Week 4 3(3(3 313 92 | il 3|3 3(0(3 0
Week 8 3|13]|3 3 113 013|1|3|0]3 0
Week 12 | 3 3 3 2 3|13|3|0|0]0 0 3
Week 16 3 313|3|0 3 2|0|3|0|0|0O}|O 0
Week20 | 0| 3| 3 3} &) 3|13|3|0(|2]3 o(ofo 0
Week 24 2(3|3|3 11]0]1]0 0f(3|o n
Week 28 213 ojojofofo o(ofo 0
Week32|3[3]3|3([3]2]3](3 3|3|0(0|0|3 ofo|1 0
Week 36 PGBl ) “ | 1 [ 3|1 [3]1 0j0j2|0]|2 2|12|0 3
Week 40 3(3|3|3 ojof2|o 0|0 0
Week 44 | 3 3(2|0|3]|3|3|3]|0 0 110 0
Weekd8 | 0} 13|23 ]|3|3]|2 2|0 1 3(0(0 0
—
Greatest Number of home monitoring periods for which Smallest

the patient provided at least one day (or partial day) of data
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Figure 4. Percentage of patients providing home monitoring data throughout the study; mean Amyotrophic Lateral Sclerosis Functional Rating Score
(Revised) total score of al patients remaining in the study. The number in brackets next to each time point represents the number of patients in the

study. ALSFRS-R: ALS Functiona Rating Score (Revised).
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Physical activity algorithmswere devel oped to classify “active,”
“sedentary but not lying,” and “lying,” asthese 3 activity classes
were expected to enable describing patients’ level of physical
function. For clarity, “sedentary but not lying” refers to any
activity requiring low levels of intensity (but excluding “lying
down”), such as standing, sitting, or performing low-intensity
movements. The algorithms were tested using the reference
tasks data. Their overall performance is illustrated by the
confusion matrix in Figure 5, where it can be seen that a few
“active” |abelsare being predicted as“ sedentary but not lying”;
nonetheless, the overall performance is considered high, as
accuracy, sensitivity, and specificity are greater than 97% for
all 3 activity classes.

Overall, the amount and quality of the data collected and the
accuracy of the algorithms devel oped were sufficient to evaluate
changesover timein patients’ activities of daily living. Changes
from baseline at Week 48 in the main physical activity end

points investigated (normalized to wear time) are shown in
Table 3. A reduction in the patients’ ability to perform activities
of daily living over time can be observed across al end points.

Figure 6 providesahigh-level summary of the HRV dataquality
for each patient acrossthe study. The effect of muscle activation
can be considered small enough, which was supported by the
tRR data. Some patients had poor data quality throughout the
study, whereas others had periods of both good and poor data.
Very few patients had good data quality throughout the study.
The percentage of windows with enough good-quality data to
compute the RMSSD and LF/HF metrics varied across the
patients. Some patients had very poor data quality, with very
few windows having sufficient datato compute the HRV metrics
(eg, patient P and patient W). It is possible that those patients
had a poor contact between the sensor and the skin using the
Fast Fix.

Figure5. The confusion matrix for the physical activity algorithms. The percentages represent the predictions of “Actual classes” NL: number of data
labels from reference tasks, collected by 24 Amyotrophic Lateral Sclerosis patients (1 patient did not provide reference task data). Each label contains

1 min of accelerometer data.
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Table 3. Changesin physica activity end points from baseline to Week 48.

Garcia-Gancedo €t d

End point

Baseline (n=24), mean (SE) Week 48 (n=13), mean (SE)

Average daytime active (minutes)
Percentage of daytime active (%)
Average daytime sedentary (minutes)
Percentage of daytime sedentary (%)
Total daytime activity score per hour (counts)
Total 24-hour activity score per hour (counts)
Maximum daytime activity score per hour (counts)
Mean maximum daytime activity score per hour (counts)
Daytime number of active periods per hour (minutes)
>1to<2
>2tos<b
>5t0<15

Average duration of active periods >1 min (minutes)

34.42 (6.00) 23.58 (8.05)
5.36 (0.85) 3.59 (1.16)
602.22 (26.89) 651.11 (43.36)
94.64 (0.85) 96.41 (1.16)
3336.55 (541.83) 1972.51 (612.89)
2275.65 (370.22) 1430.35 (464.89)
2803.91 (575.50) 1647.04 (456.40)
1618.40 (263.01) 1002.06 (280.53)
0.28 (0.06) 0.25 (0.10)

0.11 (0.03) 0.10 (0.04)

0.04 (0.02) 0.02 (0.02)

2.60 (0.24) 2.08(0.13)°

%h=21.
bn=7.

Figure 6. Percentage of windows with sufficient datato compute heart rate variability metrics for each patient. LF/HF: low-frequency/high-frequency;
RMSSD: Root Mean Square of the Successive Differences; tRR: interbesat interval.
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Some patients had much better data quality. In particular, nearly
90% of thewindowsfor patient H had sufficient datato compute
RMSSD; however, this patient only wore the sensor for 2 home
monitoring periods (7 days of datain total); therefore, thishigh
percentage is biased by the limited wear time (Figure 3).

For all dataacrossthe whole study, only 33% of 5-min windows
of tRR data were sufficient to compute RMSSD metrics, and
only 19% were sufficient to compute the LF/HF metrics.
Overdll, the percentage of RMSSD and LF/HF quality datadid
not correlate with the number of days of data; there wasonly a
slight decrease in LF/HF quality data, with increasing number
of days of data.

https://mhealth.jmir.org/2019/12/€13433

RenderX

A dlight decrease in the RMSSD HRV mean and variance data
was observed over time (datanot shown), but thisfinding should
betreated with caution, given the small amount of dataavailable.
Unsurprisingly (because of the limited amount of LF/HF data
available), no discernible trends were observed over timein the
LF/HF data.

Speech: Data Quantity and Quality

The quantity and quality of the digital speech datafiles captured
during the Core Study Phase of the study was as intended, with
no significant issues related to the methods or equipment. Both
at baseline and at Week 48, all (100%) patients captured the
digital speech data successfully. However, patients J, P, and U
did not perform the speech test at Weeks 12, 24, or 36. All data
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files captured were transferred as anticipated, and no datawere
lost. All speech data were successfully analyzed. Change from
baseline values at Week 48 were low for all speech end points
studied, with no obvious pattern of change over time.

Safety Evaluation: Adverse Eventsand Serious Adverse
Events

Safety evaluation comprised reported AEs and serious AEs
(SAEs) related to the study equipment, devices, or procedures
only. A total of 6 (24.0%) patients reported AES assessed as
related to the devices (including the sensor and Fast Fix adhesive
patches); there were no reports of SAEsand no deaths, and only
2 (8.0%) patients had AEsthat led to withdrawal, both because
of contact dermatitis. Table 4 summarizes AEs in the study.

Table4. Summary of adverse eventsin the Core Study Phase (N=25).

Garcia-Gancedo €t d

All the AEs reported in the study were in the skin and
subcutaneoustissue disorders system organ class (SOC) and all
were skin reactions related to the use of the Fast Fix adhesive
patch. The most commonly reported AE was contact dermatitis.

A total of 21 AEswerereported by 6 patients. Eventswere mild
or moderateinintensity in 5 of 6 (83.3%) patientsand all events
were recovered/resolved at the end of study (1 patient had an
AE of contact dermatitis, which was recovered/resolved with
sequelae). A patient had 2 events of pruritic rash of severe
intensity: the first event lasted for 4 days,; the second event
lasted for 5 days.

Adverse event Adverse events reported Petients reporting adverse events
Adverse events 21 C,FJUWandY
Severity of events
Mild 14 Y,FJadC
Moderate 5 Y,U,and W
Severe 2 U
Severe adverse events 0 _a
System organ class
Skin and subcutaneous tissue 21 C,EJUWandY
Disorders
Dermatitis contact 15 Y,F U, and W
Rash 3 Jand C
Rash pruritic 2 U
Skin irritation 1 Y
Adverse events leading to withdrawal 2 WandY
Deaths 0 —

8N o patient reported an adverse event.

Medical Device | ncidents, Near-Miss | ncidents, and
Malfunctions

A near-miss incident was reported in the Core Study Phase: it
was discovered that, despite being CE-marked, in some
circumstances, it was possible for the mains chargers' casing
to come apart, exposing the internal wires and components,
resulting in arisk of an electrical shock. Theclinical siteswere
informed immediately, and al the chargers were recalled from
all the patients and replaced. A patient reported a replacement
charger made crackling noises and smelled of burning when it
was plugged into the mains. The issue was reported to the
manufacturer, who confirmed there were no other instances of
failure in over 15,000 units sold over a 5-year period before
receiving thisreport. The patient wasissued with areplacement
charger. Before receiving the new charger, the patient had been
ableto use amobile phone charger; therefore, no datawerelost.

https://mhealth.jmir.org/2019/12/€13433

No incidents or malfunctions were reported with the use of
Mega Faros sensor, Fast Fix electrode, or Lifelnsight hub in
this study.

Discussion

Principal Findings

Objective monitoring of disease manifestationsin clinical trials
using sensorsisarapidly advancing area, with over 100 actively
recruiting trial s using technol ogy-based outcomes across arange
of diseases (asof July 2019), accordingto clinical trial registers
[30]. Interest is building across multiple conditions, including
other neurodegenerative diseases, such as PD and multiple
sclerosis [31]; RA [26,32], and COPD [33]. This study
successfully developed and explored the feasibility of a novel
integrated platform to objectively monitor multiple ALS
symptoms across several domains (physical activity, HRV, and
speech). Thisis akey advantage compared with other existing
approaches that monitor symptoms individually [10,34].
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Moreover, the platform is flexible and could be tailored to the
needs of future studies, as components for measuring different
symptoms may be added or removed as required. The system
allowed for real-world and in-clinic data collection, both of
which could be reviewed remotely in near real time.

The dual-phase study design proved to be useful, as the Pilot
Study Phase enabled adaptation of components and a gorithms
before embarking on the Core Study Phase, thereby lessening
the risk that major changes would be needed during the Core
Study Phase. From an ethical perspective, this is particularly
important in ALS, as patients have a limited life expectancy
and are making a significant effort donating their time to the
study; therefore, clinical trial sponsors have aduty to maximize
the value of their time and data collected. It is also important
to note that the study participants continued to receive ALS
standard of care (eg, riluzole and multidisciplinary care).

Core Study Phase results demonstrate that the monitoring
platform can measure physical activity and digital speech for
patients with ALS over the course of the 48-week study,
although the specific sensor and analysis methodology used
were not successful for continuously measuring tRR data, and,
hence, HRV.

Importantly, this novel study showed that it was possible to
assess the physical activity of patients with ALS in their daily
life (real-world monitoring): the data propagated through the
system and were received as expected, although in some
instances, the data experienced delay in being transmitted
because of poor network connectivity, which prevented the data
to be available for review in true real time. At baseline, 23 of
25 patients collected at least three days of home monitoring
data; however, this decreased to 10 of 18 patients at Week 48.
The decreasing amount of data collected with study progression
may be partly explained because of loss of physical function
with disease progression; patients had increased reliance on
carers to attach or remove the device and were less able to
follow the study procedures. It might also be possible that
patientswere simply willing to provide lessdataasthe* novelty”
effect faded away over time. Thishighlightsthat it isimportant
to achieve abal ance between patient burden and the ease of use
vs the amount of the data being collected. If technology is too
intrusive, awkward, or requires frequent interaction with
patients, then it is likely that compliance will be adversely
affected, reducing the amount of valuable and useful data
collected. Wrist-worn devices have shown excellent patient
acceptancein previous studies[35]; however, they are currently
unableto monitor HRV continuously, and from abiomechanical
perspective, the wrist is a lessthan-ideal wear location for
accurate activity classification.

HRV data quality appeared to be affected by a poor connection
between the Fast Fix electrode patch and the chest, yielding
insufficient HRV data on which one may draw any robust
clinical conclusions for both the RMSSD and L F/HF analyses.
Thelower than anticipated quality of HRV data could have been
prevented if we had identified this as an issue at the end of the
Pilot Study Phase. However, the Pilot Study Phase data showed
amuch greater percentage of good-quality HRV windows; this
was likely biased because of the low number of patients and

https://mhealth.jmir.org/2019/12/€13433
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monitoring periods. A greater number of patients and/or
monitoring periods would have been needed at the Pilot Study
Phaseto identify thisissue. In future studies, data quality could
be improved by optimizing study design and using newer, less
invasive sensors with a more reliable skin attachment and not
needing to be recharged daily. Owing to the rapid technol ogical
evolution that has occurred in the wearable device market,
wearable devices are now available and are expected to continue
improving reliability of data collection over time, but they were
not available at the time this study was designed. Moreover, the
analysis of HRV data in this study was performed using the
typical 5-min duration of tRRs, but the literature is unclear as
to how long HRV analysis windows should be to offer the best
compromise between the quality/accuracy of the metrics
extracted and the quantity of data resulting from the analysis.
The longer the analysis window, the more reliable the HRV
parameters; the shorter the analysis window, the lower the
amount of datathat needsto be excluded from analysis because
of data points missing. Recent studies suggest that 2-min
windows and 3-to-4 min windows would not negatively affect
the quality of RMSSD and L F/HF analyses, respectively [36];
therefore, these might be a better choice to maximize data
availability.

The amount and quality of the speech data captured were as
intended, and there were no significant issues with the methods,
equipment, or the data analysis. However, speech analysiswas
performed only during in-clinic visits. Future studies may
employ different technol ogies, such as mobile phones, to collect
digital speech dataat home and more frequently. Thisapproach
iscurrently being followed in anumber of ongoing studies, such
as the AT Home study in ALS [9] or the mPower study in PD
[37]. From astatistical perspective, more frequent data collected
at home would be useful to investigate novel end points,
particularly if within-patient and between-patient end point
variability is high.

Patients were able to use all the study equipment successfully,
with the majority of patients reporting that the sensor was
comfortable to wear and had no or minimal impact on their
ability to perform daily activities, nor did it affect their sleep
quality. The technology was generally well tolerated with AEs
in the skin and subcutaneous tissue disorders SOC reported by
6 of 25 (24.0%) patients, with the events being mild or moderate
inintensity in 5 of 6 (83.3%) patients. Thisisatypical drawback
of using sensors that are directly affixed to the skin; wearing
armbands or wrist-worn devices often lessens the risk of skin
irritation, but these sensors are less appropriate for continuous
HRV monitoring.

The near-miss incident with the study technology, which
occurred during the study, highlighted the importance of patient
safety considerations that need to be taken into account before
deciding upon which technologies are acceptable to use.
Thorough risk assessments need to be carried out and risk
management measures put in place before study starts, in
addition to the use of CE-marked (or equivalent) equipment.

Conclusions
In conclusion, the novel monitoring platform tested in this
exploratory study was successful in collecting AL S patient data
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remotely, which may be useful in identifying digital markers
of disease progression; the home monitoring of physical activity
was a particular accomplishment that may generateinsightsinto
the real lives of patients with ALS not previously appreciated,
thus providing the clinicians with aval uable new understanding
of their patients well-being. The limitations of the study
included a large amount of missing data, partly because of a
number of patients withdrawing from the study early, which
limited the ability to draw robust clinical conclusions; however,
the platform was able to capture objective data to monitor

Garcia-Gancedo €t d

patients outside of clinical visits, in near real time, and further
improvements are expected with the ever-rapid advancements
in digital sensor technologies. The relationship between the
exploratory biotelemetry end points and the clinical gold
standard AL Smeasureswill be reported separately (manuscript
under preparation). Ultimately, the goal should be to develop
a platform that seamlessly integrates the data from various
sources and standardizes ALS clinically relevant measures,
procedures, and data reporting and validation and, ultimately,
regulatory acceptance of the digital clinical trial end points.
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Abstract

Background: There is alimited understanding of components that should be included in digital interventions for 24-hour
movement behaviors (physical activity [PA], sleep, and sedentary behavior [ SB]). For intervention effectiveness, user engagement
isimportant. This can be enhanced by auser-centered design to, for example, explore and integrate user preferencesfor intervention
techniques and features.

Objective: Thisstudy aimed to examine adult users’ preferencesfor techniques and featuresin mobile appsfor 24-hour movement
behaviors.

Methods: A total of 86 participants (mean age 37.4 years[SD 9.2]; 49/86, 57% femal ) completed a\Web-based survey. Behavior
change techniques (BCTs) were based on avalidated taxonomy v2 by Abraham and Michie, and engagement features were based
on a list extracted from the literature. Behavioral data were collected using Fitbit trackers. Correlations, (repeated measures)
analysis of variance, and independent samplet tests were used to examine associations and differences between and within users
by the type of health domain and users' behavioral intention and adoption.

Results: Preferenceswere generally the highest for information on the health consequences of movement behavior self-monitoring,
behavioral feedback, insight into healthy lifestyles, and tips and instructions. Although the same ranking was found for techniques
across behaviors, preferences were stronger for all but one BCT for PA in comparison to the other two health behaviors. Although
techniquesfit user preferences for addressing PA well, supplemental techniques may be able to address preferences for sleep and
SB in abetter manner. In addition to what is commonly included in apps, sleep apps should consider providing tips for sleep. SB
apps may wish to include more self-regulation and goal-setting techniques. Few differences were found by users' intentions or
adoption to change a particular behavior. Apps should provide more self-monitoring (P=.03), information on behavior health
outcome (P=.048), and feedback (P=.04) and incorporate social support (P=.048) to help those who are further removed from
healthy sleep. A virtual coach (P<.001) and video modeling (P=.004) may provide appreciated support to those who are physically
less active. PA self-monitoring appealed more to those with an intention to change PA (P=.03). Social comparison and support
features are not high on users’ agenda and may not be needed from an engagement point of view. Engagement features may not
be very relevant for user engagement but should be examined in future research with a less reflective method.
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Conclusions: The findings of this study provide guidance for the design of digital 24-hour movement behavior interventions.
As 24-hour movement guidelines are increasingly being adopted in several countries, our study findings are timely to support

the design of interventions to meet these guidelines.

(JMIR Mhealth Uhealth 2019;7(12):e€15707) doi:10.2196/15707

KEYWORDS

physical activity; deep; sedentary behavior; 24-hour movement; mobile health; mobile apps; behavior change technique;

engagement; adult

Introduction

M ovement Behaviors

Physical activity (PA), dleep, and sedentary behavior (SB) are
modifiable determinants of several negative health outcomes
among adults. More time spent being physically active (more
light-intensity PA [LPA] and a minimum of 30-min
moderate-to-vigorous PA [MVPA] per day), a sleep duration
of 7-9 hours per night, and lesstime spent on SB are associated
with beneficial health outcomes, including lower risk of weight
gain and obesity [1,2], lower risk of type 2 diabetes[3-5], lower
risk of cardiovascular diseases [3,6], and higher health-related
quality of life [1-7]. In Europe, 61% of the adult population
meets the guidelines for MVPA [8], and 73% of adults without
diseases meet the recommendationsfor a healthy sleep duration
(7-8 hours per night) [9]. Between 10% and 42% of adultsin
Europe have been reported sitting for more than 7.5 hours per
day [10], whereas less than 7 hours of SB per day (mainly
measured via self-reports) has been suggested as beneficial for
health [11]. Despite the benefits of PA, reducing SB, and getting
enough sleep, most studies to date have examined the duration
of these movement behaviors in isolation [12]. This is
problematic, asthese behaviors areinterrel ated; over the course
of 24 hours, a change in any of these given behaviors impacts
the duration of (at least one) movement behavior(s).
Consequently, these behaviors need to be considered together
inamultibehavior program, astargeting one behavior will cause
a time displacement in another behavior, and not all
displacements are equally favorable to health [13,14].

User-Centered Design of Multibehavior Programs

To date, very few multibehavior programs have been designed
taking into account 24-hour movement behaviors, with no
effectiveness data avail able thus far [15,16]. As aresult, there
is a limited understanding of which components should be
included and how behavior recommendations are best combined
in such multibehavioral interventions[17,18]. Behavior change
techniques (BCTs) are uniquely identifiable components of an
intervention that can be considered active ingredients of
behavior change [19]. To ensure effectiveness, exposure to and
active elaboration of intervention content are also required,
referred to as user engagement [20]. User-centered design, in
which user preferencesfor BCTsand other intervention features
are taken into account, can help increase user engagement
[20-22]. This is especially important in digital multibehavior
programs that face additional challenges to user engagement
because of alack of in-person support [20]. Although BCTsare
an important feature of behavior change interventions, apps
may al so include specific features to enhance user engagement,

http://mhealth.jmir.org/2019/12/€15707/

such as the use of celebrities [23,24], narratives [25],
gamification, challenge and competition elements [25,26],
interactive features such as a chat function and virtual coaches
[27,28], or a social media connection [28]. In line with the
Elaboration Likelihood Model, when users are not able or
motivated to processthe messagein arational way, the message
is processed via such visual and contextual cues, here referred
to as engagement features [29,30].

BCTs are best selected to fit specific determinants of behavior
[31]. This may imply that different BCTs are needed and
preferred by users for different behaviors. Users' needs and
preferences for techniques in an intervention may change as
users proceed to adopting and maintaining the behavior change
[32] and may also differ between users with a higher or lower
motivation to change behavior, where those with ow motivation
may, for example, be more interested in peripheral cues than
those with high motivation for the health behavior [32,33]. We
do not expect preferences for peripheral engagement features
to differ by specific behavior because these peripheral cues do
not rely on content matching with specific behaviors. Thisis
therefore not included in our study.

Study Aims and Research Questions

To the best of our knowledge, no study has assessed adult users’
preferences for BCTs and engagement features in relation to
combined PA, sleep, and SB intervention and investigated
whether these differ between movement behaviors and by the
user's intention and current adoption for each health behavior
domain. When designing interventions for 24-hour movement
behaviors, these insights are important to ensure that userswill
engage with the intervention and continue to use the app for as
long asit is necessary to change behavior. This study aimed to
assess the following research questions: (1) What are the
preferences for BCTs in mobile apps aiming to improve PA,
sleep, and SB? (2) Do differences exist between participantsin
terms of their preferencesfor specific movement behavior (PA,
sleep, and SB)? (3) What are their preferences for engagement
features? (4) Do differences exist in participants preferences
for BCTs or features by their intention to change the health
behavior and current behavioral adoption (PA, sleep, and SB)?
The results of this study may inform the evidence-based design
of mobile health interventions, promoting 24-hour movement
behaviorsin ageneral adult population.

Methods

Study Design

The data used for this study were part of the Healthy Worker
study, a 2-week intensive measurement study that assessed PA,
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deep, SB, and their behavioral determinants. Incentives for
study participation consisted of individual feedback and the
possibility to win a folding bike via a raffle. On study
completion, users completed a voluntary Web-based process
evaluation survey using QuestionPro (Austin, Texas, US). The
data reported here were derived from the process evaluation
survey. Methods and results were reported in accordance with
the Checklist for Reporting Results of Internet E-Surveys
guidelines [34]. Surveys were pseudonymized to ensure
confidentiality and avoid social desirability bias. The survey
did not use a randomized order of items to maintain a logical
flow. Adaptive questioning (branching and skips) was used to
reduce respondent burden. Surveyswere sent to individual email
addresses, disabling multiple logins. Only completed surveys
were included. Most items required a response to continue.
Participants could save responses and continue later. It took,
on average, 12 min to complete the survey, which consisted of
40 questions. Data were collected between February 2017 and
May 2017. Participants received a personal feedback report at
study completion and, as an incentive, they could win afolding
bike via a raffle. The ethics committee of Ghent University
Hospital approved this study (reference 2016/1231).

Participants and Sampling Procedure

A random sampl e of working-age adults (aged 22-55 years) was
drawn from thecivil registry in Ghent, acity of roughly 250,000
inhabitants in Flanders, Belgium. A total of 2453 letters were
sent out, of which 47 were returned undeliverable. Participants
were included if they were aged 22-55 years and owned a
smartphone with access to the internet. Participants were
requested to notify the researchers of their interest to participate
by email and provide their phone number and postal address.
Home visits were made to each participant to set up the Fitbit
app (San Francisco, California, US) and wearable device and
to retrieve the Fitbit app after study completion.

M easurements

Sociodemographic I nformation

Sociodemographic information including gender (male/or
female), age (continuous), and highest educational degree
(primary school, secondary school, postsecondary nonacademic
education, or academic education) was assessed in a\Web-based
survey 1 week before the start of the study.

Movement Behaviors

Participants were provided a Fitbit Charge 2, a commercial
wrist-worn activity tracker that includesatriaxial accelerometer
and a heart rate monitor. Fitbit devices have been shown to be
valid and reliable commercial devicesto measurethetime spent
on these movement behaviors [35,36]. The Fithit Charge 2
measured minute-by-minute activities classified as LPA,
moderate PA (MPA), vigorous PA (VPA), deep, or SB. The
usability of the Fithit trackers was assessed with Likert scale
items (1-5) based on the Short Usability Scale [37] and was
rated as high, with average scores between agree and completely
agree (=4 or 5) for ease of use, self-confidence in using it,
quickly learning how to useit, good integration of functionality,
and interest in using it in the future. Full descriptive results are
provided in Multimedia Appendix 1.
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Preferences for Behavior Change Techniques and
Engagement Featuresin a Mobile App on Physical
Activity, Sedentary Behavior, and Sleep

Preferences for BCTs and engagement features were rated per
behavior on a5-point rating scale. A short BCT list, consisting
of 22 BCTs(Multimedia Appendix 2) [38] rather than the more
extensive list of 93 BCTs[19], was used to reduce respondent
burden. The BCT list was inspired by commonly used
techniquesin health apps[28,39,40] when scored based on BCT
taxonomy of Abraham and Michie[38]. Participantsrated their
preferences for specific engagement app features on a 5-point
rating scaleincluding social mediaconnection [28], gamification
[25,26], competition with others [25], a virtual coach to give
instructions [27,28], being able to ask questions via a chat
function [27], having anarrative (eg, fictional drama) and being
a character in this narrative [25], and having celebrity
endorsement of the app [24].

I ntention to Change Movement Behaviors

Validated scal es to measure intention-to-change behavior were
used for each behavior, where possible. As a result, the
operational definitions of intentional phases differed between
each health behavior. Intention was measured before the start
of the study in aWeb-based survey for PA and SB andin diaries
during the 14-day follow-up period for deep. For PA, the
intention phase was determined by one item from the Belgian
Environmental Physical Activity Study survey reflecting their
stages of change: (1) premotivational phase: “I am not
sufficiently active and have no intention to change in the next
6 months,” (2) action phase: “1 am not sufficiently active and
have the intention to change in the next 6 months,” and (3)
maintenance phase: “|1 am sufficiently physically active” [41].
The action and maintenance phases were grouped into the
intentional phase. For sleep, no validated behavioral determinant
guestionnaires existed then. A questionnaire was developed in
the framework of this study and validated elsewhere (DeSmet
et al, unpublished, 2019). The intention to improve sleep was
defined as users' intention to go to bed on time (measured in
evening diaries, averaged over 14 days, and dichotomized by
no intention <3 [completely disagree to neutral] and >3 [rather
to completely agree] on a 1- to 5-point rating scale). For SB,
users were asked for their intention to reduce their time spent
sitting based on a previous scale for occupational sitting time
[42], assessed here across five different domains (ie, while
watching TV, using computers in leisure time, during other
leisure activities, during transport, and at work). If users
indicated they wanted to reduce their sitting in at least one of
these areas in the next 6 months, they were considered to have
an intention to reduce their SB.

Analysis

Descriptive statistics assessed participants' average preferences
for BCT by each movement behavior and for app features
(research question 1). Associations of preferenceswith agewere
assessed with Pearson correlations, and differences in
preferences by gender were assessed with analysis of variance
(ANOVA) tests. Repeated measures ANOVA analyses were
conducted to assess differences among usersin their preferences
for BCTsin each of the three movement behaviors (PA, sleep,
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and SB). No between-factor test was used. Significant results
were subsequently tested viaindependent samplet teststo detect
differences between pairs (research question 2). ANOVA tests
were used to assess differences among participants by their
intention to change and current behavior inrelation to PA, sleep,
and SB. Homogeneity of variances was assessed, and
significance tests were only performed for item sets with
nonsignificant tests on homogeneity of variances (research
question 3). All statistics were performed in SPSS, version 25
(IBM corporation, Armonk, NY).

Results

A total of 98 participants completed the main study, with 86
participants completing the process evaluation (response rate
88%; Figure 1). The analyzed sample (n=86) mostly consisted
of people living in an urban area (65/86, 76%), who were well

Figurel. Study flow.
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educated (71/86, 83% completed postsecondary education),
living together with a partner (58/86, 67%), and working full
time (66/86, 77%). The mean age was 37.4 years (SD 9.2), and
57% (49/86) of the participants were female. Fitbit data were,
on average, available for 11.9 of 14 days (median 14, SD 4.3).
Participants spent, on average, 4.6 hours (SD 1.19) on LPA,
25.3min (SD 15.01) on MPA, 29.4 min (SD 20.7) on VPA, 7.6
hours (SD 0.80) asleep, and 10.3 hours (SD 1.31) on SB per 24
hours. There were no significant correlations between the
number of days Fitbit datawere available for and users’ activity
profile. Of the 74 preference items, there were significant
correlationswith one technique and one feature (ie, having more
measured days was positively correlated with a preference for
social comparison with others on PA: r=0.22, P=.04; having
more measured dayswas negatively correlated with apreference
for anarrative: r=—0.22, P=.04).

2453 invitations

Recruitment 90 responded (4%) 16 snowball
Fitbit - 6 did not start (too
monitoring 100 participated busy or away)
2 dropouts
P . .
e;gff;fon 86 participated (88%) 12 did not start

Across movement behaviors, the same BCTs were the most
preferred, that is, information on the health consequences of
movement behaviors, self-monitoring of behavior, feedback on
how well they do, obtaining insight into their healthy lifestyles,
and receiving tips and instructions on how to do the behavior
(Multimedia Appendix 2). Moreover, the standard deviations
for preferences on the specific techniques of information on the
link between behavior health outcome and behavioral
self-monitoring were small, indicating astrong agreement among
users for these BCTs. Although the same BCTs were ranked
highest across behaviors, there were significant differencesin
participants’ preferences for the BCT items between the health
domains of PA, sleep, and SB on all but one BCT (ie, time
management skills; MultimediaAppendix 2). Therewasahigher
preference for several BCTs to promote PA than for sleep or
SB. This was the case for several BCTs associated with goal
setting (ie, setting and adjusting personally desired outcomes,
setting and adjusting personally relevant goals, building up
toward more difficult goals, and receiving a reminder). This
was also the case for severa BCTs in relation to positive
reinforcement (ie, receiving rewards of incentives, providing
encouragement, and obtaining social support) and BCTsrelated
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to (role) modeling (ie, receiving videos that model the desired
behavior and being arole model for others).

Specific BCTs were less preferred for SB than for sleep and
PA. Thiswas noted for several BCTsin relation to instructions
to perform the behavior, self-monitoring, and feedback (ie,
information on link between behavior and health outcome,
instructions on how to perform the behavior, self-monitoring
of behavior, feedback on behavior, and receiving regular
feedback on how the behavior contributes to the health
outcome). Identifying barriersfor the behavior wasless preferred
for SB than for sleep and PA. For two BCTs— receiving tips
tailored to their profile and to compare themselves with others
with asimilar profile—there was alower preferencefor SB than
for PA, but there was no difference with slegp. For obtaining
insightsinto the differences between what the person does and
what is needed to meet the health outcome, the preference was
significantly higher for PA than for the other behaviors, and
this BCT preference for sleep was significantly higher than for
SB. In sum, the preference was lowest for SB on all BCTs but
one (no significant difference in time management skills). Goal
setting, role modeling, and reinforcement BCTswere generally
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preferred more for PA than for either sleep or SB. Instructions,
behavioral monitoring, and feedback wereless preferred for SB
than for either sleep or PA.

The preference for engagement features was low to very low
(Multimedia Appendix 3).

Very few BCTs showed a difference in preference between
participants with alow or high intention to change the specific
movement behavior (Multimedia Appendices4-6.) For PA only,
participants with a higher intention to increase this behavior
had a stronger preference for monitoring their behavior than
participants with a lower intention. There were no significant
differences by intention to change behavior on any other BCT
preference (Multimedia Appendices 4-6). Participants who had
fewer hours of seep per night showed a higher preference for
information on behavior health outcome, behavioral monitoring,
and feedback (Multimedia Appendix 5). For PA, lower levels
of MV PA were associated with ahigher preferencefor avirtual
coach that gives instructions and for video modeling
(Multimedia Appendix 4).

Discussion

Principal Findings

When designing interventionsfor 24-hour movement behaviors,
it isimportant to assess whether users would prefer a different
approach for each behavior. This study examined adult users
preferences for different BCTs in a mobile app to improve
24-hour movement behaviors of PA, sleep, and SB and to assess
whether these preferences differed by behavior and users
behavioral intention and adoption. The study also examined
preferences for engagement features and differences in
preferences by users’ behavioral intention and adoption.

In general, the same BCTs were top-ranked across 24-hour
movement behaviors, although the strength of these preferences
was higher for PA than for SB or sleep. This suggests that the
same BCTs can be used universally for combined intervention
on the 24-hour movement behavior rather than behavior-specific
BCTs. For al behaviors, information on behavior health
outcomes, obtaining insights into their healthy lifestyles,
self-monitoring, feedback, instructions, or tips were ranked the
highest, and social support and comparison were ranked lowest
in user preferences. The high preference for self-monitoring
techniques is in line with earlier research on user preferences
for apps to promote PA [28] and underscores the upcoming
interest among users in commercia wearable activity trackers
that monitor PA, sleep, and SB. In Belgium, 19% of adults had
a wearable activity tracker in 2017 compared with only 5%
owning one in 2016 [43]. Some BCTSs, such as self-regulation
techniques, were less preferred for both sleep and SB than for
PA. A lower preference for self-regulation techniques, such as
action and coping planning, to improve sleep in comparison
with PA, aligns with previous research showing that users felt
that self-regulation techniques were not always easy to apply,
given limited control over wake time and bedtimes [44], or
whereintegrating self-regulation techniquesin mental imagery
was found more useful to promote sleep than the traditional
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form of creating implementation intentions, given the habitual
nature of bedtime routines [45].

This study moreover examined preferences and differences in
user preferences for BCTs and engagement features by
behavioral intention and adoption. The interest in the
engagement features was generally low. A previous study on
engagement features in digital health interventions to reduce
alcohol consumption showed that personalization, control
features (being able to make choices), and interactive features
(allowing you to enter information and take a game or quiz)
were most appreciated. Action plans and challenge features
(competition against others) were ranked as least important by
some, but as more important by others in the study. Narrative
features (storyline, in which the user can be a character) were
rated as not very important for engagement with the app [25].
Thislargely fitswith our findings. Thisearlier study found little
consistency in user preferences [25]. For example, it showed
that users only valued social comparison features if they
expected that they would not be outperformed by others;
however, our study did not find a higher user preference for
such features among userswith abehavior that wasin a healthier
range compared with those who scored worse on these
behaviors. We also found no difference in preferences for
engagement features by intentional phase, disconfirming our
expectation that these features would appea more via a
peripheral route among those with alower motivation. However,
our self-reported method of assessment may not have been
appropriate to capture any interest in features via a peripheral
route. For example, in entertainment education, where a
narrative and characters are used in an entertainment format to
convey health messages, acrucial condition for its effectiveness
is that the message is provided unobtrusively and that the
audience is unaware of the intent to change their opinions or
behavior [46]. An experimental method or a conjoint analysis
method where examples of apps differing in these features are
shown and rated by users, rather than asking them to reflect on
the importance of these features, may be better suited to assess
user preferences for such engagement features in apps to
promote PA, sleep, and SB.

A stronger preference for BCTs of self-monitoring, reminders
or cues, role modeling, and rewards for PA than for SB and
sleep may be unexpected, as these BCTs are mainly assumed
to change automatic, habitual behavior [31,47,48] and would
hence be expected as more preferred for SB and sleep than for
PA. Possibly, a higher intention to change PA and familiarity
with PA may have resulted in a stronger preference for BCTs
to change this movement behavior than for SB or sleep. This
is, however, not supported by our findings for SB, as no
difference was noted in BCT preferences between participants
with an intention to change SB and those without such an
intention nor were there any significant associations found
between the time spent on SB and any of the BCT preferences.
For dleep, however, those with a longer sleep duration were
indeed less interested in using self-monitoring for sleep. The
lower preferencesfor SB and sleep on these BCTs than for PA
may also be a consequence of the taxonomy that was used. A
relatively brief set of BCTs was selected to reduce respondent
burden when scoring these for three behaviors. The taxonomy
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used was inspired by previous scorings of mobile health apps
[28,39,40] but was designed specificaly for PA and diet
interventions [38,49]. Possibly for sleep and SB, other relevant
techniques may need to be included, such as sleep hygiene
practices and cognitive behavioral therapy for dleep, or
environmental changes, emotional persuasion, and education
for SB [50-52], which were not examined here. A selection of
BCTsthat isrelevant for SB and sleep, for example, based on
alarger taxonomy of 93 BCTs has been constructed with expert
input from several behavioral areas [19], may be appropriate
for future studies on user ratings of techniques to address
24-hour movement behaviors. Finally, we may expect that
features differentially implemented across behaviorsin the Fitbit
that the participants had worn before filling out this survey may
have affected their preference ratings. This does not appear to
be the case, as preferences were higher for PA both for BCTs
more strongly integrated for PA than for other behaviors (eg,
detailed and real-time self-monitoring), as well as for features
more strongly implemented for SB than for PA (ie, reminders
and buzzes).

Some recommendations can be made when comparing user
preferences with what is currently commonly used in apps. PA
tracker apps often include information, self-monitoring,
instructions and feedback, goal-setting techniques, social
support, modeling, and social comparison [53]. Our findings
show that all BCTs, except social comparison techniques, that
showed the lowest preference are important to include in PA
apps to ensure user engagement. Sleep tracker apps include
fewer BCTsand mainly consist of self-monitoring and feedback
[53], which align well with preferred BCT factors for sleep
observed in our study. Our findings suggest that adding giving
tipsasBCT in deep apps may further increase user engagement.
In addition, for SB, activity tracker apps mostly include
self-monitoring and feedback [53]. A previous study suggested
including more social support featuresin SB apps[53]. On the
basis of our findings, we expect that this would not increase
user engagement, as preferences were lowest for social
comparison and support. Self-regulation and goal-setting
techniques, however, were highly preferred and may be amore
useful addition to SB apps. In addition, two mobile apps have
been designed to improve multibehavior patterns of PA, sleep,
and SB in adults; Balanced and BeWel124. Balanced included
goa setting, information on behavior health outcome,
self-monitoring, and feedback asBCTs[16]. BeWel124 included
goas and planning, feedback, and monitoring, shaping
knowledge, and associations for all behaviors, complemented
with shaping knowledge, natural consequences, and repetition
and substitution for some behaviors [15]. It appears that these
fit well with user preferences for these behaviors, with the
exception of goal setting, which is included but not highly
preferred for al behaviors and tips and instructions, which are
highly preferred but not included.

Inaddition, for BCTs, wedid not find any differences according
to users' intentions to improve their behaviors. Those with a
lower intention to change their behavior may be moreinterested
in BCTs that increase risk perception and positive outcome
expectancies, such asfeedback and information on the behavior
health link [31], and those with a higher intention may have a
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higher preference for self-regulation techniques [32]. Thiswas
not consistent with our results; however, we did observe ahigher
interest in these features, not by intention, but by behavioral
adoption of sleep: Participants who had fewer hours of sleep
per night showed a higher preference for information on
behavior health outcome, behavioral monitoring, and feedback.
Thus, these techniques may be important to create awareness
and initiation of health behavior change [54]. Other specific
BCTs and engagement features also appeared to be preferred
by people who showed lower levels of healthy behavior,
indicating that these may be especially useful to support initial
behavior change. Those with already higher levels of sleep
wished to receive more social support for their sleep. Those
with a high intention to change PA were more interested in
self-monitoring their behavior. For PA, lower levels of MVPA
were associated with ahigher preferencefor avirtual coach that
gives instructions and for video modeling. This suggests that
more instructions and support are needed on specific exercises
viawhich to actually achieve more MV PA. Such virtual coaches
have been integrated into several research-grade mobile apps
or digital interventions for PA [55-57], but in commercial
settings, apps are often provided at a premium (eg, Fitbit
Coach), although sometrackers have also started providing free
audio guidance during sports activities (eg, Polar Beat and
Moov). From a public health perspective, it is unfortunate that
avirtual coach would be offered at a premium becauseit would
then be available only to those who can afford it. On the other
hand, thisiswhere an opportunity may liefor public health and
academic organi zations to devel op such an app that incorporates
a virtual coach and can be provided free as an add on to the
service provided by commercial apps and wearable trackers.

Limitationsand Strengths

The study had some limitations. Despite using a random
sampling method to recruit a sample representative of the
population, the final sample was highly educated. This is a
common problem in health promotion research. The Belgian
National Health Survey, a nationally representative survey
conducted among 12,038 Belgian individuals aged 15 years or
older, with 3191 individuals from the Flemish region, shows
that 48% of Flemish individuals have attained postsecondary
education compared with 83% in our sample of individuals aged
22-55 years [58]. Although some differences may result from
theinclusion of ayounger age group that could not have attained
postsecondary education yet (ie, aged 15-21 years,
approximately 9%), it is clear that our sample overrepresents
peoplewho are highly educated. Thismay have had aninfluence
on behavior outcomes, as both SB and PA were higher among
well-educated individuals than among |ess-educated people in
the Belgian National Health Survey [59]. It isunclear how this
may have affected the preferencesfor BCTs, asweare not awvare
of any studies assessing the differencesin preferencesfor BCTs
by educational background. We could, however, expect alower
preference for sdf-quantification among less educated
individuals based on existing research [60]. Our findings may
thus not be generalizable to users who are less educated. Our
list of chosen BCTs was based on previous research on mobile
health apps. A more extensivelist of BCTs may have uncovered
more unmet needs of usersin current mobile apps. Preferences
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were dlicited via self-report measures in a hypothetical way.
Future research should validate these findings by using
experimental studies with experiences from an actual app.
Eliciting user preferences is the first step in a user-centered
design of adigital health intervention. On the basis of these user
preferences, aprototype can be devel oped that can be optimized
based on subsequent rounds of user feedback [61].

This study also had severa strengths. It examined BCT
preferences for each behavior separately, indicating important
differencesthat should be taken into account in 24-hour activity
interventions. The study examined not only BCTsbut also other
features that may increase engagement. As engagement and
effectiveness are closely entwined, examining engagement
features is important in intervention design considerations.
Finally, examining differences between usersintheir preferences
provides a useful basis for tailoring 24-hour activity
interventions.

Conclusions

Across behaviors, preferences were generaly highest for
information on the link between behavior health outcomes,
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Abstract

Background: As mobile devices and apps grow in popularity, they are increasingly being used by health care providersto aid
clinical care. At our institution, we developed and implemented a point-of-care clinical photography app that also permitted the
capture of video recordings; however, the clinical findingsit was used to capture and the outcomes that resulted following video
recording were unclear.

Objective: The study aimed to assess the use of amobile clinical video recording app at our institution and itsimpact on clinical
care.

Methods: A single reviewer retrospectively reviewed video recordings captured between April 2016 and July 2017, associated
metadata, and patient records.

Results: We identified 362 video recordings that were eligible for inclusion. Most video recordings (54.1%; 190/351) were
captured by attending physicians. Specialties recording a high number of video recordings included orthopedic surgery (33.7%;
122/362), neurology (21.3%; 77/362), and ophthalmology (15.2%; 55/362). Consent was clearly documented in the medical
record in less than one-third (31.8%; 115/362) of the records. People other than the patient were incidentally captured in 29.6%
(107/362) of video recordings. Although video recordings were infrequently referenced in notes corresponding to the clinical
encounter (12.2%,; 44/362), 7.7% (22/286) of patients were video recorded in subsequent clinical encounters, with 82% (18/22)
of these corresponding to the same finding seen in the index video. Store-and-forward telemedicine was documented in clinical
notesin only 2 cases (0.5%; 2/362). Videos appeared to be of acceptable quality for clinical purposes.

Conclusions: Video recordings were captured in avariety of clinical settings. Documentation of consent was inconsistent, and
other individualswereincidentally included in videos. Although clinical impact was not always clearly evident through retrospective
review because of limited documentation, potential uses include documentation for future reference and store-and-forward
telemedicine. Repeat video recordings of the same finding provide evidence of useto track the findings over time. Clinical video
recordings have the potential to support clinical care; however, documentation of consent requires standardization.

(JMIR Mhealth Uhealth 2019;7(12):€14919) doi:10.2196/14919
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photography; video recording; telemedicine; medical informatics applications
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Introduction

Background

Mayo Clinic'singtitutional archives reference the use of video
cameras to record surgeries as early as the 1930s using
equipment that would be considered bulky by today’s standards.
Historical photographs show videographers perched from
bal conies above operating theaters to record surgeries (Figure
1). Asthe process of video recording patients has become easier,
the use of rich mediafor clinical documentation and diagnostic
purposes has evolved.

At present, video cameras remain in use to capture medical
procedures for the purposes of quality improvement, training,
and research [1,2]. A recent systematic review on video
recording open surgeries included 110 articles that discussed
camera use to capture open surgery with miniature cameras,
such as GoPro (GoPro, Inc.) and GoogleGlass (Alphabet, Inc)
[3]. Outside of surgical specialties, video recordingsare widely
used to correlate clinical findings with electroencephalogram

Cambron et al

findingsin patients with suspected seizures [4-6] and may also
be used to study team dynamics and technical skills in
emergency cardiopulmonary resuscitation [7]. In addition to
asynchronous review of video recordings after they have been
captured, live video can be used to conduct synchronous
telemedicine encounters. For example, provider-to-provider
telemedicine is used to guide neonatal resuscitation [8] and
provider-to-consumer telemedicineisused for urgent carevisits
for minor illnesses[9].

At present, cameras available in smartphones arguably capture
photographs and video recordings with better quality than most
consumer-grade digital cameras that were available lessthan a
decade ago. In a time when at least 77% of Americans own
smartphones and more than 86% of physicians report using an
electronic health record (EHR), merging both technologies
presents an attractive and convenient opportunity to enhance
point-of-care documentation [10,11]. Indeed, leading EHR
vendors have seized this opportunity to integrate point-of-care
image capture into their mobile apps, and institutions have
developed home-grown apps for this purpose [12-14].

Figure 1. Videographer recording asurgical procedure at Mayo Clinic in Rochester, Minnesota, in March 1937. Copyright 1937 Mayo Foundation for
Medical Education and Research. Used with the permission of Mayo Foundation for Medical Education and Research, al rights reserved.

Prior Work

We previously described the implementation of a mobile app
(PhotoExam) for point-of-care clinical photography at Mayo
Clinic[12], including itsintegration in the primary care setting
[15]. Later evaluations revealed that the app’s primary use was
not for teleconsultation but rather for improved documentation
of physical examination findings within the EHR. Our initial
assessment observed that residents and fellows represented the
primary user base, with surgical speciaties making up thelargest
number of users and dermatology accounting for most of the
photographs [12]. Photographs were observed to be of
acceptable quality, and the app’s release did not appear to be
associated with a decrease in the use of traditional medical

https://mhealth.jmir.org/2019/12/€14919
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photography services. Our ongoing efforts are focused on
assessing how point-of-care medical photography affects patient
care—related outcomes.

The PhotoExam app has predominantly been used for its
photography function, which allows authorized usersto securely
photograph a clinical finding and tag it with metadata (eg,
anatomical site captured and description of finding). However,
more recent versions of the PhotoExam app include capability
to capture and upload video recordings.

Goals

As it was unclear how the video recording function was being
used in clinica practice and we were unableto identify literature
about the use of point-of-care mobile clinical video recording
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technology elsewhere, we aimed to assess the following
attributes of video recordings captured using the PhotoExam
app: (1) who was capturing video recordings (in terms of
specialty and work role), (2) what clinical findings were being
captured on video recordings, and (3) was there a measurable
impact of video recordings on patient care. Therefore, we
retrospectively reviewed video recordings, their associated
metadata, and patient records to assess the use and impact of
the PhotoExam video recording feature.

Methods

The PhotoExam App

The PhotoExam app is available to health care providers at al
Mayo Clinic sites via an internal App Sore and is compatible
with recent versions of iOS. Its release and updates were
announced in internal communications (ie, staff newdletter).
Any headlth care staff with access to the EHR can use the app
whiletheir deviceis securely connected behind theinstitutional
firewall. Use of the app was not mandated by the institution.
Although we are not aware of specific, formal departmental
initiatives promoting use, we cannot rule out the possibility that
departmental quality improvement initiatives may have
encouraged use within specific speciaties. Our anecdotal
experience has been that clinical championswithin adepartment
often encouraged colleagues to use the app. The features and
functionality of the video recording function are identical to
those previously described for the photography function [12]
except that only 1 video recording can be uploaded for each
anatomic site (compared with multiple photographs per anatomic
site), and the newest version automatically launchesfrom within
our EHR vendor’s proprietary mobile EHR app in a manner
that hands off patient context, thereby obviating the need to
manually search for the patient record within the PhotoExam
app. Once the patient record is opened within the PhotoExam
app, a hard stop verifies that the appropriate consent for
photography or videography has been obtained according to
departmental policies. The user is then permitted to capture a
video recording using the device'scamera. Thevideo recording
issecurely uploaded to aDigital Imaging and Communications
in Medicine standard-compliant Digital Clinical Asset
Management System. The captured video recordings are stored
on thelocal device only temporarily until they are successfully
uploaded or the user closes the app—whichever comes
first—after which, they are permanently deleted from the user’s
devicein amanner that is compliant with the Health Insurance
Portability and Accountability Act (HIPAA). Video recordings
are not accessible by other apps on the mobile device. The app
was not designed for patient use, and patients were not able to
utilize the app to upload self-shot video recordings.

Theusersdid not receive any formal training on practical aspects
such as use case scenarios or how to capture clinically relevant
video recordings with high fidelity. However, an internally
accessible website provided technical support and instructions
on the app’s use. We are unaware of formal integration of the
app into medical training programs,; however, users included
residents and fellows in training.

https:.//mhealth.jmir.org/2019/12/€14919
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Human Subjects Protection

The study procedureswere reviewed and approved by the Mayo
Clinic’'sinstitutional review board.

Patient Selection and Data Collection

We queried the clinical asset management database to identify
all video recordings taken using the PhotoExam app between
April 15, 2016, (when the video recording feature first became
avallable) and July 17, 2017. We excluded records
corresponding to patients who refused the use of their medical
recordsfor research purposes, known test patients (ie, fictitious
medical records within the production environment used for
training and testing) and incidental video recordings (ie, user
had not intended to record a video).

Employee work role and department were identified by
cross-referencing ahuman resources database. These datawere
missing in the data sourcefor asmall number of userswho were
no longer employed by Mayo Clinic at the time of the query.
Data available by review of the video recording and the patient
medical recordswere extracted by 1 reviewer (JCC). Datawere
extracted into a data extraction form in REDCap [16] and
exported for analysis.

Quality Assessment

Lacking a standardized tool to assess the quaity of
provider-captured clinical video recordings, we adapted the
quality assessment rubric used previously for assessing
photographs taken using PhotoExam [12]. By consensus, we
arrived at the following quality assessment items that were
included in our rubric:

1. Doesimage quality or blurrinesslimit ability to seethearea
of focus?

2. Does the video recording objectively portray size using a
ruler?

3. Does the video recording zoom in or out or move around
to optimally characterize the finding as needed?

4. Isthere sufficient lighting and color differentiation to see
the area of focus?

5. Istheaudio clear and audible (if present)?

6. Isthe video recording image stable?

7. Isthevideo recording right side up?

A favorable score was awarded for an answer of yeson questions
2,3, 4,5, 6,and 7, and a favorable score was awarded for an
answer of no on question 1. A quality score was calculated as
a percentage of applicable favorable scores awarded on rubric
items. For video recordings that included sound, the total score
was calculated as a percentage of items out of 7. For video
recordings that did not include sound, the total score was
calculated as a percentage of items out of 6 because item 5 did

not apply.
Data Analysis

Continuous features were summarized with means and standard
deviations when approximately normally distributed and with
medians and interquartile ranges otherwise. Categorical features
were summarized with frequency counts and percentages. For
differences in quality score, referral generation, and consent
documentation between specialties, analysis of variance and
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chi-square tests were performed across the most common user
specialties (ie, orthopedic surgery, neurology, ophthalmology,
and emergency medicine) with all other specialties grouped
together as other. Throughout the paper, sample sizes for
featureswith missing data or for subsets of interest areindicated
in italics in parentheses. Results are reported at the video
recording level—rather than patient level—unless otherwise
specified. Statistical analyseswere performed using SASversion
9.4 (SAS Ingtitute). All tests were 2 sided, and P values less
than .05 were considered statistically significant.

Figure 2. Patient record selection.

390 videos
considered for
inclusion

Cambron et d

Results

Included Records

Weidentified 390 video recordingsthat were potentially digible
for inclusion. We observed that 11 video recordings were
unavailablefor review, 1 video recording corresponded to atest
patient record that had not beenidentified intheinitial screening
process, and 16 video recordings appeared to be incidentally
recorded. These video recordings were all excluded, yielding
362 video recordings of 286 patients that were included in the
study (Figure 2).

11 unavailable videos excluded

1 test patient video excluded

—»

16 incidentally recorded videos excluded

Y
362 videos
(286 patients)
included in
analysis

Demographics
App use in terms of the number of clinical video recordings

captured using the PhotoExam app over timeisshown in Figure
3.

In terms of patient demographics, there was a dlight
predominance of males (58.0%, 210/362), and patients were
largely white (88.6% [321/362]; Table 1). The most common

https:.//mhealth.jmir.org/2019/12/€14919

site where video recordings took place was the Mayo Clinic
Rochester campus, corresponding to nearly 4 out of 5 video
recordings (79.0% [286/362]; Table 1). Most (70.7%, 256/362)
video recordings took place in the outpatient clinic setting,
followed by the inpatient hospital setting (20.4%, 74/362),
emergency department (8.3%, 30/362), and, unexpectedly,
patients homes (1.1% [4/362]; Table 1). The mean video length
was 21 seconds (SD 12 seconds; Figure 4).
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Figure 3. Videorecordings over time.
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Table 1. Patient demographics and location of video recording, including work site and clinical setting.

Cambron et d

Patient demographics (N=362) Value
Age (years), mean (SD) 45.0 (24.6)
Sex, n (%)
Male 210 (58.0)
Female 152 (41.9)
Race, n (%)
White 321 (88.6)
Black/African American 10(2.7)
Asian 4(0.2)
Other 18 (5.0)
Unknown 9(2.5)
L ocation of video recording
Work site, n (%)
Mayo Clinic Rochester 286 (79.0)
Mayo Clinic Arizona 43 (12.0)
Mayo Clinic Florida 10 (2.8)
Mayo Clinic Health System 23(6.4)
Clinical setting, n (%)
Hospital 74 (20.4)
Clinic 256 (70.7)
Emergency department 30(8.3)
Patient’s home 2(0.5)
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Figure 4. Distribution of videorecording lengths.
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User Demographics

The work role and primary clinical department of the provider
who captured each video recording were assessed. The mgjority
of video recordings were captured by attending physicians
(54.1%,; 190/351), followed by nurses (19.7%; 69/351) and
residents/fellows (18.2%; 64/351). When assessed according
to clinical department, approximately one-third (34.8%;
122/351) of video recordings were taken within orthopedic
surgery, 21.9% (77/351) were taken within neurology, and
15.7% (55/351) of video recordings were taken within
ophthalmology.

Video Recor dingsand PhotographsWithin theM edical
Record

To assess the extent of utilization of the app, we assessed the
number of video recordings or photographs taken of the patient
during each clinical encounter. To assess the provider's
experience level, we measured the cumul ative number of video
recordings and photographs the recording provider had
previously captured using the app as of the time of each video
recording. In most cases, only 1 video recording was recorded
during the encounter and no photographs were captured (Table
2). Furthermore, providers had previously captured a median
of 46.5 photographs and 3.5 video recordings using the
PhotoExam app as of thetime the video recording wasrecorded
(Table 2). The distribution of provider experience level with
videography and photography is graphically demonstrated in a
histogram form in Figures 5 and 6, respectively.

Table 2. Photographs and video recordings associated with each clinical encounter and provider experience level at the time of use.

Associated photographs and video recordings

Value, median (IQR)

Extent of app use during encounter
Number of video recordings captured at visit
Number of photographs captured at visit
Provider experience level
Cumulative number of video recordings captured by provider

Cumulative number of photographs captured by provider

1(1-2)
0(0-2)

35(2-8)
465 (14-111)

Figure 5. Distribution of provider experience level with videography. A single outlier who captured nearly 50 videorecordings is not included on the

histogram.
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Figure6. Distribution of provider experience with photography. A single outlier who captured over 1000 photographsis not included on the histogram.
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Patients included in 22 video recordings (7.7% of patients;
N=286) were video recorded during subsequent clinical
encounters, with 82% (18/22) of video recordings of these
patients demonstrating the same finding seen in theindex video.

Similarly, 19.2% (55/286) of patients' video recordings were
associated with additional photographs taken using the
PhotoExam app. In 71% (39/55) of these cases, the
photographed finding was the same as the video-recorded
finding.

Clinical Findings Recor ded

Independent of the recording provider’s identified specialty,
clinical findings were classified according to finding specialty
categories. Table 3 summarizes the types of specific findings
captured, stratified by finding category for the 4 most common
specialty uses of orthopedic/musculoskeletal/physiatrics,

Table 3. Speciaty-specific findingsincluded in the video recordings.

neurologic, ophthalmologic, and dental, which accounted for
more than three-quarters of all video recordings.

Table 4 includes additional details about the findings
documented in the reviewed video recordings. Most of the video
recordings (68.8%; 249/362) captured volitional movements
by patients, and 29.6% (107/362) of them captured either passive
movements initiated by the examiner or static findings. The
vast majority (92.3%; 334/362) of video recordings captured
physical examination findings, however, less common uses
included demonstration of cares (eg, wound care), capture of
externally captured media (eg, video recording originally
captured on patient’s cellphone or portable ultrasound), and
objects externa to the patient (eg, foreign body). A variety of
anatomic siteswere captured, with the most common sitesbeing
the upper extremities (31.5%; 114/362) and the eyes (18.0%;
65/362).

Specialty findings (N=362)

Value, n (%)

Orthopedic/musculoskeletal/physiatrics
Range of motion
Muscle strength test
Other
Neurologic
Motor function and balance
Coordination test
Cranial nerve test
Mental status
Reflexes
Other
Ophthalmologic
Extraocular movement
Slit lamp examination
Pupillary response
Other
Dental
Surgical prosthesis or device
Other
Other findings

130 (35.9)
102 (28.2)
4(1.2)

38 (10.5)
80 (22.1)
19 (5.2)
17 (4.7)
7(L9)

5 (1.4)
4(1.2)

40 (11.0)
58 (16.0)
26(7.2)
5(1.4)
2(0.6)
31(8.6)
13(3.6)
11(3.0)
2(0.6)

83 (22.9)
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Table 4. Genera characteristics of the findings captured in video.

Cambron et d

General finding characteristics (N=362)

Value, n (%)

Volition
Nonvolitional
Volitional
Both
Finding type
Object outside patient
Capture of video recording on another device
Capture of imaging findings
Physical exam
Demonstration of care
Anatomic site captured
Hand
Eye
Arm
Entire body/unspecified
Leg
Face
Mouth
Chest
Head
Other

107 (29.6)
249 (68.9)
6(17)

3(0.8)

5 (1.4)

11 (3.0)
334(92.3)
9(25)

75 (20.7)
65 (18.0)
39(10.8)
44 (12.2)
29 (8.0)
23 (6.4)
15 (4.1)
14(3.9)
12(33)
46 (12.7)

In 107 (29.6%; 107/362) video recordings, we noted that people
other than the patient were incidentally captured. In 80 (74.8%;
80/107) of these, medical personnel were included, and in 31
(29.0%; 31/107) video recordings, other people who had
accompanied the patient to the visit (ie, family or friends) were
included. Asboth medical personnel and other people who had
accompanied a patient to a visit could have been captured in
the same video recording, these percentages add up to greater
than 100%.

Captured Audio

As the PhotoExam app alows the user to include or omit the
recording of sound, we were interested in the inclusion and
content of the recorded audio. Audio was only recorded in 118
(32.6%; 118/362) video recordings. In 36.4% (43/118) of cases,
only background noise was captured, suggesting that audio did
not need to be recorded in those cases. In 55.1% (65/118) of
cases, the audio included provider instructions (such as
commands to the patient to complete physical examination
maneuvers), and in 11.0% (13/118) of cases, providersrecorded
commentary (eg, description) about the observed findings. In
28.0% (33/118) of cases, sounds made by the patient, which
may be relevant to an observer, were captured.

Upon manual review of these 118 video recordingsthat included
audio, the audio recorded findings were deemed to be the
primary finding in 2.5% (3/118) of the video recordings, audio
recorded and video recorded findings were considered equally

https:.//mhealth.jmir.org/2019/12/€14919

important in 27.1% (32/118) of cases, and, in the remaining
70.3% (83/118), the video recorded finding was deemed the
primary finding.

Video Recording Quality

Our quality assessment revealed that most video recordings
were acceptably in focus with adequate lighting, stability, and
sound. However, video recordings frequently did not adequately
demonstrate scale (ie, by using a ruler) or perspective (ie, by
rotating the cameraaround clinical findings). The mean quality
score across video recordings was 67.8 (SD 7.7)%. There was
no significant differencein quality score when compared across
specialties. Average quality scores ranged between 65.8% in
emergency medicineand 68.5% in other specidties, with quality
scores of ophthalmology, neurology, and orthopedic surgery
falling within this range (P=.59).

Consent

In 115 (31.8%; 115/362) video recordings, patient consent was
clearly documented in the medical record: for 113 of these video
recordings (98.2%), a signed media consent form was scanned
into the medical record, and for 2 video recordings (1.7%), the
provider documented in the clinical note that verbal consent
was obtained. There was a significant difference between
specidties in terms of the percentage of video recordings that
were associated with explicitly documented consent within
clinica notes or a signed media consent form (P<.001).
Exploratory comparisons between individual specialties and

JMIR Mhealth Uhealth 2019 | vol. 7 | iss. 12 | €14919 | p.81
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH

the othersreveal ed driving factorsto be high ratesin orthopedic
surgery (53.3%, 65/122; P<.001 vs al others) compared with
low rates in emergency medicine (13.3%, 4/30; P=.02 vs all
others) and other (ie, not orthopedic surgery, neurology,
ophthalmology, or emergency medicine) specialties (11.5%,
9/78; P<.001 vsall others).

Clinical Impact

We first evaluated clinical notes to identify evidence of the
clinical impact of video recordings. Disappointingly, only 44
(12.2%; 44/362) video recordingswerereferenced in the clinical
notes corresponding to the visit, and in only 2 cases (0.6%;
2/362) the use of tel emedicinewith remote, asynchronousreview
of the video recording by another provider was explicitly
documented in the clinical notes.

In 30 cases (8.3%; 30/362), an outcome of the visit was
generation of areferral to a speciaist. In the majority of these
cases (20/30; 67%), the referral occurred on the same day. Of
the 20 same-day referrals, 14 (70%) were specialist referrals
made for patients seen in the emergency department. Overall,
16 total referrals were made in the emergency department,
meaning that only 2 patientsfor whom areferral was generated
in the emergency department were not seen by the specialist on
the same day the referral was made. Neurology and plastic
surgery accounted for the majority of the specialists consulted,
contributing 10 and 6 referrals, respectively. There was a
significant difference between departmentsin the proportion of
video recordings associated with a referral (P<.001), with the
main driver being a high rate of referrals made from the
emergency department, where half of the video recordingswere
associated with areferral compared with 7% or fewer encounters
for al other specialties.

Qualitative Aspects and Real-World Use Cases

In this study, we categorized and summarized the myriad ways
that health care providers have used video recordings to
document clinical findings. One unfortunate consequence of
aggregating data is that the qualitative richness of the video
content becomes lost. To capture these uses, we therefore
include a few qualitative observations to highlight innovative
or interesting use cases. One coauthor (TRH) utilized the app
to capture the work of the breathing of an infant with
bronchiolitiswho required hospital admission. Another coauthor
(KDW) who was covering the pediatric ward was able to view
the video from elsewhere in the hospital, and this was noted to
facilitate the appropriate disposition of the patient to the
intensive care unit.

Overall, 19 video recordings demonstrated motor function and
balance in a variety of ways. Common use cases included
capturing of abnormal gait (eg, ataxia), tremors, and dystonia.
Face, letter, and number recognition exercises were recorded
and used to document mental status. Ophthalmologic video
recordings captured dit lamp examinations, which were
generally conducted without the use of a magnifying objective.

Innovative uses included capturing radiographic videos (eg,
fluoroscopy, echocardiography and other ultrasonography
captured on portable machines and at outreach locations that
utilize a different EHR), dressing of a wound and application
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of vacuum-assisted closure device (ie, intended to beinstructive
to other providers), recording brief procedures (eg, plantar corn
removal) and capturing patient-provided video recordings (eg,
capturing a video recording of avideo playing on the patient’s
phonein order to integrate it into the EHR).

Discussion

To our knowledge, this is the first report in the literature to
summarize the use of a point-of-care mobile app to capture and
upload clinical video recordings to the EHR in a manner that
is secure and HIPAA compliant.

Principal Findingsand Comparison With Prior Work

Inour initia report on the use of the photography feature of the
PhotoExam app, attending physicians captured more
photographs than other user groups (29.5%; 6725/22,784), with
nurses taking a similar number of photographs (28.3%;
6446/22,784). In this study, attending physicians and nurses
were dtill the leading users, though there was a greater
discrepancy between the percentage of video recordings captured
by the top user groups when compared with photographs, with
attending physicians and nurses capturing 54.1% (190/351) and
19.7% (69/351) of video recordings, respectively. With respect
to specialty, our initial report on PhotoExam reveal ed that 54.1%
(12,315/22,784) of photographs were captured within
dermatology and 25.6% (5825/22,784) were captured within
surgery. In contrast, leading user departmentsin this study were
orthopedic surgery (33.7%; 122/362), neurology (21.3%;
77/362), and ophthalmology (15.2%; 55/362). This is not
surprising as dermatology and surgery may be able to rely on
static clinical findings, whereas orthopedic surgery, neurology,
and ophthalmology commonly refer to active physical
examination findings.

Analysis of usage patterns indicated steady growth in use over
time, though the number of photographs taken using the app
dwarf the number of video recordings. For example, in thefirst
8 months after the launch of the PhotoExam app, 22,784
photographswere captured compared with 148 video recordings
in the 8 months following the addition of video recording
functionality to the app [12]. There are severa possible
explanations for this discrepancy. One possibility is that users
arenot as aware of or familiar with the video recording feature.
Another possibility isthat many users may find the photography
feature to be sufficient to capture clinical findings, thereby
obviating the need to capture a video recording.

Most video recordings were recorded at the Mayo Clinic
Rochester campus. This likely—at least partly—reflects
differencesin patient visit volumes between sites. The mgjority
of video recordings were taken by attending physicians.
However, nurses and residents/fellows also captured a
significant number of video recordings. In comparison, in our
previous study on the use of the app to capture photographs,
attending physi cians captured more photographsthan other user
groups (29.5%; 6725/22,784) but nursestook a similar number
of photographs (28.3%; 6446/22,784) [12]. On the basis of
review of the video recordings and medical records, aswell as
practical experience with the app’'s use, nurses and
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residents/fellows may take video recordings on their own
initiative or may be delegated by an attending physician to
capture a video recording.

In addition to permitting moving images to be captured, video
recordings a so permit sound to be recorded. Common inclusions
on audio tracksincluded provider commands (which allow the
viewer to follow what is being asked of a patient) and a
provider's verbal description (to indicate what is being
captured). Furthermore, sounds made by patients, which could
be relevant to the clinical finding, were also captured.

In general, video recordings were of high quality, though many
did not extensively demonstrate perspective by rotating about
the clinical finding, and many did not explicitly demonstrate
size/scale using an objective measuring device (ie, ruler). In
retrospect, perspective may belessimportant for somefindings
(ie, seizure) than for others (ie, raised subcutaneous abscess)
and therefore may be less relevant to consider when assessing
these video recordings for quality. In addition, our rubric may
have been excessively stringent by requiring the use of aruler
to be deemed as adequately demonstrating size/scale. Our
previous use of thisrubric for assessment of photography quality
[12] did not strictly require size to be portrayed using a
ruler—photographs could be considered to demonstrate size if
other anatomical landmarks that infer size were included. In
that study, 12.0% (12/100) of photographs did not adequately
demonstrate size[12] compared with 99.4% (360/362) of video
recordings in this study. In retrospect, many video recordings
that we reviewed for this study were able to reasonably
demonstrate size/scale by including an object of referencewithin
the frame or by starting the video recording showing the
patient’s entire body or recognizable landmarks and then slowly
panning and zooming to the area of interest to capture size.
Therefore, the use of overly stringent criteria to judge
demonstration of size represents a limitation of the quality
adjudication criteriaused in this study. Furthermore, assessment
of quality by only 1 reviewer was another limitation. In future
studies, we will adjust the quality rating scale based on our
observations, and we will consider reviewing at least a subset
of video recordings in duplicate to ensure consistency in the
quality assessment process.

Patient consent was not always clearly documented inthe EHR.
However, we are confident that patient consent was obtained
for all video recordings because the app includes a hard stop
(toggle switch and popup dialog box) that requires the user to
attest that consent was obtained from the patient before being
permitted to proceed with photography. One reason verbal
consent may not have been clearly documented in clinical notes
could be that providers may have thought that attesting that
consent was obtained within the app was sufficient for
documentation purposes. One possible improvement to the app
would be to have the user select the method of consent (ie,
verbal or written) and indicate the person providing consent (ie,
patient, parent, guardian, and legal representative), which would
then be documented with the video recordings. During the early
stages of the app’s development, the idea of having patients
sign the screen of the device to provide written consent was
considered. However, this option was not pursued because
providers persona mobile devices were often used and would
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ideally need be sanitized before having patients handle them.
Furthermore, logistical issues relating to internal form
processing and practical considerations of handing a patient an
unlocked mobile device that contains protected health
information and other private, personal information limited our
ability to pursue this mechanism for consent documentation.

In many cases, people other than the patient were incidentally
captured in video recordings. Most of the individuals
incidentally captured on the video recordings appeared to be
staff members, but others appeared to be family or friendswho
accompanied the patient. It isunclear whether theseindividuals
also separately provided consent to be included in the video
recordings or whether their consent was implied by facilitating
video recording (ie, parent holding a child while the provider
capturesthe video recording). From alegal standpoint, patients
have a fundamental right to privacy that includes the right to
consent to be photographed or video recorded. Staff, family,
and friends do not have the same privacy rights. Courts have
held that when individuals arein public areas, such ascommon
areaswithin ahospital, they do not have reasonabl e expectations
of privacy and can be photographed and, in most states, video
recorded without the need for their prior consent. In aminority
of states, arecording of a conversation reguires the consent of
every person in the conversation. If the video recording occurs
in one of these 2-party consent states, consent is required of
each staff member, family member, or friend who is a party to
the recorded conversation. However, consent can be expressed
or implied based on the circumstances. As in the case of the
parent holding a child, if the individua is aware of the video
recording and continuesto participate, consent may beimplied.

We observed evidence that video recordings favorably affected
clinical care. For example, we observed that video recorded
findings were either video recorded or photographed at
subsequent visits, suggesting that clinical findings were being
tracked over time using the app and presumably referenced at
those visits for comparison. In 8% of cases, a referra to a
specialist was generated, and in two-thirds of these cases,
referrals occurred the same day. Furthermore, video recordings
captured in the emergency department were more likely to be
associated with a referral than those captured within other
specialties. Although it is tempting to speculate that the
existence of a video recording within the EHR facilitated or
expedited referrals, we do not have additional evidence to
support this hypothesis. The authors’ anecdotal experience has
been that consulting specialists find video recordings helpful
because they allow specialists to gather important information
and provide tentative management advice before seeing the
patient in-person. Review of video recordings may aso help
specialists prioritize consultations or expedite care when
appropriate (eg, notify the operating room staff of an anticipated
procedure).

We were disappointed that providers only infrequently
mentioned video recordings within clinical notes. In fact, when
video recordings were mentioned in clinical notes, they were
only mentioned in notes corresponding to the clinical encounter
wherethe video recording was recorded and were not mentioned
in subsequent follow-up visits. We had anticipated that other
providers who see the patient in follow-up might reference
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previously taken video recordings. As noted above, we speculate
that providers who captured repeat video recordings or
photographs at follow-up visits viewed those video recordings,
but we do not have evidence of this. It is unclear whether the
absence of further references in follow-up and referred
consultation notesreflects an incompl ete search of the patients
medical records, alack of viewership by subseguent physicians,
asimple omission on the part of the provider in documentation,
or alack of impact of the video recording on future medical
care. Video recording access|og auditswould help demonstrate
how often other providers view the video recordings.

Strengths and Limitations

Strengths include that we captured data from a variety of
sources, including photograph metadata, human resources
records, manual review of video recordings, and review of
clinical documentation. We also reviewed longitudinal datato
identify when additional photographs or video recordings of
the captured findings were obtained.

Themajor limitation wasthe use of asingle reviewer to abstract
dataand review video recordings. Although weincluded patients
seen at multiple siteswithin various settings, another limitation
that limitsthe generalizability of our findingsisthat our patient
population is not representative. Furthermore, we were unable
to clearly associate video recordings with objective clinical
outcomes. We systematically assessed the technical quality of
video recordings; however, in this descriptive study, we did not
include an assessment of suitability for clinical use. Conducting
such an assessment in the course of our review presents several
challenges. For one, the reviewer may not be familiar with the
clinical requirements of agiven subspecialty and may therefore
not be appropriate to assessthe suitability for clinical purposes.
Second, the clinical utility may not be apparent or evident to
those who are not directly involved in the patient’s care during
a retrospective review (ie, third-party reviewer). In part, to
addressthis aspect of the app’s use and assess the clinical impact
of the app, we separately conducted Web-based user surveys
(unpublished) that included questions about use cases and
outcomes of photography. To keep the survey brief and
maximize the response rate, the questions asked about the app
in general and did not ask the same questions separately about
the photography and videography features. Most users utilized
the app exclusively to capture photographs—rather than video
recordings—and, therefore, responses in general were in
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reference to photography. Therefore, the clinical utility of the
video recording feature remains an area needing study.

Areas of Future Research

Through the authors' use of the app in clinical practice, a
number of legal questions have arisen. Although it is out of the
scope of thisstudy to review them all, severa of these questions
areworth raising. For example, in video recordingswhere people
other than the patient are included, have consent laws been
violated? In some cases, consent for video recording may be
implied—for example, if a parent holds a child in their lap and
poses them to the video camera for photography, they are
providing implied consent. However, if another patient is
captured on a video recording while walking by, they have not
provided implied consent. Even in cases where others may be
incidentally included in video recordings, the HIPAA privacy
rule permits certain incidental disclosuresaslong asreasonable
safeguards are put in place to limit these disclosures. For
example, policies, procedures, and training may be reasonable
safeguardsto limit incidental disclosures. In caseswhere others
are incidentally included in recordings, other privacy rights
beyond HIPAA may limit reuse of the video recording without
the express consent of all partiesincluded in the video recording.

If arecording isto be used in court proceedings, state laws may
dictate consent requirements. For example, some states have
two-party consent laws that require consent of partiesinvolved
to be used as evidence in court. Another legal consideration if
the video recording is to be used for legal proceedings is
maintenance of the chain of custody. The use of electronic log
files that document the creation and any modifications to the
video recording can help maintain the chain of custody.

Conclusions

In conclusion, the video recording feature of the PhotoExam
app has proven to be a versatile tool that has uses within many
different specialties at Mayo Clinic. Clinical video recordings
offer the potential to augment clinical documentation, support
assessments at follow-up visits, and facilitate telemedicine. In
particular, the ability to closely track patient examination
findings over time offers the potential to more accurately
document chronic and progressive conditions. This technology
may be used to capture objective assessments of the efficacy of
treatments and medical interventions over time, and it can
facilitate collaboration among multiple members of a
multidisciplinary patient care team.
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Abstract

Background: An increasing number of patients with chronic heart failure (CHF) are demanding more convenient and efficient
modern health care systems, especially in remote areas away from central cities. Telehealth is receiving increasing attention,
which may be useful to patients with CHF.

Objective: Thisstudy aimed to evaluate the feasibility of a hospital-community-family (HCF)—based telehealth program, which
was designed to implement remote hierarchical management in patients with CHF.

Methods: This was a single-arm prospective study in which 70 patients with CHF participated in the HCF-based telehealth
program for remote intervention for at least 4 months. The participants were recruited from the clinic and educated on the use of
smart health tracking devices and mobile apps to collect and manually upload comprehensive data elements related to the risk of
CHF self-care management. They were also instructed on how to use the remote platform and mobile app to send text messages,
check notifications, and open video channels. The general practitioners viewed the index of each participant on the mobile app
and provided primary care periodically, and cardiologists in the regional central hospital offered remote guidance, if necessary.
The assessed outcomes included accomplishments of the program, usability and satisfaction, engagement with the intervention,
and changes of heart failure—related health behaviors.

Results: Asof February 2018, atotal of 66 individuals, aged 40-79 years, completed the 4-month study. Throughout the study
period, 294 electronic medical records were formed on the remote monitoring service platform. In addition, atotal of 89 remote
consultations and 196 remote ward rounds were conducted. Participants indicated that they were generally satisfied with the
intervention for its ease of use and usefulness. More than 91% (21/23) of physicians believed the program was effective, and
87% (20/23) of physicians stated that their professional knowledge could always be refreshed and enhanced through a library
hosted on the platform and remote consultation. More than 60% (40/66) of participants showed good adherence to the care plan
inthe study period, and 79% (52/66) of patients maintained aconsistent pattern of reporting and viewing their data over the course
of the 4-month follow-up period. The program showed a positive effect on self-management for patients (healthy diet: P=.046,
more fruit and vegetable intake: P=.02, weight monitoring: P=.002, blood pressure: P<.001, correct time: P=.049, and daily
dosages of medicine taken: P=.006).

Conclusions: The HCF-based telehealth program is feasible and provided researchers with evidence of remote hierarchical

management for patients with CHF, which can enhance participants' and their families' access and mativation to engage in
self-management. Further prospective studies with alarger sample size are necessary to confirm the program’s effectiveness.
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Introduction

Methods

Background

Chronic heart failure (CHF) is a magjor public health issue,
affecting nearly 1in every 100 people aged abovethan 65 years,
and its prevalence is increasing with the aging population [1].
Patients with CHF have a poor quality of life and a very low
5-year survival rate [2]. In addition, they are particularly
vulnerable to readmission. Previous studies indicated that the
30-day readmission rate was 5.6% for CHF, and more than hal f
of them were readmitted a year later [3,4]. In addition to the
morbidity of repeat hospitalizations, the cost of hospitalizations
ishigh[5,6]. It undoubtedly increases the burden on the health
care system and results in unnecessary wastage of medical
resources.

Considering the demographic changes of patients with CHF,
thereisaneed for asolution that can facilitate more convenient
and effective access to medical service, especialy in remote
areas. With ubiquitous penetration of wireless internet, mobile
phone, and portable personal health tracking devices, tel ehealth
has become possible. On account of its potential to provide a
much larger number of patients acrossamuch greater geography
with specialist care, it is increasingly being valued as a
promising long-term management strategy for patients with
chronic diseases. It promisesthe opportunity to remotely provide
patients with consistent education, motivation to become
engaged in their own self-care, and assistance in monitoring on
aregular basis[7].

To date, many experiments have confirmed the remarkable
achievements of telehealth in decreasing patients’ risk of CHF
exacerbations and hospital readmissions[8-11], which addresses
the burdens associated with disease management and reduces
CHF-associated health care costs [12]. However, a number of
prior research studies have selected general practitioners or
cardiol ogiststo bethe only management lead [13,14] or adopted
a single management strategy to support self-care and home
telemonitoring, such as structured tel ephone programs [10,15],
mobile apps [11], or Web platforms [16]. To our knowledge,
no existing system has incorporated a Web platform, mobile
app, and smart health tracking devices, together with
collaborative work between general practitioners and
cardiologists, to engage and empower patients in disease
self-management.

Objectives
We developed a hospital-community-family (HCF)—based
telehealth program and aimed to explore its feasibility for the

implementation of remote hierarchical management in patients
with CHF.

https:.//mhealth.jmir.org/2019/12/€13229

Innovative Digital Devicesin the
Hospital-Community-Family—Based Telehealth
Program

Overal, the program consisted of three innovative digital
devices: (1) aremote monitoring service platform (Physio-Gate
PG 1000, GETEMED Medizin- und Informationstechnik AG)
that collects and integrates patients' data, (2) a personal health
tracking mobile app (King OPTO-Electronic) for each patient,
and (3) afew smart health tracking devices.

The Integrated Remote Monitoring Service Platform

The integrated remote monitoring service platform is a
cloud-based, tablet computer—accessed, secure Web platform
that was designed by the Information Academy of Yangzhou
University to collect and integrate data. Its domain name is
iccvd.com. Itisavailablefor both doctors and participants. Each
doctor has his/her own specific log-in account. Participants can
browse the Web directly without logging in. In the HCF-based
telehealth program, this platform acted as a medium for
information transmission and sharing of resources among
regional central hospitals, community hospitals, and patients.
The main functions of this platform are as follows:

- Theedectronic medical record of each participant, including
medical history, physical examinations, laboratory and
imaging findings, clinical diagnosis, general treatment,
medication, and individualized reminder, was recorded on
the remote monitoring service platform. There are three
different important data sources: (1) data registered at the
clinic, (2) data exported from the hospital information
system, and (3) data recorded by participants themselves.

« In the electronic medical record, previous data about
laboratory and imaging findings were cumulated and
arranged in a chronological order. Each value was color
marked to indicate the health status of participants: green
for improvement, orange for mediumrisk, red for high risk,
and no color for normal or close to norma range. Thus,
doctors can assess a patient’s condition more quickly and
comprehensively from high-to-moderate risk to low risk,
asal medical information is available at a glance.

« What makes the platform different is the function of
analyzing the cumulative data of each individual. A trend
diagram of quantitative data such as blood pressure (BP),
heart rate, and 6-minute walk distance can be generated
automatically by the platform, which can help visualize the
overall dynamic change of data.

- The platform, equipped with a dedicated audio-video
system, has high confidentiality and anti-interference ability,
which is different from public video-audio platforms such
as QQ or WeChat (Tencent, Shenzhen, China).

- The platform was designed as a library about CHF,
including the current research state, latest developments,
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futuretrends, and most influential technol ogies and theories,
with more advanced medical knowledge browsing links to
the MedSci medical website.

Mobile App

A Web-based app, created on both Android and iOS platforms,
was developed for reporting health information, monitoring
clinical signs, and enabling direct supervision and instruction
for patients. The app was designed with a link to the remote
monitoring service platform, and two versions were available:
one for physicians and another for patients. Both participants
and physicians have the right to use the mobile app free of
charge. It enables participant management from a distance and
allows the physiciansto observe and follow the health status of
participants at any time.

The patient’s mobile app is secured by their own specific
password. It has the following main functions. data uploading,
remote consultations, electronic medical record viewing, and

Figure 1. Screenshots from the mobile app of patient.

Data elements

Sign
Systolic pressure Kpa
Diastolic pressure Kpa
Pulse Bpm
Respiratory rate Bpm
Weight Kg
Symptom
Dyspnea O Yes @ No
Chest stufly O Yes @ No
Edema OYes @ No

5

My case Sign parameters  Remote consultation  Personal center

A mobile app for physicians was also designed. When a
participant uploads data or clicks on the remote consultation
icon, general practitionersreceive text messagesthat alert them.
They can then view the electronic medical record of the
participant under their jurisdiction at any time by logging into
the mobile app. If necessary, they can send text or video
messages to participants and provide them with individualized
advice through mobile apps.

Smart Health Tracking Devices

The basic devices including a weight scale and a BP monitor
with a cuff were prepared by participants themselves. Some

https:.//mhealth.jmir.org/2019/12/€13229
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medical appointments (Figure 1). Participants can use the app
at home to record and upload comprehensive data elements
related to therisk of CHF self-care management, including daily
recording of symptom and sign changes and medication
adherence. Physicianswill analyze theseincoming values. When
data are outside an acceptable range, participants will receive
video calls or text messages viathe app. In addition, participants
can communicate with physicians more conveniently through
their handheld mobile phone with the assistance of the remote
consultations function of our app. They can send text messages
totheir general practitionersround the clock for help and receive
personalized guidance on long-term self-care management of
CHF viathe mobile app. Moreover, participants and their family
members can view the participant’s cumul ative data, including
examination report and clinical diagnosis and medication.
Finally, reminders for tracking medical appointments and next
visits are visible on the mobile app to keep track of their
schedule.

Data elements

Treatment

Digoxin Metoprolol
Valsartan Perindopril
Furosemide Spirolactone
Others:

Cardiac function
6MWT M

k3]

My case Sign parameters  Remote consultation  Personal center

smart health tracking devices are available in our program, if
necessary: multicomponent remote monitor (for an
electrocardiogram [ECG], peripheral capillary oxygen saturation,
and BP; hITE-4000X, TE-4000Y, Beijing Haileying Medical
Technology Co, Ltd, Beijing, China), long-term wearable ECG
monitor (BECG1200-A, Thoth Medical Technology Co, Ltd,
Suzhou, China), and mobile phone ECG monitor (Zhongwei
Laikang Technology Development Co, Ltd, Beijing, Ching;
Figure 2). These health tracking devices wereinvented to allow
remote monitoring, recording, transmitting, and analysis of
health parameters during daily activities.
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Figure 2. Smart health tracking devices. ECG: electrocardiogram.
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Study Design

Population

This single-arm, prospective, quasi-experimental study was
conducted in the midland of Jiangsu province. The study
received approval from the institutional review board of Subei
People’'s Hospital. Patients were recruited consecutively from
the outpatient clinics of our medical center between June 2017
and September 2017 and werefollowed up for at least 4 months.

Inclusion Criteria

The inclusion criteria were as follows: (1) age =18 years, (2)
left ventricular ejection fraction of <45% as assessed by
echocardiogram, but left ventricular gjection fraction can be
>45% for patients with cardiac insufficiency caused by atrial
fibrillation, valvular heart disease, and hypertrophic
cardiomyopathy; (3) history of CHF of =3 months with New
York Heart Association functional class| to IV, of which class
IV waswithout strict bed rest; (4) the general intervention rules
are based on the current guidelines [5,17]; and (5) ability to
understand the requirements of the study and will to provide
written informed consent.

Exclusion Criteria

The exclusion criteria were as follows: (1) some secondary
cardiomyopathy (eg, hyperthyroid heart disease, anemic heart
disease); (2) a history of malignancy and life expectancy <1
year; (3) severe primary hepatic and renal insufficiency (alanine
aminotransferase level = 100 U/L, serum creatinine level >
3.0 mg/dL, and serum albumin level < 2.5g/L); (4) refusal to
participate; (5) inability to visit outpatient clinics periodicaly;
(6) ambulatory status; and (7) judged to be inappropriate for
the study by the researchers.

https://mhealth.jmir.org/2019/12/€13229
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Study Procedure

General practitionersin 12 peripheral community hospitalswho
agreed to participate and signed the contract were organized
and trained about the study procedures, the latest standardized
management, and the treatment of CHF before the trial began.

Onthe patient’sfirst outpatient visit, the investigator introduced
the study plan to the patient and his or her caregiver (if present)
who met the inclusion and exclusion criteria. The maobile app
was downloaded to patient’s iOS or Android mobile phone or
tablet device after the procedures were explained, and written
informed consent of the patient was obtained. Trained research
assistants then instructed the patient on participation of the
HCF-based telehealth program (described below) and the use
of digital devices. At study enrollment, information on
participant demographics was collected, and thefirst electronic
medical record was established on the remote monitoring service
platform. Thereafter, participants were assigned to the nearest
participating community hospitals for further follow-up and
management. Participantsthen took their health tracking devices
and mobile apps home to join our HCF-based telehealth
program, in which they were reminded to use the app or browse
the Web platform more than once aweek. Telephone follow-up
was scheduled at weeks 1, 4, 8, and 16 to evaluate and provide
technical support regarding the use of digital devices.

At the end of the study, the accomplishments of the HCF-based
telehealth program were summarized and engagement in the
intervention was assessed. Participants, their family members,
and professional health care professionalswereal so interviewed
for their experiences and opinions about the telehealth program.
Participants were encouraged to provide their honest and candid
feedback about the program. The study flow is illustrated in
Figure 3.
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Figure 3. Study flow of HCF-based telehealth program. HCF: hospital-community-family.
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The Hospital-Community-Family—Based Telehealth
Program

The HCF-based teleheath program consisted of
multidisciplinary team members, including experienced
cardiologists, general practitioners, participants, and their family
members (Figure 4). Mobile app, as the main communication
tool between different parts, is a the core of the telehealth
structure. The HCF-based telehealth program was not a purely
Web-based trial, and there were face-to-face components
included in the intervention and assessment.

The program was partly financed by the project of the Jiangsu
Provincial Science and Technology Department (project code:
BL2013022) for items such as remote equipment, software
development, labor subsidies, and academic expenses. The
primary care physicians and cardiologists who joined the
program were compensated or remunerated according to their
workload and contribution to the project.

During the study, participants were required to visit the
cardiologist clinic at least once every 2-4 months, and
examination of indices related to CHF was arranged every 3-6
months or on the basis of the participant’s condition. During
regular clinical visits, participants could provide their health
information via the mobile app a home and browse the
Web-based platform at any time. Asfor participants with CHF
who were at high risk of arrhythmia, a smart health tracking
device was provided to record and send health parameters at
any moment. Owing to the remote consultation function of the
mobile app, patients could contact with the general practitioner
24 hours a day if they felt uncomfortable. Subsequently, they
would receive feedback about their measurements, education

https:.//mhealth.jmir.org/2019/12/€13229

about their symptoms and their diseases, reminders, and
encouragement to follow care plans[18].

The general practitionersin community hospitals examined the
data submitted by the participants and artificially identified
abnormal or worsening health data of participants. Depending
on the risk level of the participant, the general practitioners
would send out a phone confirmation or perform other
interventions, such as consulting experienced cardiologists at
our regiona central hospital. In some cases, the result may be
areferral patient to asuperior hospital through agreen passage.
Usually, general practitioners would initiate weekly interactive
voice calls to assess the hedlth status and provide technical
support on the use of digital devices. Changes in the health
status of each participant would be reported on the remote
monitoring service platform in the electronic medical records
form monthly by general practitioners. The comorbidities and
medication would be kept up to date, as they were the reasons
for adjusting the treatment regimen.

Experienced cardiology specidistsin regional central hospitals,
through the app’s audio and video system, conducted weekly
ward rounds for patients reported to be criticaly ill by general
practitioners, tailored CHF management, and adjusted outpatient
visit schedules according to the clinical situation of each
participant. In addition, experts regularly held remote video
lectures on the treatment and management of CHF and provided
free training for general practitioners throughout the study.

A unique feature of this project was the collaborative work
between general practitioners and cardiologists using a
Web-based platform, a variety of intelligent health tracking
devices, and mobile apps to achieve a comprehensive and
personalized intervention for patients with CHF.
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Figure 4. The hospital-community-family—based telehealth program in patients with chronic heart failure. EMR: electronic medical record.
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Outcome M easures

Usability of the HCF intervention for patients was assessed
based on the 12-item Perceived Health Web Site Usability
Questionnaire [19], which is a widely used tool to assess
usability for a variety of technologies. It consists of three
separate componentsthat ask about a patient’s satisfaction with
theintervention, the ease of use, and the effectiveness. All items
were rated on a 1-7 scale. Responses were averaged for each
component and across al items. In this study, the Cronbach
alpha for satisfaction, ease of use, usefulness, and overall
usability were .81, .74, .82, and .83, respectively. The
physician’s satisfaction with the intervention was assessed
through self-reported questionnaires.

At the beginning and end of the study, lifestyle and health
behaviors of participants were collected by interview, which
would be used to assess changes in self-management for
participants. Engagement with the intervention was assessed
objectively via daily Web portal log-ins and use of the maobile
app, including data uploading, remote consultations, and
electronic medical record viewing. During the interview, a
gualitative method was used to examine perceptions of the
intervention components for participants.
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Data Analyses

Descriptive  statistics were computed for participants
characteristics and all outcome variables. Data were presented
as numbers and percentages for categorical variables and mean
and standard deviationsfor continuous variables. The Wilcoxon
signed-rank tests for nonparametric data were used to assess
satisfaction with the HCF intervention. Differences between
categorical variableswere analyzed by the Chi-sgquare test when
P<.05 was considered statistically significant.

Results

Baseline Char acteristics of Participants

As of February 2018, of the 105 patients with CHF assessed
for eligibility, 70 subjects met the inclusion criteriaand agreed
to participate in this study. Of the 70 participants, 4 (6%)
dropped out from the study: 2 of them were lost to follow-up
and 2 others withdrew voluntarily because they had
migrated abroad and were unable to visit outpatient clinics
periodically. The final analysis was performed in 66 (94%)
participants who completed the baseline and 4-month
measurements. All demographic information for participants
who completed the study is shown in Table 1.
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Table 1. Baseline demographic characteristics of the study participants.
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Characteristics Values
Age (years), mean (SD) 69.35 (11.15)
Sex, n
Male 34
Female 32
Body mass index (kg/mz), mean (SE) 22.17(1.69)
Clinical history, n (%)
Hypertension 37 (56)
Coronary heart disease 11(17)
Valvular heart disease 11 (17)
Atrial fibrillation 32 (48)
Cardiomyopathy 23 (35)
Diabetes 22(33)
Medications, n (%)
Angiotensin-converting enzyme inhibitors/angiotensin receptor blocker 36 (55)
Beta blocker 40 (61)
Diuretic 32 (48)
Digitalis 21(32)
Ivabradine 0(0)
Device, n (%)
Cardiac resynchronization therapy 3(5)
New York Heart Association, n (%)
[ 11 (17)
I 32 (48)
m 23(35)
v 0(0)
Education, n (%)
Less than high school 51 (77)
High school degree or more 15(23)
Home caregiver, n (%)
Spouse 34 (52)
Relative 21(32)
Other 11 (17)
Monthly income (CNY $), n (%)
<400 31 (47)
400-800 21(32)
=800 14 (21)

Accomplishments of the
Hospital-Community-Family—Based Telehealth
Program

Participants uploaded data elements recorded by themselves or
their caregivers weekly via the mobile app, submitting a total
of 1096 reports. Dataand thetrend diagram of health parameters

https:.//mhealth.jmir.org/2019/12/€13229
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from one of the participants, analyzed and generated
automatically by the platform, isshownin Figure 5. In addition,
294 electronic medical records were recorded on the remote
monitoring service platform. Throughout the study period,
genera practitioners consulted the experienced cardiologistsin
the regional central hospital remotely 89 times by the mobile
app, and one participant was transferred to a superior hospital.
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Cardiologists completed 196 remoteward rounds and gave participants. A total of eight remoteinterventionsfailed because
advice on adjustments of medications and lifestyle to of wirelessnetwork problemsand operational errors by patients.

Figure5. Datatrends of aperson on the remote monitoring service platform. HR: heart rate; BP: blood pressure; DBP: diastolic blood pressure; SBP:

systolic blood pressure; 6BMWD: 6-min walk distance.
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Participants and Physicians' Experience of the
Hospital-Community-Family I ntervention

As shown in Table 2, the overall usability of the program was
slightly above the midpoint of the 1-7 scale. Participants rated
their satisfaction with and usefulness of the HCF intervention
higher than they rated the ease of use of the HCF intervention.

At the end of the study, 23 physicians, including 18 genera
practitioners and 5 experienced cardiologists, were surveyed.
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Results from the survey data showed that 21 (91%) physicians
believed that this remote hierarchical management program
improves management efficiency, with 20 (87%) physicians
stating their professional knowledge can always be refreshed
and enhanced through the library hosted on the platform and
remote consultation, and al 23 (100%) physicians
firmly believed that the program should beexplored and
promoted on alarger scale.

Table 2. Participant-reported usability of hospital-community-family intervention (average scores; possible range=1-7; higher scores indicate greater
overall usability, higher degree of satisfaction, easier use, and better effectiveness of the hospital-community-family intervention).

Usability of intervention Mean (SD) Range

Overall usability 4.79 (1.03) 2.00-7.00
Satisfaction 5.04 (0.89) 3.00-7.00
Ease of use 4.40 (1.08) 2.00-7.00
Usefulness 4.69 (1.09) 2.00-7.00

Feedback on Intervention Components

Most participantsindicated that they found the mobile app useful
as atool to track CHF-related information, contact clinicians
easily, and be reminded to take their medication, and they were
also ableto sharetheir logged information with the peoplewhom
they trust most, such as family members or close friends who
could help them during their medical appointments. Participants
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also responded positively to the knowledge propaganda feature
of the remote monitoring service platform, which provided them
with useful information, particularly relating to sustaining health.
The participants were more interested in smart health tracking
devices, which could help them keep track of health conditions
anywhere, so that they felt more secure and involved in their
own care. Generaly, most of them were somewhat or very
willing to recommend the telehealth program to patients with
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CHF around them. We also heard a few complaints about the
components that negatively affected their experience. These
complaintswere mainly focused on the complex operation steps
and the consumption of mobile data traffic. Moreover, one
patient complained that voice or video call isthelargest segment
of mobile datatraffic unless they can directly connect to
theWi-Fi. Another older patient said that operating this
complicated system has more or less obstacles for him.

Engagement With the Intervention

The overall engagement with the two main components of the
intervention (ie, the mobile app and the Web platform) was
assessed by participants or their caregivers' usagelogging. More
than 60% (40/66) of the study participants showed great
adherence to the HCF-based telehealth program, which was
defined as the use of the app or the access of Web platform
more than once a week and the visit of specialist clinics as
scheduled during the study period. Although most of

Table 3. Changesin lifestyle and health behaviors.

Guo €t al

them engaged through the mobile app, 12 participants (18%)
who displayed high adherence to the program were found to
have used the mobile app and the Web platform simultaneously.
In addition, 79% (52/66) of the patients maintained a consistent
pattern of reporting and viewing their data over the course of
the 4-month follow-up period. We found that overall
engagement decreased following the first 8 weeks, but 40 of
the 66 participants continued to engage with the care plan
throughout each week of the study. Moreover, nearly one-third
(21/66) of the participants used a maobile app by themselves,
and the rest were mostly family members or caregivers.

Changesin Lifestyle and Health Behaviors

As shown in Table 3, the program may also have some value
in improving health behaviors (increasing fruit and vegetable
intake, controlling BP and weight, and reducing salt intake) and
drug compliance in participants.

Lifestyle and health behaviors Baseline, n (%) At 4 months, n (%) P vaue
Diet
Low sdlt, low fat, and low sugar 37 (56) 48 (73) .046
More fruits or vegetables 22 (33) 35(53) .02
Self-monitoring
Blood pressure 15(23) 41 (62) <.001
Weight 5(8) 19 (29) .002
Medicine adherence
Correct daily dosages 41 (62) 55 (83) .006
Correct time 35(53) 46 (70) .049
Discussion coordination. To our knowledge, thisisone of few systemswith

Principal Findings

This is a prospective experimental study to investigate the
feasibility of the HCF-based telehealth program in patientswith
CHF. To the best of our knowledge, this is the first study
evaluating the use of such atelehealth program incorporating
remote monitoring service platforms, mobile apps, and smart
health tracking devices to manage patients with CHF at their
own homes. The initial results have been achieved in the
program. Theresultsindicate that satisfaction and participation
of doctors and patients are relatively higher; meanwhile, the
patients’ lifestyle has been effectively improved. Our research
is expected to lay a foundation for further large-scale
randomized controlled clinical trials related to remote
hierarchical medical care.

Comparison With Prior Work

The main contribution of this program lies in the devel opment
of a remote hierarchica management system centered on
patientswith CHF. This system has multipleintelligent tracking
devices that can support patients self-care at home and
strengthen communications among patients, medical service
providers, and home caregivers for better care transition and

https:.//mhealth.jmir.org/2019/12/€13229

collaborative work between general practitioners and
cardiologists for HF remote hierarchical management through
remote monitoring service platforms, mobile apps, and smart
health tracking devices.

This paper presented the design and use of the HCF-based
telehealth program for patientswith CHF. Similar to other pilot
studies [20], we focused on user perceptions and experience
because user perspective was the most important dimension in
the devel opment phase of tel ehealth projects[21,22]. According
to the interviews of participants, their family members, and
physicians, they were generally satisfied with the service. The
CHF management team was key in engaging patients to
participate the program; the benefits of the program also include
support in recording and tracking health status, encouragement
and reassurance received from medical staff, timely detection,
recognition and management of subtle changesin the condition,
and more convenient and faster communication among all
participants. Previous investigation showed that physicians did
not seem very enthusiastic about telemedicine. The main causes
of such opposition were found to be the lack of a medical
services delivery system and a professional management team
[23]. The HCF-based telehealth program can serve asaplatform
for providing more continuous care, linking primary and
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specialty care to support management of patients with severe
and chronic diseases. Some physicians perceived the platform
to be effective asacommunication tool to sharedatain atimely,
accurate, and visual manner, so that they can be armed with all
relevant health information contained in one system, especially
in an emergency or unfamiliar health care setting, for care
planning.

The poor compliance of patients is a major obstacle to the
management of most chronic diseases[24,25]. An earlier large
trial showed that 14% of the intervention patients never used
their equipment, and only 55% were till using the system at
the end of the study (6 months from the baseline) [26]. Our most
significant finding was that 79% of patients maintained a
consistent pattern of reporting and viewing their data over the
course of the 4-month follow-up period. In contrast, we found
higher engagement levels over the course of the study. A
possible explanation for thisfindingsis the user friendliness of
digital devices and that family-targeted self-care interventions
[27] may play an important role in promoting
patient compliance. The caregiver app will show the patient’'s
real-time data (with the patient’s consent) and receive messages
from the patient’s health care providers, so that he/she can help
monitor the patient’s health. In fact, telehealth apps have been
used to enhance patient-caregiver engagement [28]. Inviting
family membersor caregiversin training sessionswas effective
for older adults to continue to adopt the telehealth toolsin their
daily life. To date, educational interventions intentionally
including family involvement in the care of patients with CHF
are few, athough such family involvement is explicitly
recommended in the existing CHF management guidelines[29].

In accordance with reports from the World Health Organi zation,
nearly two-thirds of people's quality of life and health status
lies with their lifestyle and health behaviors, and 53% of the
death causes were also associated with lifestyle and personal
behaviors. Therefore, we can say that elderly individuals who
adopt improved health behaviors would experience a healthy
old age [30]. Emerging evidence suggests that telehealth
interventions may improve self-care behaviors and disease
management for elderly patients [11,31,32]. The Web-based
socia networks acting as an active communication framework
can be an effective means of promoting healthy lifestyles[33].
In the study, patients were encouraged to document their
conditions and medicine use and then received personalized
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health coaching tailored for their individua situation through
face-to-face communications, which can intensify the patient’s
health behaviors, medication adherence, and self-management
ability. One possible reason is that the use of mobile health via
an app with real-time representation of data trends would
strengthen patient empowerment and decision making in
self-management. They felt more empowered and confident to
perform their self-care activities at home with the help of the
program.

Limitations

This study had some limitations. First, our sample size was
small, and the duration of intervention was short. In addition,
as this was only afeasibility pilot study, we did not conduct a
formal sample size calculation. Furthermore, this was a
single-arm, experimental, prospective design study rather than
arandomized evaluation and may be not powered to detect the
effects of the intervention on clinical outcomes. Large-scale
randomized prospective controlled studies will be necessary to
test the program. In addition, those who participated in our study
were predominantly elderly patients with CHF having varying
socioeconomic and educational backgrounds; this limits the
generalizability of our findings and precludes us from
extrapolating the findings from this study to other populations.
Finally, because of technical restriction, semiautomatic input
of data in this program greatly wastes human resources and
possibly increases the error rate.

Conclusions

Given the serious and complex condition of patients with CHF,
amore convenient and effective access to medical servicesis
urgently needed, especially in remote areas. The HCF-based
telehealth program offers them aglimmer of light. On the basis
of remote monitoring service platform, mobile app, intelligent
health tracking device, and professional management team, this
study realized remote hierarchical management of patientswith
CHF. This study provided evidence on the feasibility of
HCF-based telehealth program, potentially enhancing the
opportunities and incentives for patients with CHF and their
families to participate in self-management. In addition, it may
lay the foundation for further large-scal e randomized controlled
studies. In the near future, we would like to expand the
HCF-based tel ehealth program to other cardiovascul ar diseases
such as atrial fibrillation, coronary heart disease, and stroke.
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Abstract

Background: Improving physical activity (PA) is a core component of secondary prevention and cardiac (tele)rehabilitation.
Commercially available activity trackers are frequently used to monitor and promote PA in cardiac patients. However, studies
on the validity of these devices in cardiac patients are scarce. As cardiac patients are being advised and treated based on PA
parameters measured by these devices, it ishighly important to eval uate the accuracy of these parametersin this specific population.

Objective: The aim of this study was to determine the accuracy and responsiveness of 2 wrist-worn activity trackers, Fitbit
Charge 2 (FC2) and Mio Slice (MS), for the assessment of energy expenditure (EE) in cardiac patients.

Methods. EE assessed by the activity trackers was compared with indirect calorimetry (Oxycon Mobile[OM]) during alaboratory
activity protocol. Two groups were assessed: patients with stable coronary artery disease (CAD) with preserved left ventricular
gjection fraction (LV EF) and patients with heart failure with reduced € ection fraction (HFrEF).

Results: A total of 38 patients were included: 19 with CAD and 19 with HFrEF (LVEF 31.8%, SD 7.6%). The CAD group
showed no significant difference in total EE between FC2 and OM (47.5 kcal, SD 112 kcal; P=.09), in contrast to a significant
difference between MSand OM (88 kcal, SD 108 kcal; P=.003). The HFrEF group showed significant differencesin EE between
FC2 and OM (38 kcal, SD 57 kcal; P=.01), as well as between MS and OM (106 kcal, SD 167 kcal; P=.02). Agreement of the
activity trackers was low in both groups (CAD: intraclass correlation coefficient [ICC] FC2=0.10, ICC MS=0.12; HFrEF: ICC
FC2=0.42, ICC MS=0.11). The responsiveness of FC2 was poor, whereas MS was able to detect changes in cycling loads only.
Conclusions: Both activity trackers demonstrated low accuracy in estimating EE in cardiac patients and poor performance to
detect within-patient changes in the low-to-moderate exercise intensity domain. Although the use of activity trackersin cardiac
patientsis promising and could enhance daily exercise behavior, these findings highlight the need for popul ation-specific devices
and algorithms.

(JMIR Mhealth Uhealth 2019;7(12):€15045) doi:10.2196/15045

KEYWORDS
cardiac diseases; activity trackers; energy metabolism; physical activity; validation studies

: prevention in patients with coronary artery disease (CAD) and
Introduction chronic heart failure (CHF) [1,2]. Exercise-based CR in these
Backaround patients has documented positive effects on psychological

g_ L ) . well-being, hospitalization, and mortality by dowing the
Improving physical fitnessand physical activity (PA) levelsare  oqrecgon of CAD and CHF, while also combatting risk factors
core components of cardiac rehabilitation (CR) and secondary ashypertension, dyslipidemia, and psychological stress[1,3,4].
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Besides exercise training, enhancing daily PA and reducing
sedentary behavior are also effective for the prevention of
repetitive cardiac events and therefore highly recommended by
the current guidelines [5]. Yet, despite these recommendations,
patients with CAD and CHF are characterized by aless active
lifestyle compared with individuals not diagnosed with these
conditions. Subsequently, thisresultsin further deterioration of
their activity level, social participation, prognosis, and quality
of life [6-8]. One of the explanations for low activity levelsin
these patients is that secondary prevention programs and
center-based CR typically do not focus on increasing daily
activity behavior and reduction of sedentary time, as shown by
high sedentary levels in post-CR patients comparable with
patients who have not participated in CR [9]. This may be
because of thefact that CR programs mainly focus on short-term
improvements of exercise capacity rather than preparation for
self-management and improving exercise behavior indaily life,
causing arelapseinto sedentary behavior after the rehabilitation
program [10].

Home-based exercise programs such as telerehabilitation, may
be successful methodsfor improving PA and reducing sedentary
behavior on long term [11-15]. Telerehabilitation programs do
thereby not only focus on prescribing exercise sessions but also
on monitoring PA levels during the day to give appropriate
feedback on PA behavior. To monitor and promote PA
successfully during cardiac telerehabilitation, reliable and
nonaobtrusive devices to assess energy expenditure (EE) need
tobeavailable. Infact, safety and clinical effectivity of medical
devices are high on the agenda of the European Society of
Cardiology, mainly focusing on high risk (implantable) devices
such as coronary artery stents or implantable cardioverter
defibrillators [16]. At this stage, |ess attention is payed to the
clinical effectiveness of wearable sensors and its algorithmsin
cardiac patients. Since nowadays, exercise prescriptions in
cardiac patients are being made based on commercially available
activity trackers, more information on the validity of these
devicesin cardiac patientsisurgently needed, asmedical advice
based on invalid physiological parameters might be potentially
harmful.

Important prerequisites for activity trackers include high
accuracy and responsiveness. Accuracy is defined as the
closeness of agreement between the device measurement and
the true value [17]. Responsiveness of a device isthe ability to
detect within-patient changes of exercise intensity over time
and istherefore highly important in cardiac patients to monitor
progression, and for daily coaching [18,19].

Kraal et a found that combining heart rate (HR) with
accelerometer data provides a higher accuracy for measuring
EE than using accelerometer or HR data alone in patients with
CAD [20]. However, in this study, a hip-worn accel erometer
was combined with a chest belt to record HR, which is not
feasiblefor all-day use. Wrist-worn activity trackers can provide
anonobtrusive solution combining HR and accelerometer data
for calculation of EE. However, little information is available
about their accuracy and responsiveness. Studies that did
validate such devices showed mixed results [21-24]. These
studies, however, used early device models and were performed
in a population without cardiac conditions. The results of these

http://mhealth.jmir.org/2019/12/€15045/

Herkert et al

studies cannot be extrapolated to cardiac patients because of
factors such as chronotropic incompetence and use of HR
lowering medication such as beta blockers. Moreover, to our
knowledge, there has been no previous investigation to the
responsiveness of wrist-based devices combining HR with
accelerometer data, especially not in cardiac patients.

Objectives

The aim of this study is to investigate the accuracy and
responsiveness of 2 commercially available wrist-worn activity
trackers to calculate EE in patients with CAD and CHF. This
study may provide important information whether 2 modern
activity trackers, Fitbit Charge 2 (FC2) and Mio Slice (MS),
can be used for measuring EE to monitor PA levelsin cardiac
patients.

Methods

Study Population

Patients (aged >18 years) were included based on their diagnosis
to form 2 patient groups. patients with stable CAD with
preserved left ventricular gjection fraction (LV EF) and patients
with stable heart failure with reduced g ection fraction (HFrEF).
These 2 patient categorieswere sel ected because HFrEF patients
generadly have lower activity levels compared with CAD
patients with preserved LVEF. Household activities, for
example, can be experienced as more intensive by HFrEF
patients than by CAD patients with preserved LVEF. Also,
HFrEF patients often suffer from chronotropic incompetence,
yielding a difference in HR variation during activities.
Therefore, both groups were analyzed separately. The
participantswererecruited viatheir cardiologist in the outpatient
clinic of the MaximaMedical Center, the Netherlands, and were
randomly selected from a list of patients who participated in
previous studies and gave informed consent to be contacted for
participation in future research projects. Patients were excluded
if they suffered from hemodynamic significant valvular disease,
permanent atrial fibrillation or peripheral vascular, neurological,
or orthopedic conditions impairing exercise capacity. All
patients provided written informed consent. The study was
approved by thelocal medical ethical committee of the Maxima
Medical Center and was conducted in accordance with the
declaration of Helsinki.

Protocol

Participants completed a laboratory protocol consisting of 14
low-to-moderate intensity activities, which was modified from
a previous study with cardiac patients [20]. The protocol
comprised sedentary and household activities, treadmill walking
on 3 different speeds, cycling on 3 different loads, and walking
up and down the stairs. Walking speeds and cycling loads were
adjusted for the HFrEF group. Thetotal duration of the protocol
was 39 min (resting time excluded). An overview of the protocol
is shown in Table 1. Resting HR was measured using a chest
belt (Polar T31, Polar) at the start of the protocol. Between each
activity, the patients received recovery time which lasted until
the HR reached resting HR. The protocol was performed at the
gym of the physical therapy department inthe MaximaMedical
Center and was supervised by amedical doctor and an assistant.
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The room temperature was approximately 20°C. EE calculated
by the activity trackers was noted at the start and at the end of
an activity. To ensure continuous HR tracking during each

Table 1. Activity protocol.

Herkert et al

activity, the workout mode was turned on in both activity
trackers when an activity was started.

Activity type and activity

Duration in minutes

Sedentary activities
Sitting
Standing
Typing
Household activities
Table cleaning
(Un)loading the dishwasher
Vacuuming
Stairs
Ascending
Descending
Cycling (ergometer); load
CAD?0 Watt; HFrEF® 0 Watt
CAD 40 Wett; HFrEF 25 Watt
CAD 70 Wett; HFrEF 50 Watt
Walking (treadmill); speed/inclination
CAD 4 km/h; HFrEF 3 km/h
CAD 5.5 km/h; HFrEF 4.5 km/h
CAD 4 km/h 5% slope; HFrEF 3 km/h 5% slope

8CAD: coronary artery disease.
PHFEF: heart failure with reduced gjection fraction.

Criterion Measure

Breath-by-breath oxygen uptake (VO,) and carbon dioxide
production (VCO,) were measured during the entire length of
the protocol using the Oxycon Mobile (OM; CareFusion). The
OM isalight-weighted mobile device consisting of afacemask
and agas analyzer unit with battery attached to the patients back
via a shoulder belt system. Real time data measured by the
device were sent to a computer with corresponding software.
Before the start of the protocol, automatic volume and gas
calibration was performed and ambient conditionswere checked.
The OM has been vaidated before by comparing it with the
golden standard, the Douglas Bag, and has been found reliable
as a criterion measure [25].

Devices

Fitbit Charge 2

The FC2 (Fithit Inc) is awrist-worn activity tracker consisting
of a 3-axia accelerometer, an altimeter, and an optical HR
tracker. EE calculation is based on a combination of basal
metabolic rate (which is calculated by gender, age, height, and
weight), activity counts during the activities, and, as claimed
by the manufacturer on HR [26,27]. The Fitbit wasworn on the

http://mhealth.jmir.org/2019/12/€15045/

dominant wrist following the recommendations of the
manufacturer. The activity tracker was connected via Bluetooth
to the Fitbit app in which parameters such as date of birth,
length, weight, gender, wrist orientation, and handedness were
entered for each patient. The app was supplied with the most
recent firmware updates.

Mio Slice

TheMS (MIO Global) isawrist-worn activity tracker consisting
of a 2-axial accelerometer and an optical HR tracker. The
activity tracker wasworn on the nondominant wrist. Age, length,
weight, gender, and wrist orientation were entered in the
corresponding app for every patient. Afterwards, the activity
tracker was synchronized with the Mio app via Bluetooth. The
app contained the latest version of firmware. Information on
algorithms used to calculate EE is not provided by the
manufacturer. The manufacturer claimsthat both activity counts
and HR are used for EE calculation when the workout modeis
activated [28].

Data Analysis

Raw datafrom the breathing analysiswas exported and imported
together with the valuesfrom the FC2 and M Sin acustom-made
MATLAB analysis program (R2018a [9.4.0.813654],
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Mathworks). The entire activity bouts were analyzed. First, the
EE was calculated from breath-by-breath measurements using
the Weir equation, as follows [29]:

EE=[(3.941xVO,)+(1.11xV CO,)]x1.1440

Then, outliers (eg, coughing) in the EE datawere detected using
aHampel filter. Outliers were replaced if the value exceeded 3
standard deviationsfrom the median of itself and 3 neighboring
data points of that median value [30]. Thereafter, the datawere
cubic spline interpolated to 1 second values following a 1-Hz
low pass fourth Butterworth filter with a cutoff frequency of
0.04 Hz [31,32].

Statistical Analysis

To achieve 80% power to detect an intraclass correlation
coefficient (ICC) of 0.75 (excellent agreement) under the
alternative hypothesis that the ICC is 0.35 (poor agreement), a
samplesize of 19 subjectsper study group (ie, CAD and HFrEF)
was calculated.

Descriptive statistics were used to describe the population
regarding baseline clinical characteristics. Normality of data
was assessed by visua inspection of histograms and by
interpreting Skewness and Kurtosis [33]. Accuracy of FC2 and
M Swas assessed by cal culating mean EE and mean differences
in EE compared with the criterion measure (OM). The values
were calculated per activity and over the total protocol (resting
time included). To identify if agreement (between the activity
trackers and the criterion measure) was between reasonable
limits (set at 10% error zone), one-sample T-tests were
performed using mean differences (device minus OM) compared
with zero. In addition, Bland-Altman plots were created to
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illustrate the level of agreement between estimated EE and
criterion EE with mean bias and 95% upper and lower limits of
agreement (LoA). Datafalling outside the LoA were inspected;
however, no clear reason was found why these data were
different. Therefore, these data were included in the analysis.
The ICC using 2-way mixed models with absolute agreement
was used for assessment of reliability of the devices for each
activity and total protocol. An ICC below 0.4 was considered
poor, between 0.4 and 0.59 fair, between 0.6 and 0.74 good,
and above 0.75 was considered asexcellent reliability [34]. The
root mean square error (RM SE) of FC2 and M S was calcul ated
for the total protocol in both groups. Responsiveness of FC2
and M S was assessed by using a paired T-test during walking
at different speeds and cycling at different loads. All data
analyses were performed using SPSS software (Version 22.0,
SPSSInc). Significance level was set at P<.05 for all analyses.

Results

A total of 38 patientswere included and completed the protocol.
Thegroup wasequally dividedin CAD patients (n=19, age 61.4
years, SD 6.9 years) and patients with HFrEF (n=19, age 65.1
years, SD 6.6 years, LVEF 31.8%, SD 7.6%). In both groups,
the majority of patients were using HR lowering medication
(14 CAD patients [14/19, 74%)] and 17 HFrEF patients [17/19,
89%). Pulmonary diseases were present in 2 HFrEF patients
(1 patient with mild bronchiectasis and 1 patient with COPD
treated by the general practitioner). Additional patient
characteristics are shown in Table 2. All data recordings of 2
patients (1 CAD and 1 HFrEF) and stair walking activities of
3 additional (2 CAD and 1 HFrEF) were excluded from the
analysis, because of afailurein OM measurement.
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Table 2. Patient characteristics.

Herkert et al

Characteristics CAD?(N=19) HFrEF® (N=19)
Age (years), mean (SD) 61.4 (6.9) 65.1 (6.6)
Gender, n (%)
Male 14 (74) 17 (89)
Female 5(26) 2(11)
Height (cm), mean (SD) 176 (6.8) 177 (5.4)
Weight (kg), mean (SD) 84.3 (12.1) 86.7 (13.7)
BMIC (kg/m?), mean (SD) 27.1(3.) 27.7(4.2)
LVEF? (9%6), mean (SD) 60.5 (4.5) 31.8(7.6)
NYHA® classification I/11/111/Unknown, n (%) —f 6(32)/11(58)/1(5)/1(3)
Heart failure etiology, n (%)
Ischemic — 11 (58)
Nonischemic — 8 (42)
Medication, n (%)
Beta-blocker 12 (63) 15(79)
Calcium channel blocker (non-DHPY) 2(11) 0(0)
Amiodarone 0(0) 4(21)
Ivabradine 0(0) 1(5)

8CAD: coronary artery disease.

PHFrEF: heart failure with reduced gjection fraction.
°BMI: body mass index.

dLVEF: left ventricular gjection fraction.

°NYHA: New York Heart Association.

Not applicable.

9DHP: dihydropyridine.

Accuracy

Coronary Artery Disease Group

The Multimedia Appendix 1 demonstrates the accuracy of EE
measurement by FC2 and M Sfor participantswith CAD. Mean
(SD) EE in the CAD group over the total protocol was 228.1
(37.0) kcal, 275.6 (113.5) kcal, and 316.2 (113.3) kcal for OM,
FC2, and M S, respectively. M S significantly overestimated EE
over the total protocol (mean difference 88.1 kcal, P=.003).

http://mhealth.jmir.org/2019/12/€15045/

RenderX

FC2 showed a nonsignificant overestimation in total EE (mean
difference 47.5 kcal, P=.09). Most sedentary activities were
underestimated by both FC2 and MS, and cycling activities
were underestimated by FC2 at al loads. Bland-Altman plots
based on total EE illustrate the overestimation with wide LoA
for both devices (see Figure 1). The MS showed an increasing
biaswhen EE levels are higher. The ICCsfor the total protocol
werelow for both devices (FC2 0.10and MS 0.12). The RMSE
was 119.2 kcal and 136.7 kcal for FC2 and M'S, respectively.
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Figurel. Bland-Altman plotsfor total energy expenditure. The solid horizontal line corresponds to the mean difference, whereas the dashed horizontal
lines correspond to limits of agreement. The dotted lineisthe line of equality. (a) Comparison of Oxycon Mobile with Fitbit Charge 2 for patients with
CAD. (b) Comparison of Oxycon Mobile with Fithit charge 2 for patients with HFrEF. (c) Comparison of Oxycon Mobile with Mio Slice for patients
with CAD. (d) Comparison of Oxycon Mobile with Mio Slice for patients with HFrEF. CAD: coronary artery disease; EE: energy expenditure; FC2:
Fitbit Charge 2; HFrEF: heart failure with reduced gection fraction; MS: Mio Slice; OM: Oxycon Mobile.

600

=400

g

a
o

=200

Difference EEFC2 ws. OM (keal)
3

400

600
0 100 200 300 400 500 600

Mean EE: FC2 and OM (kcal)

600

)
D]

400

200 B .

2200

ference EE MS vs. OM (keal

= 400

Dif’

-600
0 100 200 300 400 500 600

Mean EE: MS and OM (kcal)

Heart Failure With Reduced Ejection Fraction Group

The Multimedia Appendix 2 demonstrates the accuracy of EE
measurement by FC2 and MS for participants with HFrEF.
Mean (SD) EE over the total protocol in the HFrEF group was
218.2 (42.3) kcal, 256.4 (69.3) kcal, and 324.4 (174.6) kcal for
OM, FC2, and MS, respectively. Both devices significantly
overestimated EE (mean difference FC2 38.2 kcal, MS 106.2
kcal, P=.01 and P=.02, respectively) with a similar pattern of
underestimation in sedentary activities and cycling activities.
Bland-Altman plots based on tota EE illustrate the
overestimation with wide LoA for both devices (see Figure 1).
The M S showed wider LoA (lower LoA —220.3 kcal and upper
LoA 432.7 kcd) and an increasing bias when EE levels were
higher. ThelCCsfor thetotal protocol werelow for both devices
(FC2 0.42 and MS 0.11). The RMSE was 66.9 kca and 193.6
kcal for FC2 and M S, respectively.

Responsiveness

Table 3 showsthe ahility of FC2 and M Sto detect within patient
changes in walking and cycling activities.
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Coronary Artery Disease Group

FC2 was able to detect adifference between cycling at 0 versus
40 watts (mean difference 3.3 kcal, P=.003) and between
walking at 4 km/h with a 5% slope versus 5.5 km/h (mean
difference 4.4 kcal, P=.01) in patients with CAD. However, no
significant differences were observed for the other walking and
cycling activities. The MS was able to detect differences at all
cycling loads; however, it was not able to detect any differences
in walking speeds/inclination. Note that the difference in EE
between walking 4 km/h with a 5% slope and 5.5 km/h was
nonsignificant as measured by the OM.

Heart Failure With Reduced Ejection Fraction Group

FC2 was not able to detect changes at any walking speeds or
cycling loads in the HFrEF group. MS was able to detect
within-patient changes at cycling O versus 50 watts (mean
difference4.7 kcal, P=.02), at cycling 25 versus 50 watts (mean
difference 3.6 kcal, P=.02) and at walking 3 km/h with a 5%
slope versus 4.5 km/h (mean difference 3.0 kcal, P=.03). Note
that the difference in EE between walking 3 km/h with a 5%
slope and 4.5 km/h was nonsignificant as measured by the OM.
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Table 3. Responsiveness of Fithit Charge 2 and Mio Slice.
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Group and activity Oxycon Mobile, Mean Pvalue  Fithit Charge2, Mean Pvalue  MioSlice, Meandiffer- P value
difference (kcal®) difference (kcal) ence (kcal)
CADP (N=18)
Cycling
0 versus 40 watts 27 <.001 33 .003 32 <.001
0 versus 70 watts 54 <.001 26 A1 51 <.001
40 versus 70 watts 27 <.001 0.7 .67 19 .03
Walking
4km/hversus4km/h5% 2.5 <.001 18 15 22 .36
slope
4 km/h versus 5.5 km/h 25 <.001 26 15 38 31
4km/h5% dlopeversus 0.1 71 44 .01 16 42
5.5 km/h
HFrEF® (N=18)
Cycling
0 versus 25 watts 12 <.001 0.3 .88 11 .23
0 versus 50 watts 3.0 <.001 1.0 .46 4.7 .02
25 versus 50 watts 1.9 <.001 13 40 3.6 .02
Walking
3km/hversus3km/h5% 1.1 .002 1.9 .16 8 .66
slope
3 knmv/h versus 4.5 km/h 15 .001 3 .89 22 .16
3km/h 5% slopeversus 0.4 27 2.2 .08 30 .03
45km/h

%cal: kilocalories.
bCcAD: coronary artery disease.
CHFrEF: heart failure with reduced ejection fraction.

Discussion

This study is the first to evaluate the accuracy and
responsiveness of wrist-worn activity trackers combining HR
monitoring and accelerometry for EE calculation in patients
with CAD with preserved LV EF and patients with HFrEF. Poor
accuracy was observed for both devicesin predicting EE, with
MS performing worse than FC2. MS provides a higher
responsiveness than FC2 with regard to the ability to detect
changesin cycling load, but both devices performed poorly with
respect to detecting within-patient differencesin walking speed.

Accuracy

Both FC2 and M S significantly overestimated EE over the total
activity protocol with a tendency of greater bias when EE
increased. Other studies using wrist-worn Fitbit models that
combine accelerometer data and heart data showed mixed
results. The results from our study were in line with previous
research from Ba et a which showed a wholetrid
overestimation of EE (mean absolute percentage error 32.9%)
of FC HR [23]. Regarding exerciseintensity, the device showed
an underestimation of sedentary activities and overestimation
of light physical activities and aerobic activities, similar to our
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results. Dooley et a aso found significant overestimation of
EE at baseline, light, and moderate intensity treadmill activities
by FC HR [35]. In contrast, other studies showed an
underestimation of EE by wrist-worn devices [21,22].
Differencesin study outcomes might be dueto variation in study
design and population. The above-mentioned studies have been
performed in noncardiac participants, so results cannot be
extrapolated to cardiac patients using beta-blocker medication
and chronotropic incompetence. To our knowledge, only 1 study
evaluated the accuracy of awrist-worn Fitbit device (Fitbit Flex,
2013) in apopulation in which 59% had coronary heart disease
[36]. This study showed a 10% overestimation of minutes of
moderate to vigorous physical activity (MVPA), which wasin
line with our study. Although they found a high correlation
between Fitbit and the criterion measure for minutes of MV PA
(r=0.74 total population, r=0.71 cardiac patients), ICC's and
Bland-Altman analysiswere not performed to eval uate accuracy.

Possible causes for the limited accuracy of EE estimation by
different wrist-worn devices include poor quality of HR and
accel erometer assessment and inadequate algorithmsto calculate
EE (ie, not well tailored to the target population). Yet, the
algorithms to calculate EE are usually not provided by the
manufacturer. As patient characteristics such aslength, weight,
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and exercise modality are fixed, EE estimates are most likely
determined by the accuracy of the (accelerometer and HR)
sensors and the reliability of the algorithms related to HR and
activity counts. However, both the reliability of the algorithms
and the accuracy of both sensors were not evaluated in this
study. Concerning the accuracy of the HR sensor, Wallen et al
concluded that Mio Alfaand FC HR dightly underestimate HR,
within an expectable range (ICC Fitbit 0.78; ICC Mio 0.91)
[21]. Other studies found similar results for Fitbit Surge, FC
HR, and Mio Alfa[24,37]. Intotal, 2 studiesfound that the error
of Mio Alfa was comparable with the reference method;
however, considerable variability was observed when dividing
protocol activities into different types, and the device did not
perform well as speed or load of an activity increased [38,39].
Despite reasonable accuracy of HR assessment by previous
Fitbit and Mio models, it remains unclear how HR is
incorporated in EE equations. Moreover, it is questionable if
the relation between changes in HR and EE is comparable
between people who do not have acardiac condition and patients
with CAD or HFrEF. Therefore, EE estimates might be even
more inaccurate in our study compared with these studies with
individual s without cardiac conditions.

Another factor that may have influenced the accuracy of EE
estimation isthelocation of the accel erometer. Waist placement
is generally considered favorable as the sensor is close to the
center of body massand is ableto detect whole body movement.
A recent review evaluating the influence of body placement to
accuracy of EE estimation concluded that wrist placement
generaly leads to overestimation and torso placement to
underestimation of EE, with a greater mean error for devices
placed at the wrist [40]. Hand placement on the bars of the
treadmill might also contribute to the devices not being able to
provide an accurate EE measurement in our study. Wrist-based
wearable devices might have difficultieswith detecting activities
when specific characteristics of an activity (swing of the arm
during walking) are not detected. Nonetheless, our findings for
indoor conditions are valuable as patients will also use the
treadmill during rehabilitation, leisure time sports activities, or
even at home.

Nevertheless, our study clearly showed that EE estimates, using
algorithms for commercially available wrist-worn devices,
should beinterpreted with caution in cardiac patients. Therefore,
to improve the utility of these devices for this population,
extraction of raw HR and accelerometer data are needed to be
able to develop adequately tailored algorithms. However, most
manufacturers of activity trackers do not provide this
opportunity.

Responsiveness

Whereas, MS was shown to be useful for detecting changesin
cycling load, changes in walking speed and inclination were
not detected. Furthermore, FC2 was not capable in detecting
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changes in both walking and cycling activities. Although the
ability to detect changes in intensity within specific activities
isan important feature of an activity tracker, previous research
on responsivenessis scarce. Price et a concluded the hip-worn
Fitbit Oneisableto detect gross changesin walking and running
speed [41]. Compared with Price et a [41], we tested
responsiveness for smaller differencesin walking speed, which
may explain the difference with our findings. In addition,
Gusmer et al showed the hip-worn Fithit Ultrawas able to detect
changes in slow and brisk walking, where slow walking was
defined as minus 10% of a self-selected comfortable speed and
brisk walking as plus 10% of the self-selected speed [42].
Personalized changesin gait speed and device placement might
contribute to the detection of differences in walking speed. To
our knowledge, there are no studies available which evaluate
responsiveness during cycling, which isrel evant because cycling
is a mgjor component of Dutch CR and during daily life
activities [43]. Given the fact that daily exercise behavior
consists of acombination of walking, cycling, and other physical
activities, our results show that EE measured by both devices
should not be used for monitoring purposes and exercise
prescription in patientswith CHF and CAD. However, wearable
devices have demonstrated promising resultsin motivating and
engaging PA and exercise behavior [44].

Strengths and Limitations

This study is the first to evaluate both the accuracy and
responsiveness of wrist-worn activity trackers, which combine
HR and accelerometer data in a cardiac population. The
responsiveness of a device is a very important feature when
implemented in practice, such as in cardiac telerehabilitation.
The study islimited by not eval uating test-retest reliability. This
would have given a more complete overview of the overall
device validity. Moreover, patients were tested in a laboratory
setting, so it isnot sure whether these results can be extrapol ated
to free-living conditions. However, because we mimicked
free-living conditions by creating aprotocol consisting of daily
life activities, we expect little differences with a free-living
validation study. Another limitationisthat HR boundarieswere
not personalized for each patient. As we did not assess the
maximum HR for each individual patient, default settings of
the activity trackers were used, which could have influenced
the calculation of EE.

Conclusions

Both wrist-worn activity trackers demonstrated low accuracy
in estimation of EE in patients with CAD and HFrEFR
Importantly, both devices also showed poor performance to
detect within-patient changes in the low-to-moderate exercise
intensity domain. Notwithstanding the fact that the use of
activity trackers in cardiac patients might stimulate daily
exercise behavior, these findings highlight the need for
popul ation-specific devices and algorithms.
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Abstract

Background: The prevalence of overweight and obesity in children and adolescents has dramatically increased in the Pacific
Island countries and territories over the last decade. Childhood overweight and obesity not only have short-term consegquences
but are also likely to lead to noncommunicable diseases in adulthood. A major factor contributing to the rising prevalenceis an
insufficient amount of daily moderate-to-vigorous physical activity (MVPA). In the Pacific region, less than 50% of children and
adol escents meet the international recommendations of 11,000 steps and 60 min of MV PA per day. Although studies have shown
the potential of digital technologies to change behaviors, none has been proposed to guide adolescents toward achieving these
recommendations.

Objective: The aims of this study were (1) to investigate whether a technology-based educational program that combines
education, objective measures of physical activity (PA), and self-assessment of goa achievement would be well received by
Pacific adolescents and help change their PA behaviors toward the international PA recommendations and (2) to create more
insightful data analysis methods to better understand PA behavior change.

Methods: A total of 24 adolescents, aged 12 to 14 years, participated in a4-week program comprising 8 1-hour modules designed
to develop health literacy and physical skills. This self-paced user-centered program was delivered via an app and provided
health-related learning content as well as goal setting and self-assessment tasks. PA performed during the 4-week program was
captured by an activity tracker to support learning and hel p the adolescents self-assess their achievements against personal goals.
The data were analyzed using a consistency rate and daily behavior clustering to reveal any PA changes, particularly regarding
adherence to international recommendations.

Results: The consistency rate of daily steps revealed that the adolescents reached 11,000 steps per day 48% (approximately 3.4
days per week) of the time in the first week of the program, and this peaked at 59% (approximately 4.1 days per week) toward
the end of the program. PA data showed an overall increase during the program, particularly in the less active adolescents, who
increased their daily steps by 15% and ultimately reached 11,000 steps more frequently. The consistency of daily behavior
clustering showed a 27% increase in adherence to international recommendationsin the least active adolescents.

Conclusions: Technology-supported educational programsthat include self-monitored PA viaactivity trackers can be successfully

delivered to adolescents in schools in remote Pacific areas. New data mining techniques enable innovative analyses of PA
engagement based on the international recommendations.
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Introduction

Background

The populations of the Pacific Island countries and territories
(PICTs) have undergone arapid lifestyletransition, with impacts
on health. Despite a history of colonization, tribal and rural
living has persisted, but today’s urbanization, industrialization,
and mechanization are causing many transformations [1],
notably adecreasein physical activity (PA) and dietary changes
because of imported and processed foods[2]. These phenomena
have affected the main PICT communities (Melanesian,
Polynesian, Asian, and European) [3,4], resulting in an alarming
increase in overweight and obesity in children and adol escents
[5] that often persists into adulthood [6] and leads to
noncommunicable diseases[7]. Early interventionis, therefore,
crucial to reverse these trends, and both PA—especialy
moderate-to-vigorous physical activity (MVPA)—and healthy
dietary behaviors in childhood are notably associated with a
healthy adult lifestyle[3]. Research indicates that | ess than 50%
of children aged between 13 and 15 years living in the Pacific
meet the international recommendations of 11,000 stepsand 60
min of MV PA per day [2]. In New Caledonia, 35% of children
aged between 11 and 16 years are overweight or obese [3,4],
and 45% and 20% of these adolescentsliving in rural and urban
regions, respectively, meet the recommendations [8]. Although
these data are based on self-reports, which are known to have
a large margin of error when estimating PA levels, they
underline the need for action to encourage children and
adolescents to become more physically active [9]. This is a
challengefor the PICTs and indeed many countriesworldwide.

Data are limited for the PICTS, but a recent Australian study
found that initiatives to increase adolescent MVPA have been
unsuccessful [10]. The low MVPA was attributed in part to
perceived lack of support, poor motivation, and low physical
competence [11]. Important drivers for children's and
adolescents' engagement in PA include health knowledge,
personally organized PA, and competence in diverse PA types
[12]. Systematic reviews of Western studies have concluded
that future initiatives need to focus on school interventions
involving families or communities and should embed multiple
components, such as the guided use of technology [13,14].

Furthermore, digital interventions aiming to increase PA have
shown promising results, particularly when they involve
self-monitoring and feedback via activity trackers [15].
However, the optimal choice and appropriate use of thetrackers
is critical; Kerner and Goodyear [16] indicated that a bracelet
and app designed for adults but used for adolescents without
educational support conveyed inappropriate messages (eg, be
fit or befat), resulting in demotivation and negative feelings.

We explored a technology-supported educational program
focused on PA in a Pacific Island rural school environment.
Our program (called iEngage) was designed to improve

http://mhealth.jmir.org/2019/12/e14854/

adolescents PA knowledge and skills and to help them
understand their activity tracker data, which provided objective
feedback on their PA. Data mining enabled us to develop a
comprehensive approach to analyzing PA trendsthroughout the
program. First, clustering took into account all the components
of the international recommendations (number of steps, time
spent at each intensity, and days over 11,000 steps). Second, a
sliding 7-day window captured the frequency and regularity of
the PA behaviors.

Objectives

The first aim was to investigate whether a technology-based
educational program that combines education, objective
measures of PA, and self-assessment of goal achievement would
be well received by Pacific adolescents and help change their
PA behaviors toward the international PA recommendations.
The second aim was to create more insightful data analysis
methods to better understand PA behavior change.

Methods

Study Design and Participants

This exploratory study was conducted in arural school in New
Caledonia on Lifou Island. A total of 24 adolescents aged 12
to 14 years participated in this pilot. Parents gave informed
written consent before their child’s participation in the study,
which met all legal requirements and the criteria of the
Declaration of Helsinki. The protocol was approved by the
ethics committee of the University of New Caledonia and the
consultative  ethics committee of New Caledonia
(CEC-NCO03-2016).

Our study designisillustrated in Figure 1. Before the study, we
communicated extensively with the school principal, the
teaching team, and the wider community (including families)
to explain the framework of the iEngage educational program.

Moreover, 3 weeks before the program, anthropometric and
physical fitness data including aerobic capacity, speed, and
agility were assessed during scheduled physical education
classes as described below. Once anthropometry and physical
fitnesstesting were completed, participants were equipped with
research-grade activity sensors (GENEActiv) for 5 consecutive
school days before the iEngage program to measure baseline
PA behavior. They then started the iEngage program, which
lasted for 4 weeks, with 2 1-hour modules per week. Throughout
the program, they continuously wore a commercia activity
tracker (Misfit Shine 2, United States), which served as the
educational support tool. The 2 activity trackers served very
different purposes and collected PA data in different formats.
To measure baseline PA, we needed a device meeting the
research-grade criterion, and to support learning during the
program, we needed a device that was commercially and easily
available for future wide-scale deployment.
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Figure 1. Study design. Pretests and communication with families began 3 weeks before the start of the educationa program; coordination with the
teaching team wasfinalized 1 week prior, along with baseline measures. Thedigital program lasted for 4 weeks, with biweekly health education modules
held in class (in pink). Feedback to families about the program occurred in the week following the end of the program.
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iEngage: A Technology-Enabled Educational Program

The iEngage program targets health literacy, PA-related skills,
and sugar-focused nutrition guidelines. Health literacy topics
include the definition of PA, classifications of PA intensities
(light, moderate, and vigorous), physical fitness parametersand
their interpretation, rating one’s own effort during exercise,
sedentary behaviorsand their effects on health, health definition,
well-being (physical, mental, and social), sugar as a source of
energy, and guidelines related to sugar consumption. iEngage
v1.0 was delivered via an app (powered by BePatient)
comprising 8 1-hour modules; it was self-paced and had learning
activitiesaswell asgoal setting and self-assessment tasks. Each
module proposed learning activities, quizzes, and brief 2- to
5-min PA sessionsthat generally focused on a particular series
of movements: sprints, jumping, walking, running, sguats,
sit-and-reach, or push-ups. Thetotal PA per adolescent over the
8 modules was 21 min; thus, these prescribed PA sessions had
no significant direct impact on the MV PA levels and could not
have contributed to an artificial increase in MVPA. PA was
captured by the Misfit Shine 2 activity tracker and conveyed to
the child via the Misfit app exclusively during the iEngage

http://mhealth.jmir.org/2019/12/e14854/
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modules to support learning and provide help in self-assessing
achievement against personal goals. Figure 2 presents
screenshots of the app and pictures of childrenin activity during
the program.

At the end of each module, the adolescents were guided to set
their own goals for the next module. These were 2-fold: first,
they choseanindividua “objective” interms of number of steps
and intended intensity (eg, “| plan to do 10,000 steps and 45
min of MV PA every day”), and then, they selected a“mission,”
which was a specific task usually involving family, friends, or
health professionals(eg, “| will discusswhat I’ ve learned today
with my family” or “I will play soccer with friends’). At the
start of the following module, they indicated whether they had
achieved their goals. In the last module, they were encouraged
to set long-term goals.

A game challenge was designed to foster engagement in learning
activitiesand goal achievement. The adolescentswere assigned
to 5 groups of 3 or 4, represented by an animal mascot. Groups
won pointswhen members achieved individual goals (objectives
and missions) and for collective learning achievements during
the modules; the results were tallied at the end of each week.
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Figure 2. App screenshot and pictures of children in activity during modules.

Procedures
Preprogram Measurements

Anthropometry

Height was measured to the nearest 0.5 cm using a portable
stadiometer (Leicester Tanita HR 001, Tanita Corporation,
Tokyo, Japan). Body weight was determined using a scale
(Tanita HA 503, Tanita Corporation, Tokyo, Japan) to the
nearest 0.1 kg, with the adolescentsin light clothing. Body mass
index (BMI) was calculated by dividing mass in kilograms by
height squared in meters. The BMI z score was then cal cul ated.
The percentage of fat body mass (FBM) was estimated from
the skinfold thickness of the sum of 4 skin areas (biceps, triceps,
subscapular, and supra-iliac) measured on the right side of the
body with Harpenden skinfold calipers, expressed in millimeters.
This enabled us to determine the FBM and lean body mass) in
kg. The detailed anthropometric methods are described in the
study by Galy et al [17].

Physical Fitness Tests

Physical fitnesstestsincluded atimetrial of 30-m sprints, with
5m, 10 m, and 15 m lap times recorded using photocell gates
(Brower Timing Systems, Salt Lake City, UT, United States;
accuracy of 0.01 sec) placed 1 m above the ground. The't test
was used to determine the adolescents’ agility. Trials were
recorded using photocell gatesin the same conditionsasfor the
sprints. The maximal aerobic speed (MAS) test individually
assessed running speed over gradually accelerating 1-min
increments. When a child stopped the test at maximal effort,
the last stage reached was recorded and converted to MAS as
described in the study by Galy et al [17].

Baseline Physical Activity (GENEActiv)

Baseline PA was obtained via GENEActiv activity trackers
(validated in children [18]; Kimbolton, Cambs, PE28 OLF)
positioned on the nondominant wrist for 5 days before the
program. The datasets from these trackers contained 60-Hz
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3-dimensional accelerometer data. Raw data were processed
into 1-sec epoch signal vector magnitude datapoints of daytime
activity (8 amto 8 pm daily) and were then categorized into PA
levels: sedentary, light PA, and MVPA, for each second using
Phillips's cut points for children [19]. We focused on bouts of
sedentary activity or MV PA occurring with aminimum duration
[18], as these behaviors were targeted by the program. A bout
was defined as a continuous episode of PA at a specific range
of intensity, and the length of a bout was the number of seconds
spent at that intensity during that episode. Thresholds for
sedentary bouts (60 sec minimum) and MV PA (3 sec minimum)
were based on the literature [18] and the analysis of Diaz and
Yacef [20].

Physical Activity During the Program (Misfit)

The Misfit activity trackers were worn continuously over the
4-week program, and data were available to the researchersin
adaily aggregated form for each child: this included the total
daily stepsand the PA sessionsthat were detected with duration,
steps, and calories spent during each session. We
reverse-engineered the PA intensities from cal ories spent using
the following criteria, which were found empirically to match
Misfit's categories: PA sessions that consumed less than 2
calories per minute were considered light, between 2 and 3.5
calories were considered moderate, and over 3.5 calories were
considered vigorous. These empirically defined cut points are
aligned with those of Colley et a [21] for light and moderate
PA and were dlightly lower for vigorous activity, suggesting
that our calculation was on the conservative side. This had no
bearing on our study as we were interested in MVPA.

Asnoted earlier, thesetrackers were not used herefor scientific
validation but for learning purposes. Nevertheless, to assess
data accuracy, we compared their data with those of the
GENEActiv trackers, by asking children to wear them
concurrently on the same wrist during the first week: the daily
totals were consistent, athough the GENEActiv trackers
sometimes captured more finely detailed data. This indicates
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that the Misfit trackers may sometimes underestimate very small
activity bouts, yet still provided a close lower bound of the
children’s activity. Their continuous data across the 28-day
program data were, therefore, useful to explore.

Feedback From Adolescents

At the end of each modul e, the adolescents had the opportunity
to provide quick feedback on their experience via a survey
question: “How much fun was this module?’

At the end of the program, through a multiple-choice quiz, they
were a so asked to indicate their intention to engagein healthier
PA behaviorsin the coming months.

Statistical Analysis

Anthropometry and Physical Fithess Analysis

Anthropometry and physical fitness data are presented as mean
(SD). Means and SDs for the physical fitness tests were
calculated for the whole group; these testswere MAS; speed at
5, 10, 15 m; and an agility test.

Analysis of Baseline Physical Activity (GENEACctiV)

The mean and SD of daily times spent being sedentary and
engaged in light, moderate, and vigorous PA were calculated
on the minimum bout-filtered daily accumulated data. Analyses
were conducted using R Core Team 3.1.0. [22].

Data Mining Methods

Analysis of Program Physical Activity (Misfit)

We analyzed the PA data in several ways to gain insight into
the PA behavior changes during the program. Wefirst identified
the types of daily behavior observed through daily behavioral
clustering. We then devised a consistency rate function to track
the regularity of the participants’ healthy PA behaviors over a
diding window of 7 days. We assumed that although the
adol escents might not meet the PA recommendations every day,
a noteworthy sign of progress is the fact that they meet them
more regularly at the end of the program than at the beginning.
These methods are summarized bel ow.

Daily Behavior Clustering

In addition to the binary achievement of minimum daily steps,
we explored different shapes of the PA behaviorsregarding the

Figure 3. Consistency equation.

Consistency(n) =

Results

Anthropometry, Physical Fitness, and Physical Activity
Before the iEngage Program

Descriptive data collected before the iEngage program are
presented in Table 1. Accelerometry results from GENEActiv

http://mhealth.jmir.org/2019/12/e14854/
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number of steps, the time spent at various intensities, and how
these behaviors changed daily. The behavior clustering method
thusrevealed the types of PA behaviors over aday. The activity
tracker data, for each child and each day, were mapped into
vectors with 5 features: 1, 2, and 3—the total daily time spent
in light, moderate, and vigorous PA, respectively; 4—the total
number of steps; and 5—abinary feature that wastrueif at least
11,000 steps were accumulated on that day. Each of these
vectors was, therefore, a representation of the PA behavior of
1 child on a given day. Numerical features were normalized.

These vectors of daily PA behaviors were then clustered
(Kmeans, k=3 determined using the elbow method to find the
best balance between the number of clusters and the sum of
square errors within clusters).

Consistency Rate

The consistency rate captures the frequency and regularity of
desirable behaviorsin relation to a specific target. It represents
the average value of achievement of that target over a certain
number of days, here 7, and is computed as shown in Figure 3,
where nisthe number of days(ie, 7), R(i) isthe degree of target
achievement on day i, and P(i) is a binary function showing
whether behavioral data were available on day i.

The purpose of P(i) was to ensure that the data were only
averaged for the number of days on which data were captured
and to exclude those days when the adolescents did not wear
their device (loss, malfunction, etc). For instance, an adolescent
who had not once met the recommendations over the prior 7
continuous dayswould have arate of 0%, whereas onewho did
so consistently would have a rate of 100%. If no data were
recorded in the 7-day period, the value was excluded. As this
7-day window moved each day, we were able to follow trends
with the consistency rate.

To follow progress, we applied this method to 2 targets: (1)
daily number of steps over 11,000 and (2) daily PA behavior
within the desirable clusters. For the first target, R(i)=1 if the
daily number of steps were achieved on day i, O otherwise. For
the second one, each cluster was assigned a value within the
range (0;1) corresponding to the activity level of that cluster
(where 1. most active and meeting al international
recommendations), and R(i) wasthe value of the corresponding
behavior cluster on day i.

i=n-6 R(D)
?=n—6p(i)

show that participants spent an average of 112 min per day in
sedentary behaviors lasting at least 60 sec. Daily (8 am-8 pm)
baseline PA intensities expressed in minutes (sedentary, light,
and MVPA) showed that they spent 122 min in light PA and
36 minin MVPA in bouts lasting at least 3 sec.
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Table 1. Descriptive anthropometric, physical fitness, and physical activity data before the iEngage program (N=24).

Individual characteristics

Value, mean (SD)

Anthropometric variables

Height, m

Weight, kg

Age, years

FBM? %

FBM, kg

BMI®, %

BMI z score

Waist, cm

Waist to height ratio
Physical fitness variables

Maximal aerobic speed, km.h't
5 m sprint, sec
10 m sprint, sec
30 m sprint, sec
Agility test, sec
M ean time spent per day at the corresponding intensity in minutes
Sedentary activity (60-sec bouts)
Light physical activity (3-sec bouts)
M oderate-to-vigorous physical activity (3-sec bouts)

1.58 (0.06)
56.45 (13.09)
11.88 (0.57)
27.99 (7.52)

39.99 (6.76)
22.33 (4.60)

1.20 (1.02)
81.58 (10.84)
0.51 (0.06)

10.90 (1.10)

1.36 (0.10)
2.96 (0.33)
5.38 (0.44)
13.02 (3.09)

112.20 (19.30)
121.90 (5.80)
35.30 (3.80)

3FBM: fat body mass.
bBMI: body mass index.

Daily Behavior Clustering

Behavior clustering identified 3 types of daily PA behaviors,
shown in Table 2: the less active cluster (cluster 0), well under
the daily recommended number of steps and minimal MVPA;

the active cluster (cluster 1), where daily step count was reached
but well under 60 min of MVPA; and the very active cluster
(cluster 2), with active days and well over the recommended
step number and timein MVPA.

Table 2. Centroids of daily behavior clusters (k=3) during the 4-week iEngage program.

Feature Mean cluster O: lessactive Mean cluster 1: active Mean cluster 2: very active Mean overall (n=446)
cluster (n=180) cluster (n=229) cluster (n=37)

Light-intensity activity, min 39 92 85 64

Moderate-intensity activity, min ~ 5.30 16 57 14

Vigorous-intensity activity, min ~ 2.30 4 52 7

Number of steps 7850 13,860 18,260 11,140

Over 11,000 steps No Yes Yes No

Consistency Rate

Progresswas assessed according to 2 daily targets: (1) reaching
11,000 steps and (2) being in the most active daily PA behavior
cluster.

Target 1. Achievement of Daily Steps

Overall analysis showed that, on average, adolescents achieved
11,197 (SD 1376) steps per day during the 4-week program.
The consistency rate of achieving 11,000 steps per day improved

http://mhealth.jmir.org/2019/12/e14854/

throughout the program (Figure 4). Consistency rate analysis
showed that 11,000 steps were achieved for 48% of the daysin
week 1 (approximately 3.4 days/week). Thisincreased to 54%
(approximately 3.8 days/week) in week 4, with a peak of 59%
(approximately 4.1 days/week) shortly before. More
interestingly, the adolescents who were the least active in week
1 (ie, achieving less than 50% of daily recommendationsin the
first week) increased their consistency rate from 35%
(approximately 2.4 days/week) at program start to 51%
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(approximately 3.5 days per week) at program end, with apeak
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of 53.6% (approximately 3.7 days/week).

Figure 4. Average consistency rate (in %) of daily steps during the iEngage program. Consistency rate is calculated at the end of a 7-day window
dliding over time; hence, the data presented in the graph start on day 7. Rainy days (N=10, between 0.3 and 14.3 mm.3h'1) are represented by a cloud

symbol.
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Target 2: Improvement in Daily Physical Activity
Behavior

Thedaily behavior clusters provided amore refined analysis of
progress, taking into account the time spent at each PA intensity
(light, moderate, and vigorous), the number of steps, and the
achievement of daily recommended steps. With 3 clusters, R(n)
was a 3-value function: O for cluster O (less active), 0.5 for
cluster 1, and 1 for cluster 2 (very active, meeting all
recommendations). A consistency value of O meant that every
day of the past week was spent in the less active cluster, and a
value of 1 meant that every day was spent in the very active

http://mhealth.jmir.org/2019/12/e14854/

RenderX

cluster. A value of 0.5 could mean that the adolescents split
their time between cluster 0 and cluster 2 (alternating less active
and very active days) or every day in cluster 1 (active but under
the recommendations). The analysis of weekly consistency rate
using these clusters is presented in Figure 5. On average, the
adolescents started at 0.60 and finished at 0.63 (with a peak at
0.71) at the end of the iEngage program. More interestingly,
the least active adolescents in week 1 (defined as being in the
less active cluster more than 50% of the time) started with a
consistency rate of 0.18 and ended with 0.45 (peak at 0.51),
indicating a 27% increase over the program for these
adolescents.
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Figure 5. Average consistency rate (from O to 2) of daily behavior clusters during the iEngage program. Rainy days (N=10, between 0.3 and 14.3

mm.3h'l) are represented by a cloud symbol.
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Feedback From Adolescents

The percentage of satisfaction with the modules (ie, module
rated as “fun”) was 95% across the program (for all modules).
At the end of the program, adolescents wereinvited to set some
goalsfor thefuture. Overall 85% (18/21) of adolescentsdeclared
intentions to achieve daily MVPA: 52% (11/21): “I intend to
achieve 60 min of MV PA per day” and 33% (7/21) “| intend to
achieve 30 min of MV PA per day” . Furthermore, 62% (13/21)
declared “I will discuss with my family and friends about what
| learned,” 62% (13/21) “| will seek assistance from closefriends
to reach my objectives” and 0% “I don’t know/l am not
motived.” To the question “Do you think you will achieveit?’
the answer was “Yes” for 38% (8/21) of the adolescents, “I’m
not sure” for 57% (12/21), and “1 don't think so” for 4% (1/21).
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Discussion

This study showed that deploying a technology-supported
educational program in aschool context targeting PA behaviors
inaremoteareaof the PICTsisfeasible. In addition, we provide
new data mining techniquesfor tracking adolescents’ adherence
to international PA recommendations through daily behavior
clustering and consistency rate.

The 95% Melanesian population was from a remote and rural
area of New Caedonia. The overweight prevalence and the
physica fitness level before the program (Table 1) were
consistent with previous observationsintheregion[7,11,23-25].
PA datarecorded before the program, although inasmall group,
showed for thefirst time that these adol escents performed only
approximately 30 min of MVPA daily, which is half the
recommended volume (Table 1). This is similar to other
Asia-Pacific countries such as Australia[ 10] and highlightsthe
need for intervention for New Caledonian adolescents [8].
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PA was analyzed using novel integrative approaches. Firgt, it
was analyzed per day and per adolescent rather than averaged
over the observed period. This aigns with how
recommendations are expressed and allowed the detection of
changesonadaily basis. Second, abehavior clustering technique
was used to combine the PA components to characterize the
daily PA of an adolescent: volume (daily steps), time spent at
each PA intensity, and achievement of internationally
recommended daily steps. These objectively measured data
enabled us to identify 3 daily PA behavior clusters (Table 2):
days spent in clusters 0 and 1 were below the international
recommendations of 60 min of MV PA per day, whereas days
in cluster 2 (only 37/446 days) were very active and well over
the international recommendations. Third, changesin PA were
measured by calculating the consistency of PA over a 7-day
dliding window. PA was measured via 2 indicators: a smple
one based on the achievement of the recommended daily steps
(Figure 4) and a more comprehensive one using the daily
behavior clusters (Figure5). Figure 4 showsthat theleast active
adolescents in the first week (eg, achieving the daily
recommended steps less than half the time) progressively
increased their steps by 15.6% over the 4-week program.
Furthermore, the consistency rate and daily behavior clustering
methods that take into account durations, intensities, and
recommendations were useful for interpreting the PA patterns.
Thisintegrative approach showed that the adolescentsimproved
PA behaviors over the program (+27%; Figure 5), especialy
those who were the least active in the first week. Indeed, these
adolescents more often met theinternational recommendations
for daily steps and PA intensity by week 4. This approach
provided better daily global analyses of PA patterns in
adol escents based on the recommendations [26].

Overall, PA steadily increased, showing levels approaching the
international recommendations, especially for those who were
less active at the beginning of the study. We highlight that PA
was redlized outside the iEngage modules, ie during the
adolescents' daily life, as the program only prescribed at most
4 min per module (the remaining timein each session was spent
learning viathe app or discussing concepts with peers).

The school educational team, including the principal, the
teachers, and the school nurse, as well as the families and
community (Melanesian custom) were very involved in the
program, as we intended it. Indeed, a New Zealander study
showed that contextualized learning facilitated knowledge
tranglation in programs promoting scientific and health literacy
[27]. The adolescents were more able to decide whether and
how to incorporate scientific evidence to enhance their current
and future well-being. The program encouraged them to share
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knowledge and skills with peers, family, and the broader
community (including teachers and school nurse) and to involve
them in achieving health goals. For example, as the efficacy of
adolescent health interventions depends in part on family
involvement [ 14], these adol escents were encouraged to identify
a“mission” at the end of each moduleto engage parents, carers,
siblings, or friends in the activity and/or discuss health
information and recommendations. We put in place an
information strategy and meetings with parents along with
important people in the community, eg, religious leaders and
elders. Some of them accepted to convey messages of support
for the program based on their teaching discipline or rolein the
community. They did so in French and the local language
(Drehu) via videos that were incorporated into the digital
program. This was particularly important because of the key
role of spiritual leaders in Pacific communities [28]. In
particular, we invited “custom keepers’ and religious leaders
to talk in Drehu about the importance of PA and nutrition as
ways to build healthy lifestyles and be part of healthy
communities. We believe that this community involvement
contributed to the adolescents' strong appreciation for the
program and their intentionsto continue their engagement after
the program end, and these too were positive outcomes of this
exploratory study.

Some study limitations need to be underlined. This exploratory
study was conducted in 1 class with 24 children for a period of
4 weeks and no control group was included, which limits any
generalization. Although Misfit datawere recorded continuously
during the program, enabling us to obtain unique information
on the children’s behavior, we did not measure the pre-post
effects of theintervention via accelerometry, and this may have
limited the interpretation. However, at the start of the program
and for 5 consecutive days, the Misfit data were compared for
data accuracy with the GENEACctiv data. The daily totals were
consistent, indicating that although the Mi<fit trackers sometimes
underestimated small activity bouts, they still provided a close
lower bound of the children’s activity.

In conclusion, an integrative approach in the sports sciences,
combining user-centered and community-based education and
digital technologies (wearable trackers) to build health-related
skillsand change PA behaviors, seems promising in the PICTSs.
Our novel data mining technique provides an innovative way
to assess adherence to international PA recommendations.
Although several improvements are needed, this exploratory
study showed that an el ectronic health program can be deployed
in a remote Pacific area with a strong traditional culture and
suggests the potential for implementing it at a larger scale for
different ages, populations, and cultures.
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Abstract

Background: Most newly employed nurses have limited practical experience, lack problem-solving abilities, and have low
resistance to stress, and therefore often opt to resign from the nursing profession.

Objective: This study aimed to assess the effectiveness of a stress relief app (SR_APP) to monitor the stress levels of newly
employed nurses.

Methods: We conducted a quasi-experiment to assess changes in stress levels of newly employed nurses at a case hospital, in
which the experimental group used the SR_APP and the control group did not. In-depth interviews were conducted to reveal
insights regarding their stress. The app usage experiences of experimental group members were assessed via a questionnaire.

Results: All the participants appreciated the experiment and were interested to know more about managing their stress. The
experimental group members showed significant differences in heart rate variability scores before and after using the SR_APPR,

and they reported high levels of intention to use and satisfaction with regard to the SR_APP.
Conclusions: The SR_APP can be effective in helping newly employed nurses to manage their stress.

(JMIR Mhealth Uhealth 2019;7(12):€15785) doi:10.2196/15785

KEYWORDS
nursing staff; occupational stress; mobile app

Introduction

Occupational Stress

Work-related stress is a prevalent condition in the nursing
profession. A recent literature review showed that studies of
nursing stress covered areas from developed to developing
countries, departments from general wards to emergency
departments, subjects from newly graduated nurses to nurse
managers, and topics from the antecedents to the impact of
work-related stress [1-11]. Furthermore, significant positive
correlation was found between work stress and the demission
rate among nursing staff [12]. However, the methods of stress
assessment used by those studies are mainly through stress
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guestionnaires and lack objective and quantitative data as
references.

Physiological monitoring markers for objective measurements
of stress include heart rate, blood pressure, and heart rate
variability (HRV). The quantitative analysisof HRV can portray
stress indices and circumvent such shortcomings as the
intentional concealment of problems during completion of the
guestionnaire [13]. HRV analysisis widely used as part of the
self-adjustment practice for workers in high-stress conditions,
students facing examination anxiety, and those in occupations
that focus on professional peak performance, such as athletes
and artists [14]. This study included HRV as a more objective
measurement of stress in nurses. However, various factors can
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interfere with HRV, including heart rate, age, gender, day and
night rhythm, and acute and chronic disease [15]. Therefore,
in-depth interviewswere conducted to reveal insightsregarding
their stress.

Managing Occupational Stress

Stress can be viewed as a personal weakness, and employees
are simply obliged to endure workplace stress. A study by Ke
et a concludes that high work stress may contribute to nurses
overdosing on sedatives, hypnotics, and antipsychotics, and
younger nurses becoming more susceptible to drug abuse [16].
Another viewpoint is that stress is both an organizational and
personal issue. Therefore, organizations should adopt active
and preventive strategies to manage workplace stress. A study
by Dewe[17] proposed a 3-level prevention strategy to manage
workplace stress. The goal of primary preventionisto eiminate,
decrease, or control the number or intensity of stress sources;
to modify systems; and to redesign workflow so that the
organization’s staff can improvetheir productivity and increase
their motivation. The goal of secondary prevention isto educate
and train individuals to identify stress sources and respond to
stress effectively. The goal of tertiary prevention is to treat
individuals who have already been exposed to stress sources
and have experienced physical and mental damage because of
it. This study adopted Dewe's strategy to manage workplace
stress of newly employed nurses.

Information technology usage can have a positive effect on
performance of organizations, from commercial, manufacturing,
to financial ones [18-20]. Similarly, hospitals and clinics have
introduced information technology (eg, electronic medical
records) with rapid dissemination, processing, and storage
capabilitiesto improve upon the conventional manual workflow
and reduce the number of flaws and errors [21-23]. This helps
improve the service quality of the entire health care system and
increase administrative efficiency. This study considers
workplace stress to be a common problem that is both
organizational and personal and proposes a stress relief app
(SR_APP) in conjunction with the traditional consulting
mechanisms for stress management.

Methods

Introduction to SR_APP

This study selected a regional teaching hospital in northern
Taiwan as its case hospital. This hospital isareligious hospital
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and places more emphasis on the physical, mental, and spiritual
care of their employees. Meanwhile, this hospital iscommitted
to technological advancement with cloud-based medical and
nursing information management, which makes this case
hospital the leading regional hospital in Taiwan. The SR_APP
was created by a project team consisting of 2 representatives
from nursing management and administration, 2 representatives
from among newly employed nursing staff, 1 clinica
psychologist, and 1 external information systems expert. The
representatives from nursing management and administration
had the job titles of supervisor and head nurse, and each had
more than 10 years of experience in counseling and training
coursesfor newly employed staff. The 2 newly employed nurses
had been working at the hospital for 1 and 3 months when this
study was conducted. The clinical psychologist possesses a
professional psychology license and had 9 years of clinical
counseling experience at the time of study. The medical
information system expert was a professor in information
systemsfrom anational university with research interestsin the
development of nursing systems in hospitals.

The design of the SR_APP started with generating users
requirementsfrom the project team. Theinformation technology
staff tranglated those requirements into system functions and
implemented, tested, and revised the app. In total, it took 1.5
months to launch a stable version of the SR_APP. The
requirements generated by the project team for the SR_APP
were that the system should inform supervisors, staff, and
psychologists via email when the staff member's stress
monitoring data exceed the threshold value and when relaxation
techniques are used, allow reviewing of historical data, be
password protected, have different levels of authorization to
access data, and be easy to operate. Theinformation technology
staff created the SR_APP according to the aforementioned
requirements. The app screenshots are shown in Figure 1.

Asthe case hospital was granted an International Organization
for Standardization specification for an information security
management system (1SO 27001) certificate, the research data
were stored in the hospital database and accessed under authority
control. The nursing manager who was in charge of the newly
employed nurses’ learning program had accessto the database.
Each participant could only access their own data. If they
accidently deleted the app, they could reload the app using the
Quick Response code on the hospital’s Web page and review
the data they had. The datawould be kept for 3 years according
to the ingtitutional review board (IRB) regulations.
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Figurel. SR-App screenshots.

Chang et d

Download screen

Log-in screen

Stress alleviation techniques

LINE Facebook

EEYEEE | Bl s BRI
- OELL T ® =18 O ASHE
ST
BAaEER
SBIERE T 4RI !

O © ©

AEETS | AEES ST

Diary

Warning notifications

=
OELLE
=E]
— . 2014-12-08
ALY B B2 B4R B 25 BR P2 R
g : BN IE#
—. AR S S
R . (BEEEE, E82) —
1. EHRERERISOA , BARE IREEARR) :
WA, WIS, . 1R BRI R
@ BE AEN. R’ENN. R

2, BREMFERRISAERLC BN H SRR

EROEE,
42
3. APY, RMFIRAEPEIRME. MRE
8 AmBLRE,
BRI HENE OEFA BT

IMEFAL

HRBECREAE , ERTIRENT
1 . FHEREEN

R B

il €9 76:59

& BIRARINGE

ie}&iﬁﬁ _

© Wi-Fi m.&?%ﬁttﬁgaﬁi [ )]

A

OASFAL

Research Design

As newly employed nursing staff reported for work at the case
hospital, those who met the inclusion criteria (no endocrine or
cardiovascular disease, no history of smoking, and not currently
on any medication) were invited to participate in the
guasi-experiment. Those who agreed to participate were told
the aim and methods of the study and were asked to fill out the
consent forms and personal background information forms.
They were then assigned to the experimental or control group.
Ethical approva for the study was obtained from the IRB of
MacKay = Memorid  Hospita—IRB  serial  number:
1AMMHIS045.
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Two times a week, the participants arrived at the experiment
room after work, rested for 10 min, and conducted stress
assessment using ANSWatch Model TS-0411 as the HRV
analyzer. When the stress level of a given participant in the
experimental group exceeded the threshold value, an email was
sent to that participant’s mobile phone to introduce relaxation
techniques. No such intervention was conducted in the control
group. If aparticipant’s stresslevel was consistently higher than
the threshold value, emails were sent to the appropriate
supervisor and counselor to arrange a counseling mesting.
Participants' stress levels were continuously measured during
the entire time the experiment was conducted. The experiment
room setting is shown in Figure 2.
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Figure 2. The experiment room setting.

Chang et d

The HRV values of both groups were compared to test the
following hypothesis:

H1: Newly employed nursing staff memberswho use
the SR_APP exhibit higher HRV levels than staff
members who do not.

After the experiment, in-depth interviews were conducted to
allow participants to describe their true feelings about the
experiment and the effectiveness of the interventions used in
this study. Semistructured, open-ended questions were used to
collect the feedback. All the participants agreed to be
interviewed after work on the scheduled date. Each interview

Table 1. Theitemsfor evaluating the SR_APP.

lasted for approximately 20 to 60 min. A second interview was
conducted if there were further questions or additional intact
and accurate information had to be obtained. Interview outlines
for both groups included questions about their motivation to
participate in this study, feedback regarding the experimental
process and impacts, and suggestions for improving the study
(eg, the experimental process and questionnaire or interview).
In addition, the experimental group’s experience of using the
SR_APP and their suggestions to improve the SR_APP were
assessed using thewidely accepted measurement shown in Table
1.

Variable Items
System quality
User-friendly SR_APPisuser-friendly; SR_APPiseasy to use
Interactivity The SR_APP provides quick feedback; The SR_APP gives me avariety of choices for relaxing

Information quality
Accuracy
Immediacy

Integrity
decompression needs

Per ceived playfulness

Pleasure
SR_APP keeps me happy

User satisfaction

The SR_APP provides accurate information; | am satisfied with the accuracy of the SR_APP
Information provided by the SR_APP istimely; The SR_APP provides up-to-date information
Information from the SR_APP is valuable; Information from the SR_APP is complete; The SR_APP covers my

When interacting the SR_APP, | am not aware of any noise; Using the SR_APP gives me enjoyment; Using the

| am satisfied with the “ stress alleviation techniques” function in the SR_APP; | am satisfied with the “stress alle-

viation methods” function in the SR_APP; | am satisfied with the “emotion diary” function in the SR_APP; | am
satisfied with all of the functionsin this app

The statistics software of Statistical Packagefor Social Sciences
version 19 was used to analyze the collected data. The basic
information of the participants was summarized using
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descriptive statistics. Anindependent t test and 1-way analysis
of variance were used to test for significant differences on work
stress among different categories. Finally, the Wilcoxon test
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was used to compare differences between the experimental and
control groups before and after intervention measures.

Results

Participants Demographic I nformation

A total of 28 participants were enrolled in this study, of which
21 completed 3 months of stress monitoring (8 in the
experimental group and 13 inthe control group). The completion
rate was 75% (21/28), and 7 participants did not complete the
stress monitoring because of the sudden illness of a family

Table 2. Basic information of the participants.

Chang et d

member, personal emotional reasons, poor adjustment, and/or
resignation from work. The basic information of the participants
isshown in Table 2.

Most participants were young females (95%, 20/21) aged
between 21 and 25 years (76%, 16/21), who had university or
equivalent education, with no work experience (66%, 14/21)
and no relevant experience (76%, 16/21). All participants were
unmarried, not on medication, nonsmokers, and had no children
and no history of acute and chronic disease (eg, hypertension,
diabetes, cardiovascular, and endocrine disease).

Measure categories Experimental group (n=8), n (%)

Control group (n=13), n (%) Total (N=21), n (%)

Age (years)

<20 2(25)

21-25 6 (75)
Gender

Female 7(87)

Male 1(12)
Education

College 4 (50)

Bachelor's 4 (50)
Ward

Medical Ward 3(37)

Surgery Ward 3(37)

Emergency 2(25)

Outpatient 0(0)
Relevant experience?

No 5(62)

Yes 3(37)
Working experience

No 8 (100)

Yes 0(0)
Marriage

Unmarried 8 (100)
Child

None 8 (100)
Disease histor yb

None 8 (100)
Medication

None 8 (100)
Smoking

None 8 (100)

3(23) 5(23)
10 (76) 16 (76)
13 (100) 20(9)
0(0) 1(4.8)
5(38) 9(42
8(61) 12 (51)
2(15) 5(23)
4(30) 7(33)

6 (46) 8(39)
1(7) 1(4)

11 (84) 16 (76)
2 (15) 5(3)

6 (46) 14 (66)
7(53) 7(33)
13 (100) 21 (100)
13 (100) 21 (100)
13 (100) 21 (100)
13 (100) 21 (100)
13 (100) 21 (100)

#The prior experience related to the job in current division.
bAcute and chronic disease.
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Results of Wilcoxon Test

Asthe sample size was small, the nonparametric Wilcoxon test
was used to compare differences in HRV between the
experimental and control groups beforeand after theintervention
measures. The HRV va ues were ranked, and those ranks were
summed for each group. The detailed results shown in Table 3
indicate that before the intervention, members of experimental
group had higher stress levels than those of the control group
(P=.02), and after the intervention, both groups had indifferent
HRV scores (P=.93).

Table 3. Wilcoxon test for experimental and control group comparison.

Chang et d

In other words, the experimental group improved morethan the
control group. To further explore the differences within the
group, the pre- and postaverage scores of HRV for both groups
weretested using apaired t test. The results are shown in Table
4.

Both groups had significantly higher HRV scores after the
intervention, and the experimental group improved about 3
times more than the control group did.

Group HRV?2 difference
Average rank Sum of rank M-H test P vaue
Pre 127.50 .02
Experimental 16.58 298.50
Control 25.90 647.50
Post 221.500 .93
Experimental 2219 399.50
Control 21.86 546.50
3HRV: heart rate variability.
Table4. Pairedt test for experimental and control group heart rate variability score comparison.
Group HRV2 difference
Mean (SD) t test (df) P vaue
Experimental -3.661 (7) <.001
Pre 27.78 (6.495)
Post 73.72 (13.775)
Control -3.158 (12) .002
Pre 32.20(5.164)
Post 47.16 (19.893)

3HRV: heart rate variability.

Follow-Up Interviews

As aforementioned, certain factors can interfere with the HRV
assessment, including heart rate, age, gender, day and night
rhythm, and endocrine disease. This study found other factors
such as ad hoc assignments, conditions of patients, and critics
from clinical preceptors to interfere in the participants’ HRV.
Therefore, in-depth interviews were conducted to help
understand the insights from the interventions used in this study.
Theinterview datawerewritten into transcripts, and open coding
of interview records was conducted based on the subject’s
original intention. Meaningful information from the raw data
wasgrouped under similar codes. Thein-depth interviewsresults
showed that most newly employed nursing staff valued this
experiment as a unique experience and were interested in
understanding the changes in their stress levels during the
employment process. Therefore, they looked forward to
receiving their 3-month test results, regardless of whether they

https://mhealth.jmir.org/2019/12/€15785

were in the experimental or control groups. Some of the
feedback is transcribed below:

| want to know my stress level results.

Although | knew that | would definitely experience
stress, | still eagerly want to know test results of my
stress level.

Now that | have seen my stress level results, | feel
that thisis quite interesting.

Initially, | was curious about the final result and felt
that it was fun, which waswhy | agreed to participate
in the study!

Thisis my first job, so | want to know how great is
the stressthat | will experience.

During each stress assessment, the facilitator observed that the
newly employed staff showed fatigue, which was evident in
their faces. Thefacilitator wasworried that retaining the subjects
for testswould bother them. It turned out that some nursestook

IMIR Mhealth Uhealth 2019 | val. 7 | iss. 12 | €15785 | p.127
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH

advantage of that period of time to emotionally recover from a
busy day, though the stress test lasted about 10 min only. Some
nursestried to recall handing over tasks that they had forgotten
to perform. Others were so relaxed that they fell adeep. Some
nurses persistently complained or even broke down and cried.
It seems that this period of time provided an opportunity for
newly employed staff to change their mood before returning
home.

Saying herefor a stresslevel test enabled meto think
about whether | had missed anything.

Apologies, | was too tired and fell asleep during
testing!

During this period, | can try to think through what
my senior stuff taught me today.

| appreciate thistime period to be alone.
| feel like | cannot take this anymore...

| really feel that | am not suitable for this job as |
cannot do anything well.

| feel that | will be a burden to my senior staff if |

stay.
Newly employed staff experienced work stress everywhere in
the workplace, and some stressors were found in the prior
studies. Stressors included too many staff names in the
department to remember, insufficient staff reporting to work,
no common topicsfor chatting with coworkers, and unfamiliarity
with techniques and workflow, aswell asreceiving new patients,
transferring patients, emergency situations, and patients with
serious conditions. Additional stress came from mutua
disturbances with roommates whose schedules clashed,
inconvenient meal times, and lack of parental support.

The department is large with too many senior staff
names to remember. | am afraid of identifying the
wrong person and feeling embarrassed.

The night shift is fine but there are only two staff
members, and | do not know what to chat about and
feel awkward throughout the long night.

I ammost afraid of receiving new patients aswe have
to be busy for a while even for one patient.

Every time a new patient arrives, we become very
busy.

Patients have stayed for a long period of time, and
therefore, we fear having to transfer them.

| am frightened when the patients conditions
suddenly change.

Although my seniors have taught me sometechniques,
| amtill not familiar with them.

When CPR is performed on the patients, | can only
stand aside in a daze and not help as | do not recall
what to do.

| am easily awakened by slight noises or light. My

roommate also works in shifts, so we often disturb
each other.

https://mhealth.jmir.org/2019/12/€15785
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I cannot eat well because my meal time always
changes. | am afraid of disturbing others when | get
up and can only liein a daze.

My mother has been pressuring me to quit, and | do
not know what to do.

Most newly employed nursing staff adopted similar methods
to relieve stress, such as having a large meal and sleeping off
tiredness. Those with staminaleft would chat with classmates,
friends, and family members regarding work problemsand find
more courage to continue the nursing profession when they
realized that others also encounter similar problems. Only afew
nurses would exercise, go shopping, or watch movies to adjust
their moods.

While | experienced a lot of stress from working,
going home to sleep is my most commonly used
method to relieve the stress.

| feel that sleeping leads to a new starting point.

I will have a big meal to get rid of the bad mood from
being scolded at work, and feel better.

| feel better after having good food.

Having a big meal after receiving my salary makes
me feel better!

When my work is not going well, | will chat with my
colleagues who have the same problem and quit
thinking that | am not suitable.

We newly employed staff usually get together and
complain about the seniors. After we find out that
each department has similar problems, we then feel
that we are not particularly pitiful.

When | complain to my family members, they will say
that it's the same everywhere.

I will go jogging after work. This enables meto slim
down and release some stress.

I will go shopping and watch movieswith my friends.

The experimental group had more aternatives by which to
relieve their stress, asfollows:

In the beginning, | did not use the app. After |
experienced more stress, | used it quite often.

For along while, | would burst out cryingin my dorm
after work, and using the app helped me fall asleep.

If I could have had this app during my internship, |
would enjoy my current job more.

| would follow the steps in the app to relax and felt
quite comfortable, so | used it very often.

Feedback of SR_APP Usage

More information regarding app usage was gathered via the
guestionnaire. The reliability and validity of the items are as
follows. The Cronbach apha values obtained were .851 for
system quality, .833 for information quality, .898 for perceived
entertainment, and .844 for usage satisfaction. The overall
Cronbach apha value was .896, which is above .8, indicating
that the questionnaire has good reliability. The questionnaire
was structured based on aliterature review, the study objectives,
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andtheinvestigators' practical experience. An expert panel was
convened to assess the content validity. The average scores for
system quality, information quality, perceived entertainment,
and user satisfaction with the SR_APP were 4.22, 3.95, 4.13,
and 4.25, respectively, as measured on a 5-point Likert scale
where 5 represents highly satisfied and 1 represents highly
dissatisfied. In conclusion, the users evaluated the SR_APP
system as satisfactory.

Discussion

Principal Findings

HRV analysis is widely used in self-adjustment methods for
nonmedical workers in high-stress conditions [14]. Endukuru
and Tripathi [24] indicated that the components of HRV were
sengitiveto stressin al healthy individuals. Eller et a [25] found
a significant correlation between work stress syndrome and a
reduction in the HRV. Some outpatient clinics that speciaize
in psychiatry and the treatment of emotional stress also use
HRV analysis to detect patients emotional stress [26,27].
However, applying HRV analysis to the counseling of newly
employed nursing staff israre.

We found that when stresslevels exceeded the threshold value,
the HRV value decreased, which confirmed the findings of prior
studies. The work stress of both groups was reduced
significantly. Furthermore, the experimental group’s usage of
the app resulted in larger differencesin HRV before and after
intervention, which indicates that the SR_APP can be used as
an additional tool in conjunction with the traditional consulting
mechanisms for stress management. An information system is
uselessif no one usesit. Therefore, the high satisfaction levels
and strong usage intention reported by the experimental group
after using the SR_APP confirms the value of adding this tool
to the conventional stress relaxing methodsfor newly employed
Nurses.

A high demission rate not only increases the costs for training
new staff but also increases the work burden of existing staff,
thereby decreasing the quality of care and possibly affecting
patient safety in severe cases [28,29]. The demission rate of
newly employed nursing staff of the case hospital during the
period of time this study was conducted was 18.84%, as
compared with 23.7% in the same period the previous year. By
the time this study was conducted, the national average
demission rate for hospitals of the same rank was 19.6%. In
other words, this shows that the intervention in this study may
have a so reduced the demission rate of newly employed nursing
staff while alleviating employee stress.

Conclusions

Appropriate technology can help newly employed nursing staff
alleviate their work stress when their own stress management
skills are poor. The results of this study were inspiring. Not
only the case hospital but other chain hospitals would like to
adopt the SR_APP. However, the currently used device for
measuring the HRV was costly and inefficient. Therefore, the
project would continue once the medical engineering department
invented an inexpensive and efficient solution for measuring
the HRV. By then, the RS-App would be revised accordingly.
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Although the researchers strove to make the study as rigorous
as possible, some limitations could not be overcome because
of time and resource constraints. Therefore, several limitations
must be considered when making inferences based on theresults
of thisstudy. First, asthe recruitment of the case hospital during
the time this study was conducted was not successful, this
resulted in a limited number of subjects being invited to
participate in the experiment. Second, some subjectswere unable
to continue participating in the study for personal and family
reasons, which led to an uneven number of participants between
the experimental and control groups. Third, the subjects were
in constant contact with the facilitators during the study period,
meeting twice a week for stress measurements, which might
have interfered with the test results, especialy when some
subjects were emotionally unstable because of the excessive
stress. To provide timely consolation and care in such cases,
the facilitator might find it difficult to maintain a neutral
position. Fourth, subjects calling in sick, changing shifts, going
on urgent leave, and forgetting to stay after work also made it
difficult to monitor their stresswith consistent regularity, leading
to missing values in the collected data. Finaly, this study
examined the changesin stresslevel s of newly employed nursing
staff at acase hospital in northern Taiwan. As each hospital has
a different culture and management style, caution must be
exercised when generalizing the results of this study to other
hospitals.

Future studies can perform comparisons and improve the
generalizability of our results by extending the sample to
different levels or types of hospitals in different areas. There
are other factors that may affect the changesin stress levelsin
newly employed nursing staff and the leadership of clinical
preceptors is one of them. It was observed that the clinical
preceptors experience great stress when guiding new nurses.
Therefore, examining the correlation between stress in
preceptors and in newly employed nursing staff may provide a
deeper understanding of the work stress for both sides.
Meanwhile, some feedback related to the functions of the
SR_APPwere collected to facilitate future improvementsto the
system. For example, the interaction function of the current
SR_APP will actively show the stress relief techniques only
when the user’s stress level exceeds the threshold value. Asthe
reasonswhy the stresslevel exceeded the threshold value might
be recorded in the participant’s emotion diary, with proper
linkage to the diary, the SR_APP can provide appropriate
suggestions based on the actual cause. Also suggested for
inclusion are additional functions such as the ability to inform
the team when 1 member has poor interpersonal relationships
in the department and ameans by which to manage stress caused
by emergency situations encountered by the patient. Finally,
more personalized stress relief methods should be added to the
app, which will increase the effectiveness with which SR_APP
can provide stressrelief for newly employed nursing staff.

Nursing staff shortageisaglobal problem that needs government
support. Several successful adoptions of hospital-related
information systems have been initiated and supported by the
Taiwanese government [30,31]. Thus, on the basis of the
findings of this study, the government can encourage hospitals
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to adopt advanced information technology to provideafriendly — work environment for retaining newly employed nursing staff.
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Abstract

Background: DREAM-GLOBAL (Diagnosing hypertension—Engaging Action and Management in Getting Lower Blood
Pressure in Indigenous and low- and middle-income countries) studied a SM S text messaging—based system for blood pressure
measurement and hypertension management in Canadian Aboriginal and Tanzanian communities. The use of SM Stext messages
is an emerging point of interest in globa health care initiatives because of their scalability, customizability, transferability, and
cost-effectiveness.

Objective: Thestudy aim wasto assessthe effect on the differencein blood pressure reduction of active hypertension management
messages or passive health behavior messages. The system was designed to be implemented in remote areas with wireless
availability. This study described the implementation and evaluation of technical components, including quantitative data from
the transmission of blood pressure measurements and qualitative data collected on the operational aspects of the system from
participants, health care providers, and community leadership.

Methods: The study wasimplemented in six remote I ndigenous Canadian and two rural Tanzanian communities. Blood pressure
readings were taken by a community health worker and transmitted to a mobile phone via Bluetooth, then by wireless to a
programmed central server. From the server, the readings were sent to the participant’s own phone as well. Participants also
received biweekly tailored SM S text messages on their phones. Quantitative data on blood pressure reading transmissions were
collected from the study central server. Qualitative data were collected by surveys, focus groups, and key informant interviews
of participants, health care providers, and health leadership.

Results: In Canada, between February 2014 and February 2017, 2818 blood pressure readings from 243 patients were transmitted
to the central server. In Tanzania, between October 2014 and August 2015, 1165 readings from 130 patients were transmitted to
the central server. The use of Bluetooth technology enabled the secure, reliable transmission of information from participants to
their health care provider. The timing and frequency were satisfactory to 137 of 187 (73.2%) of participants, supporting the
process of sending weekly messages twice on Mondays and Thursdays at 11 am. A total of 97.0% (164/169) of the participants
surveyed said they would recommend participation in the DREAM-GLOBAL program to afriend or relative with hypertension.
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Conclusions: In remote communities, the DREAM-GLOBAL study helped local health care providers deliver ablood pressure
management program that enabled patients and community workers to feel connected. The technical components of the study
wereimplemented as planned, and patientsfelt supported in their management through the SM S text messaging and mobile health
program. Technological issueswere solved with troubleshooting. Overall, thetechnical aspects of thisresearch program enhanced

clinical care and study evaluation and were well received by participants, health care workers, and community |eadership.

Trial Registration:

Clinicaltrials.gov NCT02111226; https://clinicaltrials.gov/ct2/show/NCT02111226.

(JMIR Mhealth Uhealth 2019;7(12):€12639) doi:10.2196/12639
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Introduction

Background

There are over 1 billion individuals living with hypertension
around theworld, of which two-third arein developing countries
[1]. Achieving the rates of hypertension control in low- and
middle-income countries (LMICs), and in remote areas and
vulnerable populations equal to those provided in high-income
countries, remains atreatment gap that has not yet been bridged.
The Global Alliancefor Chronic Diseases funded and facilitated
global collaborationsin hypertension implementation research,
and it sponsored thisresearch, which was focused onimproving
the management of hypertension in LMICs and Canada's
Indigenous communities [2].

The prevalence of cardiovascular disease, obesity, diabetes, and
other related conditions is significantly higher in Indigenous
populationsin Canadathan the rest of the population. Although
the prevalence of hypertension is dlightly lower, rates of
hypertension awareness, treatment, and control are also lower
[3]. This is because of the social determinants of health,
including physical inactivity, smoking, and diets that are high
in sodium and low in fresh fruits/vegetabl es, and those specific
to Indigenous peoples; thisalso includes poverty and theimpact
of colonization and the Residential School system, creating
barriers to accessing health care, and an increase in behavioral
risk factors for cardiovascular disease [4,5]. The ubiquity of
mobile phones and mobile health presents an opportunity to
overcome some of these barriers.

The use of SMS text messaging in health care interventions is
becoming a point of interest because of its scalability and
capacity for adaptation to various populations at alow cost [6].
Studies are finding that they are acceptable to recipients and
beneficial in the management of chronic disease, but outcomes
remain mixed [5,7].

Objectives

The DREAM-GLOBAL, Diagnosing hypertension—Engaging
Action and Management in Getting Lower Blood Pressure in
Indigenous and low- and middle-income countries, research
study was a randomized controlled trial comparing only the
blood pressure lowering effect of passive health behavior
messages with both active blood pressure management messages
and passive health behavior messages [8]. The active messages
were specific to the control or lack of control of the participant’s
blood pressure. To keep the patient’s primary health care

https://mhealth.jmir.org/2019/12/€12639

provider in the loop, the central server also sent faxes with the
blood pressure readings to their office. This paper provides a
technical review of the DREAM-GLOBAL intervention,
discussing the development, implementation, and feedback of
the system on the basis of responses from study participants,
health care providers, and community health workers.

Methods

Design and SM S Text M essage Development

The DREAM-GLOBAL study randomized participantsto either
active or passive SM S text messages, and the protocol has been
previously published [8]. The study took place in 6 Canadian
First Nations communitiesand 2 rural communitiesin Tanzania.
The SM Stext messages used in the study were developed from
Canadian hypertension clinical practice guidelinesand modified
to be culturally safe and appropriate for the target population.
Thiswas carried out both in Canadian First Nations communities
and in rural communitiesin Tanzania. All communities engaging
in the study were invited to provide input on the messages to
ensure that the language used was culturally appropriate, and
cultural factors were taken into consideration when designing
the intervention [9,10]; these factors included social, political,
and historical aspects to better understand cultural differences
and how these factors can affect health inequities in these rural
areas of interest. An empirical decision on the frequency of the
messages was made to send them twice weekly on Mondays
and Thursdays at 11 am, which also helped to avoid holidays.
A central server was programmed to send the messages to
participants after registering with the program. The messages
were not altered once the study began. The registration process
was conducted by local community health workers in each
community and participants recruited through hypertension
screening days. The individual blood pressure measurements
were taken using an automated blood pressure device with
Bluetooth transmission capability. Mobile apps were devel oped
for BlackBerry and Android wireless phones to receive the
blood pressure measurements and transmit them to the central
server. Upon registration into the system, the central server
randomized patients to receive either passive or active SMS
text messages. For a diagram of the circle of care model and
the technological components, see Multimedia Appendix 1.

Participants

The details of how the communitieswereidentified and assessed
for research readiness have been previously described [9]. The
population size of the individual First Nations communities
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ranged from 500 to 4000. The communitieswere self-governed;
they oversaw their own health care, provided partly by
provincial and federa health ministries. Some of the remote
First Nations communities had only obtained cell towers as
recently as 2 years before the study; therefore, the prevalence
of mobile phone use at the time was low in these communities.
Participants were community members aged 18 years or older,
with uncontrolled hypertension and on or off medications. They
had to either have a mobile phone capable of receiving SMS
text messages or bewilling to carry and learnto use abasic flip
phone for the study duration. Participants had to have a current
primary health care provider. Blood pressure was measured
with the A& D UA-767PBT-C monitor (A& D Medical), paired
with aBlackBerry or an Android mobile phone app, to identify
listed participants and facilitate the wirelesstransfer of the blood
pressure to the central server.

Ethics and Safety

Cdlular safety information was outlined to the participants
before the study, including adherence to a ban on handheld
devices while driving. Participants were advised not to share
their phone with others if they did not want anyone to know
about their participation in the study, and they were also advised
not to send important personal information (ie, bank account
or credit card number).

Ethics approval was obtained from the Sunnybrook Health
Sciences Centre Research Ethics Board (Approval Number:
953-2013) and from participating University and community
ethics boards. The study was carried out according to the
principlesof Good Clinical Practice, the Declaration of Helsinki,
and the TriCouncil Policy Statement on ethical conduct for
research involving humans [11-13]. The study adhered to the
principles of Ownership, Control, Access, and Possession [14].
Thetechnology and movement of dataadhered to the principles
of the Personal Information Protection and Electronic
Documents Act.

Training on Use of Technology

Before the training and study launch, usability testing was
conducted within the study investigator’s clinics to confirm
reliability of the technology to record and transmit the blood
pressure readingsto the central server (see Multimedia A ppendix
2 for training dlides). A goa of the DREAM-GLOBAL
technology was to develop a mobile phone app for a trained
community health worker or community health nurse to link
the mobile phone to the blood pressure measurement device
and allow transmission of the reading to the central server. One
blood pressure measurement device could therefore be used for
multiple participants. Participants only needed an SMS text
messaging—capable mobile phone. One community health
worker could therefore manage many participants who did not
requiretraining on blood pressure measurement. The community
health worker and home and community care nurses, after a
2-day training session, were able to recruit, consent, register
participants, and take the blood pressure readings, according to
guidelines, with the automated oscillometric blood pressure
device[15]. The components of thistraining program arefound
in Multimedia Appendix 2. The primary outcome of the study
wasthe differencein systolic and diastolic blood pressure from
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the baseline period to thelast 2 months of measurement between
randomized groups.

Training to carry out the study was conducted in each
community by study team members at planned education
sessions. Training community health workers in the study
proceduresincluded information on using the Bluetooth-enabled
blood pressure machines, enrolling patients into the program,
teaching patients how to use their cellular device, and
communicating with their patients. They were also provided
with an instructional video on how to use the mobile app and
blood pressure device to take the blood pressure readings and
transmit them to the central server. Ongoing support for the
community health workers was offered in the form of regular
follow-up visits by the research team and troubleshooting
support. In-servicetrainings and workshopswere also provided
to thelocal primary health care providers about the study.

Technology

The DREAM-GLOBAL system in Canada comprised a
Bluetooth-enabled blood pressure monitor (A& D UA-767PBT)
and a BlackBerry Bold (BlackBerry Inc) mobile phone, with
the DREAM-GLOBAL mobile app installed. In Tanzania, an
Android mobile phone was used. Blood pressure readings from
the UA-767PBT blood pressure monitor were transmitted via
Bluetooth to the community health worker’s mobile phone and
from the mobile phoneto asecure central server in Canada. The
central server was programmed to assess the blood pressure
readingsasnormal or high. The server was programmed to wait
for up to 3 blood pressure readings, for an individual patient,
over 5 min. The average of the 3 readings was then calculated
by the central server and then transmitted to the patient’'s
primary health care provider by fax and to the patient’s own
phone by SMS. If the blood pressure was high, an SMS text
message was sent to the participant, with advice to contact their
health care provider over the coming week (see Multimedia
Appendix 3 for the list of SMS text messages). The messages
were based on the Hypertension Canadian Clinical Practice
Guidelines, and they were developed by clinicians with
extensive knowledge of hypertension management [10].

Evaluation

To evaluate components of the technology and processes of this
study, both qualitative and quantitative data were collected.
Qualitative data were collected from research notes and from
key informant interviews and focus groups, including reflective
discussion sessions with research and community teams. This
focused on the design, the mechanisms, and context of the
intervention, attempting to document local knowledge and
expertise  within the community stakeholders.
Information-gathering tools included devel oping a community
profile, aninterview guideto facilitate discussion of topics, and
afocusgroup guideto lead the dial ogue on community-specific
issues related to the intervention [10]. Quantitative evaluation
included what information was delivered, aswell asthe quality
and quantity. During the study, there was an evaluation of the
acceptability and accessibility to the SMS text messages, the
blood pressure measurement process, including data
transmission, the impact of the messages on participants, and
the impact of the study process on health care providers. After
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completion of the study, the main outcome was an assessment
of impact on blood pressure control and change of knowledge
from the SMS text messages [16]. We have published on the
formative data, with early community engagement and readiness
[9], and the SMS development process [17]. The change of
knowledge is being assessed, and it will be in a separate
publication. This paper focuses on the participant, community,
and health care provider response to the study processes and
technology and the fidelity and quantity of the transmission of
study data.

To evaluate the effectiveness of the system and solicit feedback
on the technology and study implementation,
survey/questionnaires, including simple short answer questions
regarding their experiences with the technol ogy, were provided
to participants, including community health workers. The
guestionnaireswere designed separately for participants, health
care providers, and community leadership. The Participant
Evaluation Form for SMS text messages and consent for this
evaluation were administered by either the community health
worker or the home and community care nurse for that
community or the DREAM-GLOBAL clinical coordinator on
visits to the communities. Participants were invited to do this
feedback, and they provided additional consent to share their
responses. Participants were contacted by SMS text messages,
by direct phone, or contact through family members to come
to the health center for this poststudy evaluation. In total, 184
of 243 participants returned for this final close-out visit. To
reinforce the importance of maintaining health information
privacy, information was provided at the start of the study, when
the general confidentiality form was signed, reviewing that none
of their personal information would be disclosed without written
consent to anybody other than an investigator, a potential
investigator, the client, and an applicable independent ethics
committee review board.

Results

Participant Feedback

In Canada, the blood pressure lowering study was carried out
with 6 First Nations communities in 3 geographic regions,
including Manitoulin Island (Ontario), James Bay coast
(Quebec), and the north shore of New Brunswick. In Tanzania,
a preliminary portion of the study was carried out in 2 rural
villages in Hai District, Kilimanjaro Region, to demonstrate
that blood pressure can be measured and transmitted through
the system. In Canada, a total of 2818 patient blood pressure
readings from 243 patients were transmitted to the central server
between February 2014 and February 2017. In Tanzania, with
the pilot blood pressure measurement study, 1165 readingsfrom
130 patients were transmitted to the central server between
October 2014 and August 2015. The study server was
programmed to wait for up to 3 readings and then send the mean
to the participant’s own phone. This aso provided a record
about the participant’'s blood pressure and allowed the
participant to confirm that it was the measurement just taken.
There were no incidents of participants finding incorrect
readings transmitted from, for example, the participants who
had their blood pressure measured immediately before the study.

https://mhealth.jmir.org/2019/12/€12639

Barsky et d

Participants overwhelmingly agreed that the program should
be recommended to a friend or relative. Following the study,
after presentation of the study progress, all 6 communities
supported continuing the program. Only 20 of these participants
did not have any blood pressure readings beyond 2 months of
enrolling into the study.

An evaluation form was provided with open-ended questions.
The results of the Participant Evaluation Form for SMS text
messages are found in Table 1.

Onthe questionnaire, 168 of 187 (89.8%) participants responded
that the messages were clear and felt that they made sense. For
137 of 187 (73.2%) participants, the timing and frequency were
satisfactory, supporting the process of sending messages on
Mondays and Thursdays at 11 am. In response to a probe about
privacy concerns about having their blood pressure readings
and other health messages sent to their phones, 92 of 121
respondents (76.0%) felt that this was not a problem. Behavior
changes noted by participants attributed to the SMS text
messages included increased exercise, diet changes to give up
sweetened beverages, more awareness of sodium and reading
product labels, smoking cessation, and appreciation of the stress
reduction messages. In 1 community, the mental health worker
shared that their clients were more accessible and receptive if
they were participating in the study. Participants al so expressed
that they felt supported, particularly if they were taking
medications and had a greater understanding. Those not on
medication noted that they would be more comfortable starting
therapy if necessary. Almost one-third of participants shared
the messages with family and friends and looked at the texts at
their convenience.

An early complaint from the mobile phone app users was the
potential to keep the last participant’s name open on the app,
when the next participant was ready to havetheir blood pressure
assessed. This would lead to the next participant’s blood
pressure being assigned to the previous participant, and it
became apparent when the next participant did not receive a
confirmatory SM Stext message with the blood pressure reading.
To address this, the instructions on how to use the app when
measuring patients one after another wererevised, and the users
were updated on the new process. The most frequent
complication was a failure to transmit readings by Bluetooth
transmission from the monitorsto the BlackBerry phones. This
was found to be because of the BlackBerry operating system
software in older devices, which did not update automatically.
This required resetting the device. Some noted that the
BlackBerry mobile phone’s version of the DREAM-GLOBAL
app was not user friendly—the BlackBerry screenswere small,
and some parts of the app were difficult to access. In addition,
occasional failure of BlackBerry function because of extreme
cold or trouble with battery charge was observed. In the early
months of study implementation, it was discovered that some
BlackBerry devices had not been configured with the correct
access point name (APN) setting for the service provider; APN
settings were then reconfigured correctly through a
troubleshooting process. For Tanzania, none of these problems
occurred with the Android software and devices. Updatesto the
Android software and larger mobile phone screensmadeit easier
to see the roster of participants. More space was allocated for
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participant’s names to make it easier to distinguish among
participants with similar names. When a participant’s phone
was replaced, the new number had to be input into the

Table 1. Evaluation questions: technology and processes.

Barsky et d

registration software on the Web to ensure the participant
continued to receive SM S text messages.

Target Intervention

Technology

Patients

support required

Providers: community
health workers, doctors
practice guidelines?

Community
with the study and willingness to promote

Can the patient use the technology, affordability, accessibility?; Isthe
server/software successfully sending the correct messages?; Training and

Communi cation and collaboration between health staff and research team;
Patient enrollment; Management of hypertension according to clinical

Arethe communities engaged in the research?; Awareness of stakeholders

Fidelity, dose, reach; Recruitment and reten-
tion of patients

What training and support were required?;
Was study information making it to the pa-
tient chart?

Do the communities have sufficient technol-
ogy and bandwidth?

Community Health Workers

The community health workerswere asked to provide feedback
on their overall experience with the program, from site training
to the use of technology. Data are summarized in Table 2.

The community health workers and nurses noted that they were
seeing their clients participating in the study more frequently
and that they became more comfortable with blood pressure
measurement. In addition, participantsknew their blood pressure
numbers and were better able to address other health careissues,
particularly related to mental health issues. They felt that the
program led them to have better communication with their
physicians and that they had greater confidence about the
appropriate therapy for hypertension and knowing when action
was needed. They also expressed appreciation for the sitevisits
and ongoing telephone conference communication follow-up.
Thetechnological training waswell received by the community
health workers; in follow-up interviews after the training, almost
all either agreed or strongly agreed that the training was hel pful
and gave them confidence in their ability to perform their role.
The community health worker feedback from the site initiation

https://mhealth.jmir.org/2019/12/€12639

and training is summarized in Table 3 (from 11 community
health workers trained across the 6 communities).

After completion of the study, site visits with band leadership
and community health |eadership and elders were conducted to
assess interest and for approvals to continue the program. A
total of 5 of the communities remained engaged in the research.
A total of 1 community did not allow follow-up with the
community leadership during the study, but it did welcome a
poststudy review and supported continuing the program after
the study completion.

Health care providers shared that they noted that their patients
participating in the study appreciated being contacted on their
cell phones by the SMS text messages. They felt that their
patients were more informed and engaged in their disease
management and more likely to follow-up with their physicians.
Many were surprised to see that their patients were calling them
and making appointments, as per theinstructionsfrom their cell
phone. It was noted that the white coat effect for blood pressure
was identified through the community measurement of blood
pressure, and more people, who would otherwise not visit,
visited the health center.

IMIR Mhealth Uhealth 2019 | vol. 7 | iss. 12 | €12639 | p.136
(page number not for citation purposes)


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

JMIR MHEALTH AND UHEALTH Barsky et a

Table 2. Results of participant evaluation for SM S text messages.

Questions and answers Values, n (%)

Wer e the messages you received clear enough? Did they make senseto you? (N=187)

Yes 168 (89.8)

No 19 (10.1)
Werethetiming and frequency of messages okay for you? (N=187)

Yes 137 (73.2)

No 42 (22.4)

_a 8(4.2)

Was your experience with the phone positive? (N=179)

Yes 102 (56.9)
No 36 (20.1)
— 41 (22.9)

Did you have any concerns about receiving health messages on your phone (ie, privacy/confidentiality)? (N=121)

Yes 7(5.7)
No 92 (76.0)
_ 22 (18.1)

What did you like best about receiving SM S text messages? (N=144)

Information/content 68 (47.2)
Motivation/reminders 43 (29.8)
Easy to read and understand 19(13.1)
Useful/came in handy 10(6.9)
Felt cared for 4(2.7)

What did you like least about receiving text messages? (N=52)

M essages too repetitive 20(38.4)
Disliked content 11 (21.1)
Could not use phone 8(15.4)
Messages too long 6(11.5)
M essages too frequent 3(.7)
Generic messages 2(3.8)
Text was too small 2(3.8)

Would you recommend participating in this program to a friend or relative with hypertension? (N=169)
Yes 165 (97.6)
No 3(1.7)

3N ot applicable or participants did not receive messages.

https:.//mhealth.jmir.org/2019/12/€12639 JMIR Mhealth Uhealth 2019 | vol. 7 | iss. 12 | €12639 | p.137
(page number not for citation purposes)

RenderX


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

JMIR MHEALTH AND UHEALTH

Barsky et d

Table 3. Community health workers feedback from site training and initiation of study (N=11).

Community health workers' excerpts Strongly dis- Disagree, n (%) Neutral, n (%) Agree,n (%) Strongly agree,
agree, n (%) n (%)
Uptake of knowledge
| now have agood understanding of my rolein the 0(0) 0(0) 0(0) 4 (36) 7 (64)
DREAM-GLOBAL? study
Uptake of skills
| feel confident that | will be able to explain DREAM- 1 (9) 0(0) 1(9) 4(36) 5 (46)
GLOBAL to community members
| feel confident in how to use the Manual of Operations 0 (0) 0(0) 0(0) 7 (64) 4(36)
for screening and enrolling patients
| feel confident in how to identify, enroll, and register 1 (9) 0(0) 1(9) 5 (46) 4(36)
participants into the study
| feel confident in using Canadian Hypertension Educa- 0 (0) 0(0) 0(0) 6 (54) 5 (46)
tion Program (Hypertension Canada) guidelinesto take
and assess blood pressure readings
| feel confident that | will be able to take and submit 0(0) 0(0) 1(9) 6 (55) 4 (36)
blood pressure readings using the BlackBerry device
| feel that | know how to use the safety protocolsand 0 (0) 0(0) 0(0) 8(73) 3(27)
process for submitting case report forms
Thistraining was a good way to exchange information 1 (9) 0(0) 0(0) 2(18) 8(73)

and learn about the DREAM-GLOBAL study

3DREAM-GLOBAL: Diagnosing hypertension—Engaging Action and Management in Getting Lower Blood Pressure in Indigenous and low- and

middle-income countries.

Community

Overal, despite some initial issues, the technology performed
ashoped in delivering the SM S text messagesto patients, which
garnered a positive reception from the communities involved.
It also demonstrated that communities had enough technological
resources to manage the study. The fact that the community
health worker time to manage the study in each community was
granted by the health |eadership indicates the commitment and
engagement of each community. All communities involved
requested to have the program continue after the study’s
completion.

Discussion

Principal Findings

DREAM-GLOBAL was designed to increase the capacity for
affordable, evidence-based, guidelines-driven hypertension
management interventions at the patient, provider, and
community level. This study demonstrated that information
could be obtained and transmitted with fidelity from participants
in remote settings. It also confirmed that patients were willing
and able to participate in the program [18]. It was also possible
for community health care providers, including nonmedical
health workers, to train study participants to successfully use
the technology. The pairing of Bluetooth and wireless
technology enabled the secure, reliable, and widespread
transmission of information from participants to their health
care provider, including the transmission of guideline-based
SM S text messages to study participants.

https://mhealth.jmir.org/2019/12/€12639

Insights

Community health workers and professional hedlth care
providers found that the technology was able to enhance their
communication with participants and between each other. The
process assisted with participant engagement in their own health
care, which has also been demonstrated [19]. Training and
support requirements were pragmatic. With achievement of
improved blood pressure control, there is at least indirect
evidence that study information was positively impacting on
participant health care[16]. A theme emerging from community
health workers was that the DREAM-GLOBAL technology
could be more user friendly. For example, the Blackberry
operating system was outdated and often had to be reset. The
Android mobile phones and Android app used in Tanzaniahad
much fewer problems. The BlackBerry mobile phone even failed
to work in extreme cold wesather.

The DREAM-GLOBAL system used minimal resources,
requiring only the server, devices, and bulk SM'S transmission.
Transmission of blood pressure data has also recently been
validated [20]. This system can easily be scaled to additional
participants, with minimal additional costs. Assignment of blood
pressure measurement to the community health worker addresses
therealities of health care worker shortagesin rural and remote
communities. Shifting measurement from ahealth care provider
to community health workersisaway to strengthen and expand
community resources. The technology therefore linked the
community health center, community health worker, home and
community care nurses, and local physicians, thus supporting
members within the circle of care.
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Conclusions low-resource settings, with the use of task shifting in blood
The DREAM-GLOBAL study has resulted in an innovative ~Pressure measurement and meaningful SMS text messages that
system that has the ability to provide blood pressure screening ~ Promote health benavior change. The system has the potential
and connect patientsto health care providersin the community 1€ further improve patient care, as it can be easily adapted to
who can diagnose and treat hypertension. Thetechnical platform rgglonal needs and scaled up to include other aspects of chronic
provided a solution for hypertension management in iSease management.
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Abstract

Background: Rura Chinahas experienced an increasing health burden because of stroke. Stroke patientsin rural communities
have relatively poor awareness of and adherence to evidence-based secondary prevention and self-management of stroke. Mobile
technology represents an innovative way to influence patient behaviors and improve their self-management.

Objective: Thisstudy is part of the System-Integrated Technology-Enabled Model of Care (the SINEMA trial) to improve the
health of stroke patientsin resource-poor settingsin China. This study aimed to develop and pil ot-test amobil e phone message—based
package, as a component of the SINEMA intervention.

Methods: The SINEMA trial was conducted in Nanhe County, Hebei Province, China. A total of 4 villages were selected for
pretrial contextual research and pilot study. The 5 stages for devel oping the mobile phone messageswere asfollows: (1) conducting
literature review on existing message banks and analyzing the characteristics of these banks; (2) interviewing stroke patients and
caregiversto identify their needs; (3) drafting message contents and designing dispatching algorithms for a 3-month pilot testing;
(4) collecting feedback from pilot participants through questionnaire survey and in-depth interviews on facilitators and barriers
related to their acceptance and understanding of messages; and (5) finalizing the message-based intervention based on participants
feedback for the SINEMA trial.

Results:  On the basis of 5 existing message banks screened out of 120 papers and patients’ needs identified from 32 in-depth
interviews among stroke patients and caregivers, we devel oped a message bank containing 224 messages for a pilot study among
54 community-dwelling stroke patients from 4 villages. Of 54 participants, 51 (response rate: 94.4%) completed the feedback
survey after receiving daily messages for 3 months. Participants’ mean age was 68 years (SD 9.2), and about half had never been
to school. We observed a higher proportion of participants who were in favor of voice messages (23/42, 54%) than text messages
(14/40, 35%). Among participants who received voice messages (n=43) and text messages (n=40), 41 and 30, respectively,
self-reported a full or partial understanding of the contents, and 39 (39/43, 91%) and 32 (32/40, 80%), respectively, rated the
messages as helpful. Analyses of the 32 interviews further revealed that voice messages containing ssmple and single-theme
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content, in plain language, with arepeated structure, aslow playback speed, and recorded inlocal dialect, were preferred by rural
stroke patients. In addition, the dispatching algorithm and tools may al so influence the acceptance of message-based interventions.

Conclusions. By applying multiple methodologies and conducting apilot study, we designed and fine-tuned a voice message—based
intervention package for promoting secondary prevention among community-dwelling stroke patients in rural China. Design of
the content and dispatching algorithm should engage both experts and end users and adequately consider the needs and preferences

of recipients.

(JMIR Mhealth Uhealth 2019;7(12):€15758) doi:10.2196/15758

KEYWORDS
phone messages, stroke; secondary prevention; rural population;

Introduction

Stroke Secondary Prevention in Rural China

Stroke is the leading cause of death and disability in China.
According to recent estimates, stroke-related deaths reached
around 1.1 million in China, accounting for 23% of total deaths
in rural areas and 21% in urban areas [1]. In addition, it is
estimated that there are 12.4 million stroke patients aged older
than 40 yearsliving in China, which causes an enormous burden
to the health care system and society [2]. Compared with urban
areas, rural China has experienced a more rapidly increasing
burden, with the age-standardized prevalence of stroke
increasing 2.5-fold over the past three decades [3].

Stroke patients in rural areas have relatively low awareness of
and poor adherence to the secondary prevention and
self-management of stroke. Effective secondary prevention of
stroke, including lifestyle modification and a combination of
medical therapy (eg, antiplatelet, antilipid, and antihypertensive
therapy), has been well studied asthe best buy for stroke patients
[4]. However, adherence to these effective preventive strategies
is poor among stroke patients, with more than half of patients
reported discontinuing their secondary prevention medications
within 3 months of hospital discharge [5,6]. In addition, the
fragmented primary health care system and limited capacities
of health care providers in rural China further restrain the
availability and quality of the health care services that stroke
patients can gain access to [7]. Therefore, there is an urgent
need to develop a low-cost and effective strategy to increase
the awareness of and adherence to secondary prevention
measures of strokein rural China

M essage-Based | ntervention

With the development of mobile communication technology
and widespread adoption of mobile phones, mobile health
(mHealth) has the potential to empower patients to improve
their self-management of chronic conditions and related risk
factors [8,9]. A previous literature review illustrated that
compared with high-income countries where more advanced
mobile technologies are used, low- and middle-income countries
have relied more on phone messages for intervention delivery
because of its accessibility, lower cost, and better acceptance
[10]. Review studies and meta-analysis have illustrated the
modest effect of message-based interventions in promoting
medi cation adherence and lifestyle modifications and improving
health outcomes among patients with chronic conditions,
although further studieswith longer follow-up period and larger

https://mhealth.jmir.org/2019/12/€15758

China

scale were suggested [8,9]. The evidence on message-based
studies targeted at stroke patients was very limited, with a few
studies focused on recently discharged stroke patients[11], but
almost none on community-dwelling patients. In addition, there
were only a few studies that tried to understand the feasibility
and impact of message-based interventions among patientswith
cardiovascular diseases in China, and most of these studies
focused on urban patients[12]. The acceptability and feasibility
of applying message-based interventions among rural patients
still need to be further investigated.

In addition, some of the previous reviews attempted to examine
why some of the message-based interventions work or do not
work. Factors related to message contents and dispatching
algorithms, such as message frequency, content personalization,
and dispatching approach in 2 ways, were examined, but the
resultswere mixed [13,14]. Studies also pointed out that lacking
theoretical constructs may |ead to the difficulty in understanding
the mechanisms behind the message-based interventions in
chronic disease management. Watkins et al conducted arealist
review by mapping the intervention components with
psychological theories and frameworks[15]. The authorsfound
that information provided via messages to increase patients
knowledge could motivate patients to believe the relevance of
theissueto their health and the potential risk, which may reduce
the threat as suggested by the health belief model [16]. Some
other psychological behavior change theories, such as the
transtheoretical model or ataxonomy model of behavior change
techniques, including goal settings and self-regulation, were
also applied in the design of messages[15,17].

Objectives

Thisstudy ispart of the System-Integrated Technol ogy-Enabled
Model of Care (the SINEMA trial) to improve the health of
stroke patientsin resource-poor settingsin China. The protocol
of the SINEMA trial hasaready been published [18]. Thisstudy
aimed to describe the devel opment and contextualization process
of this message-based intervention package from field-based
research and pilot studies. The results of the effectiveness of
the message-based intervention in the SINEMA main trial is
beyond the scope of this paper.

Methods

Study Setting
The SINEMA tria and thispilot study were conducted in Nanhe
County, Hebei Province, China, with an intention to be adapted
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to other resource-limited settings. Nanhe County is an
economically poor provincia county with an annual disposable
income per capitaof 11,030 RMB (lessthan half of the national
average) [19]. Although no specific estimation on stroke burden
isavailable in this county, previous studies have shown a high
burden of stroke in this province and rural settings compared
with other parts of China[20].

To ensure the study design and blind generalization of the
intervention model, we aimed to identify 4 villages out of 218
villages within the geographical area to implement the
field-based contextual research and pilot study, and these 4
villageswerenot eligibleto beincluded inthetrial. We received
assistance from the local Center for Disease Control and
Prevention to identify 4 villages where village doctors were
willing to participate. These 4 villages comprised 2 villages
from atownship that had an insufficient number of villages to
be eligible for the main trial and 2 villages from eligible
township but with insufficient residents to meet the inclusion
criteria of the main trial. Therefore, we were able to identify

Figure 1. Overview of key stages of message development.

Step 1. Literature review
Reviewed articles about message-based intervention
for stroke care
Extracted messages from existing message banks

Gong et a

typical villagesbut also leave the potential eligiblelarge villages
for the main trial.

M essage Design Process

We used multiple methodologies, including literature review,
expert consultation, qualitative in-depth interviews, and
field-based pilot study followed by surveys and interviews, in
developing the messages to ensure that the message contents
were built based on research evidence and in line with the
clinical guidelines and were suitable for the local context. The
development process for the mobile phone message banks
consisted of the following 5 stages: (1) conducting a literature
review on existing message banks targeting people with stroke,
(2) interviewing stakeholders to identify the needs of stroke
patients, (3) creating and designing the message contents and
message sending algorithm, (4) conducting pilot testing of the
messages among patients in 4 villages, and (5) refining and
finalizing the message bank and sending algorithm based on
the lessons learned from the pilot study. Figure 1 outlines the
design process.

Step 2. Contextual research
Conducted in-depth interviews among stroke patients
and caregivers
Analyzed and identified stroke patients’ need

change theories

Step 3. Design of message content and message sending algorithm
Designed the message content based on clinical guidelines and behavior

Verified the contents by stroke specialists and rural doctors
Recorded the messages into voice message with the local dialect
Developed the message dispatching algorithm

:

Step 4. Pilot study
Recruited participants from 4 villages to participate in the pilot study
Delivered short messages and voice message to participants for 3 months
Conducted surveys and in-depth interviews to capture their feedback

!

participants” feedback

Step 5. Refinement of messages
Revised the message structure, content, and dispatching algorithm based on

!

Finalization of message bank and voice message recording

Stage 1. Literature Review on Existing Message Banks

To assist the design of the message bank, we conducted a
literature review based on the PubMed database to search for
existing text message banks published between October 1, 2011,
and October 1, 2016. Our own design of the messages began
in November 2016. Key search terms included stroke and text
messages (for search terms and review criteria, see Multimedia
Appendix 1). A total of 2 reviewers screened the searched
papers, and asnowball review by reviewing titles and abstracts
of references of searched paperswas also conducted to increase

https://mhealth.jmir.org/2019/12/€15758

the scope of the review. Existing message banks were extracted
and trandlated into Chinese as areference for the design.

Stage 2. Contextual Research

To identify the needs of stroke patients, we visited the field 3
times over the period of 5 monthsfrom May to September 2016
and conducted in-depth interviews among stakeholders,
including stroke patients and family caregivers. Semistructured
interview guideswere developed, and questionsin theinterview
included patients' health status and needs for managing their
conditions. Stroke patients were identified with the assistance
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of village doctors with the criteria that the participants were
aged 18 years or older, had a history of stroke diagnosed at the
county- or higher-level hospitals, were in clinicaly stable
condition, had basic communication abilities, and were willing
to participate in the study. Stroke patients' family memberswho
were at home while the research team visited and were willing
to participate were also interviewed separately. The number of
participantsinterviewed was determined based on the saturation
theory, whereby participants were recruited until no further new
information was acquired through the interview process. We
expect to interview about 4 patients from each village.

Stage 3. Design of Message Content and Message
Sending Algorithm

We designed the contents of messages on the basis of the
existing message banks from the literature review, theidentified
needs of stroke patients from contextual research, and the
behavior change theories such as the health belief model and
thetranstheoretical model [16,21]. First, the structure and focus
of the message bank were identified so that messages could tap
into key dimensions based on patients' needs. We then grouped
the existing messages into 6 categories based on their contents,
including management of metabolic risk factors, medication
adherence, tobacco and a cohol control, dietary change, exercise
and rehabilitation, and psychological support. The content of
the messages was modified to be suitable for stroke patientsin
rurd China. The messages were then verified by stroke
specialistsworking in tertiary hospitalsand recorded in thelocal
dialect.

We also designed the message dispatching algorithm by setting
the sending time and frequency based on the daily habits of
stroke patients. This algorithm was linked with a digital health
management system that was designed to support the delivery
of the digital health components of SINEMA intervention.

Stage 4. Pilot Study

A pilot study was conducted in 4 villages to test the SINEMA
intervention model, including the acceptance of the
message-based intervention among stroke patients. Participants
who were aged older than 18 years, had a history of stroke but
in a clinically stable condition, and able to communicate via
mobile phone were eligible to participate in the study. In each
village, village doctors screened stroke patientsin their villages
and provided thelist to the study team. Participantswereinvited
by village doctors and recruited by the research team. Before
the commencement of the pilot study, astructured questionnaire,
including questions on participants demographic characteristics
and disease history, designed based on previous studies[22,23],
was administered by the research team through face-to-face
interviews.

During the 3-month pilot study, participants and their caregivers
received text messagesat 3 pm every 2 days, and the participants
also received voice messages with the same content at 7 pm on
alternating days when they did not receive the text messages.
At the end of the pilot study, participants completed a short
guestionnaire administered by their village doctors. Questions
in the survey included whether they had read or listened to the
messages, their understanding of the contents of the messages,

https://mhealth.jmir.org/2019/12/€15758
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and their perspectives on the helpfulness of these messages.
In-depth interviews were also conducted by the research team
among selected participants to seek detailed feedback.

Stage 5. Refinement of the Messages

After thepilot study, the research team summarized the feedback
from parti cipants and refined the message contents and message
dispatching agorithm. To optimize the acceptance and
understanding of the messages, the research team revised the
language in each message based on participants' feedback and
preference. Village doctors and physiciansfrom county hospitals
wereinvited to verify the messagesto ensurethat local contexts
were taken into full consideration, and the terms used in the
messages were understandable by the target popul ation.

Data Analysis

To apply the interview results to message development, we
analyzed the interview transcripts using thematic analysis
approach, which is a method for identifying, analyzing, and
reporting patterns within data and is able to both reflect the
reality and explain the undersurface meaning [24]. Following
the thematic analysis approach, we conducted the following
steps: the research team first read the transcripts of the
interviews to be familiar with the data, then generated the key
concepts for coding based on the interview guide. Data were
coded line by line and grouped into categories using NVivo 11
software (QSR International). Each category of coding wasthen
further reviewed and examined. The groups of key themeswere
refined before finalizing the major themes. Discussions within
the research team were organized after each key step to ensure
the trustworthiness and define the final themes. Quotations used
in this paper were trand ated from Chinese to English and then
back translated into Chinese to increase the accuracy of the
interpretation.

A descriptive analysis was conducted for survey data
Continuous variableswere reported asmean and SD if normally
distributed or as median with 25th and 75th percentiles if not.
Counts and proportions were reported for categorical variables.
Survey datawere analyzed using STATA software (version 15;
StataCorp LLC).

Ethical Consider ations

All research activities, including both contextua research and
pilot study, were approved by the institutional review board of
Duke Kunshan University. All participantsin the study provided
informed consent before taking part in the study.

Results

Summary

In this section, we first describe the main findings from stages
1, 2, and 4 explained above: the literature review, contextual
research, and the pilot study. We then describe how we
devel oped and refined the message bank based on these findings
(stages 3 and 5). Finaly, we briefly introduce the actual
-message-based intervention adopted in the trial.
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M essage Bank Review and Extraction

After the systematic search and snowball review of cited papers,
wefound 5 existing SM S banks. Using these 5 completed SMS
banks, we translated messagesinto Chinese, resulting in atotal
of 224 messages as the basis for further design. Multimedia
Appendix 1 showsthe Preferred Reporting Itemsfor Systematic
Reviews and Meta-Analyses diagram of the literature review
and the contents and features of these 5 identified message
banks.

Results From Contextual Resear ch on Stroke Patients’
Needs

During the 3 contextual research visits, weinterviewed 22 stroke
patientsand 10 caregivers. Through analyses of these interviews,
we identified the major needs of patients and the required
contents of messages.

Content 1: General Knowledge About Stroke Secondary
Prevention

Although ailmost all patientsinvolved in theinterview expressed
astrong desireto recover from stroke, most of them had limited
awareness and knowledge of secondary prevention of stroke,
which was insufficient and not comprehensive enough to help
them overcome al challengesthat they faced in managing their
conditions. There were very few sources available to patients
regarding evidence-based information related to stroke
secondary prevention:

No physicians told us what we should pay attention

to when | was in the hospital. They [physicians] did

not care about it. Only the village doctor told us some

[information]. [Patient #8]
Village doctors, considered as the key source of information
and the first contact of care, also had the minimal capacity to
provide intensive health education to patients because of their
existing high workload of serving more than 1000 residentsin
the village. Therefore, general knowledge related to stroke
secondary prevention was required in the message bank.

Content 2: Promoting Adherence to
Guideline-Recommended Activities

In theinterview, many patients admitted that they were not able
to adhere to all secondary prevention medications. The main
reasons for nonadherence to medication use included their
forgetfulness because of declining memory, impaired mental
function, or busy working lives. We found that most of the
patients we interviewed lived alone or with their spouse alone,
without any other caregivers to remind them to take their
medications:

| often forgot to take medicine. He [the patient’'s
husband] usually put all the medicines on my table
and reminded me to take them...If he also forgot, we
would forget about it totally. [Patient #11]

Considering thelack of reminders and the suboptimal adherence
among most stroke patients, we decided that the message should
act as a reminder for patients to promote their adherence to
treatment.

https://mhealth.jmir.org/2019/12/€15758
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Content 3: Providing Specific Guidance on
Recommendations for Physical Activity

Through theinterview, we also found that, even for people who
were aware of the importance of stroke secondary prevention,
they had little knowledge of how to perform physical activities
or rehabilitation. For example, almost no patients knew the
proper frequency and intensity of physical activities that they
should achieve, nor the strategies to protect themselves from
injury during exercise. In addition, waking was the most
common way of exercise for most patients involved in the
interview, and few patients knew how to train their upper limbs
in their physical activities to promote their recovery of daily
functions:

He[the physician] just told meto walk more. [Patient
#2]

| do not have other forms of exercise. | just walk for

a while every morning in the village...l usually sit or

sleep at home for most of the remaining day. [ Patient

#4]
Therefore, we believe that providing more tips and guidance
on how to undertake the guideline-recommended physical
activity and rehabilitation will match the needs of stroke
patients.

Results From the Pilot Study

A total of 54 stroke patients from 4 villages in 2 townships in
Nanhe County participated in the pilot study from February to
May 2017. Among them, 51 participants (response rate: 94.4%)
completed the feedback survey after the pilot study. Table 1
shows the characteristics of the participants. The average age
of participants was 68.0 years (SD 9.2). Most of them were
males (33/51, 65%), aged older than 65 years (33/51, 53%),
married (40/51, 78%), with no education or having never
graduated from primary school (27/51, 53%), had suffered
ischemic stroke (45/51, 88%), and experienced more than 1
stroke event (31/51, 61%).

Among participants who responded to the feedback survey, 40
(40/51, 78%) and 43 (43/51, 84%) stated that they had
successfully received text messages or voice messages during
the pilot study, respectively. Table 2 shows the self-reported
acceptance and understanding of messagesfor these participants.
We observed a higher proportion of participants who were in
favor of voice messages. 54% (23/43) of participants listened
to the voice messages all the time, whereas only 35% (14/40)
of participants self-reported their frequent text-message reading.
Of 43 participants, 41 (95%) who listened to the voice messages
self-reported that they could understand the content entirely or
partially, whereas 30 of 41 (75%) participants reported that they
wereableto fully or partially understand the contentsin the text
messages. In addition, 39 of 43 (91%) participants who had
ever received voice messages and 32 of 40 (80%) participants
who had ever received text messages rated that the messages
were helpful. In addition, 27 participants reported that their
family caregivers had received text messages, and 11 of them
reported that their family members had read the messages to
them.
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Table 1. Demographic characteristics and disease history of participants who responded to the feedback survey (N=51).

Characteristics n (%)

Demographic characteristics

Gender
Male 33 (65)
Female 18(35)
Age group (years)
265 33(65)
<65 18 (35)
Marital status
Married 40 (78)
Divorced, widowed, or unmarried 11(22)
Education
Never been to school 22 (43)
Less than primary school 5(10)
Primary school 10 (20)
Primary high school 10 (20)
High school and above 4(8)
Occupation
Unemployed 7(14)
Self-employed including doing farm work 39 (77)
Employed 4(8)
Others 1(2
Main caregiver
Spouse 35(69)
Children 7(14)
Others 9(18)
Disease history
Stroketype
Ischemic stroke 45 (88)
Hemorrhage stroke 5(10)
Cannot remember 1(2

Suffered morethan 1 stroke event

Yes 31(61)
No 20 (39)
https://mhealth.jmir.org/2019/12/€15758 JMIR Mhealth Uhealth 2019 | vol. 7 | iss. 12 | €15758 | p.147
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Table 2. Participants acceptance and perceptions of voice messages and text messages (of 54 participants, 51 completed the feedback survey, 40
responded that they had received text messages, and 43 responded that they had received voice messages).

Acceptance and perception

Voice messages (N=43), n (%)

Text messages (N=40), n (%)

The frequency of reading/listening to the entire message

All thetime 23 (54)
Sometime 20(47)
Never 0(0)

Level of understanding towar d message contents

Entire message 18 (42)
A part of the message 23 (54)
Cannot understand at all 2(5)
Whether think the messages wer e helpful

Yes 39 (91)
No 3(7)
Do not know 1(2
Missing _a

14 (35)
14 (35)
12 (30)

12 (30)
18 (45)
10 (25)

32 (80)
4(10)
1(3)
3(8)

83 participants who received text messages did not respond to this question. No missing values among participants who received voice messages on

this question.

Qualitative Results From the Pilot Study

After the pilot study, we interviewed 8 participants. Their
feedback covered avariety of perspectives, including the content
of the message, the form, and algorithms of message
dispatching, and other barriers related to receiving and
understanding the messages. Thisfeedback guided our decision
making in optimizing the message contents and sending the
algorithm to fit the local context.

Message Contents

In line with the quantitative results, we also found that not all
participants were able to understand the messages fully. Barriers
to acceptance included the broad scope and complex content of
the information covered in the messages, the relevance of
messages toward their health conditions, the complexity of the
terms and languages, and their own capacity to read and
memorize information.

Many patients told us that they usually had poor memory and
would easily forget things. They could usually understand the
messages, but they would forget most of the contents after a
short while if too much information was covered in a single

message:

| could understand the message when | listened to it,
but 1 would forget most of them quickly after | put
down my phone. [Patient #6]

In addition to the preference for simple information within a
message, participants also reported that some terms in the
messageswere not in plain language, which made the messages
more difficult to understand.

Interms of theimpact of messages on helping them in managing
the risk factors, some of the participants reported that not all
the information was relevant to them. For example, messages
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related to smoking or drinking were only applicable to a small
proportion of participants we interviewed:

He [the patient] drank every day before the stroke
occurrence, but he quit after it. He doesn’t dare to
drink anymore. [Spouse of Patient #2]

Message Dispatch Form and Algorithms

Almost all patients who participated in the interview showed
greater interest in and spoke highly of the voice messages,
whereas very few participants reported that they had read text
messages. This was mainly because of participants' illiteracy
in reading text or their technical capability in checking text
messages on the phone:

My child bought a feature phone for me, and | know
how to dial or pick up a call...l never read text
messages. | amilliterate. [Patient #2]

Participants also identified the potential factors that may
facilitate their acceptance and understanding toward voice
messages. Almost all participants involved in the interviews
agreed that they preferred messages using thelocal dialect rather
than standard Mandarin. Some of the participants a so mentioned
that a slower playback speed of the voice messages might
improve their understanding of the message contents. In
addition, participants recommended repeating the messages or
extending the duration of messages so that they could better
absorb the information when listening:

Sometimes | was doing my housework when | picked
up the phone. She[the voice message] spoketoo fast,
and the message ended before | could concentrate
my mind to listen to it. [Patient #4]

In terms of the frequency and timing of message dispatch, most
participants said that they were willing to receive the messages
daily. In addition, participants suggested that receiving the
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message in the morning would be more helpful, especialy for
reminding them of taking medicines:

| often forget the medicines | should take in the
mor ning because | usually have housework to do. But
| usually can remember to take the medication at night
before going to bed. [Patient #1]

I would like to take the medicines, but | inevitably
forget to do it sometimes... It would be, of course,
good if someone can remind me every day. [Patient
#2]

Phone Scams

From our interview, we a so found some other factors that may
influence the implementation of the message-based intervention.
Patients reported that they would reject phone calls from
unknown numbers because they were afraid that it could be a
phone scam. The numbers used to send the voi ce messages were
different every day at the beginning of the pilot study, so some
of the participants were cautious about the messages received
and refused to listen to the voice messages. Participants
mentioned that it would be easier for them to get the voice
messages if the same number was used.

Major Refinement of M essages

Onthebasis of theresultsfrom the pilot study, we made aseries
of decisions regarding the contents and dispatching algorithms
of the messagesto fit thelocal context and our target population
better. Considering the prevalence of illiteracy and poor
technical capacity in reading text messages, we decided to only
use voice message delivery for the main study. Table 3
summarizes critical points where we optimized the message
contents and algorithm.

https://mhealth.jmir.org/2019/12/€15758
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To increase stroke patients’ understanding of the messages, we
simplified the themes, structure, and language of each message.
We highlighted the focus on medication adherence and physical
activities that were appropriate for most stroke patients. Only
asmall proportion of the total messages were supplemented by
genera information related to stroke and management of other
risk factors. In addition, we further refined each message by
retaining only one key piece of information and used the same
structure for each message (the program name, followed by a
reminder sentence alternating between taking medicine and
exercise regularly, and then specific health education
information). The application of the health belief model [16]
and the transtheoretical model on the stage of change [21] was
carefully considered in refining each health education
information and the order of messages. Furthermore, weinvited
physiciansin the township hospitalsto review all messagesand
amend any clinical or academic terms into plain language that
would be commonly used and understood by the target
population. Multimedia Appendix 2 shows some examples of
the revised messages.

We also improved the message recording and dispatch algorithm
to better suit the preferences of the target population. We
continued to record voice messages using the local dialect and
selected a dower playback speed, with the message being
repeated twice per message delivery. In addition, we decided
not to dispatch any text messages but rather send out voice
messages daily. We changed the message dispatch time from
7 pm to 7 am so that the messages can better remind patients
of medication taking. Furthermore, we optimized our message
dispatch system so that asingle consi stent sender phone number
would be displayed on participants phones.
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Table 3. Comparison of key aspects of message optimization.

Gong et a

Main study

Aspects of message optimization  Pilot study
M essage content
Themes A broad scope of information, including management
of metabolic risk factors, medication adherence, tobacco
and acohoal contral, dietary change, physical activity,
and psychological recovery
Structure Random structure for each message

Key information

Languages With some professional terms

Verification By stroke specialistsin first-tier hospitals

Health behavior changethe- Health belief model and the transtheoretical model (stage
ory of change)

M essage recording

Speed Normal speaking speed
Repeating No repetition
Dialect Local diaect
M essage dispatch algorithms
Text message 3 pm every 2 days
\/oice message 7 pm every 2 days
Receiver Peatients and caregivers
Senders Random phone number

Multiple key information within 1 message

Focused on medication adherence and physical activity
and supplemented with other information on metabolic
risk factor management and stroke in general

Same structure for all messages: program name + re-
minder sentence + health education information

Single key information for 1 message
Simple plain language
By village doctors and township physicians

Health belief model and thetranstheoretical model (stage
of change)

Slower than the normal speaking speed
Repeated once
Local dialect

No text message
7 am every day
Patients only

Single consistent phone number

M essages Delivered Through System-Integrated
Technology-Enabled Model of Care Trial

A message bank containing 92 voice messages was devel oped
to support the SINEMA main trial. These messages were
repeated for 4 times to support the year-long intervention. The
voice messages had been delivered to more than 600 stroke
patients who participated in the SINEMA tria in rural China
since July 2017. During the year-long intervention, a total of
more than 100,000 messages were sent to participants and some
caregiversin theintervention arm if they had a phone and were
willing to receive the messages.

Discussion

Principal Findings

In this study, we applied a multiple methodological study
approach to develop mHealth messages to promote secondary
prevention of stroke among community-dwelling stroke patients
inrural China. We created theinitial messages based on existing
message banks from previous studies; involved patients in the
initial study design in capturing their needs; evaluated patients
acceptance through a3-month pilot study, including quantitative
surveys and in-depth interviews; and finally, refined and
optimized the message contents and dispatching algorithm based
on the feedback provided by participants.

This study is one of the few studies that have developed
message-based intervention among people with cardiovascular
diseases[25] and thefirst ever for stroke patientsin rural China.

https://mhealth.jmir.org/2019/12/€15758

Our study provides important information to researchers and
policy makers about the feasibility of delivering voice message
intervention for community-dwelling stroke patients in
resource-limited settings. Our study further revealed that voice
messages were favored over text messages among stroke patients
in rural China, as voice messages do not require reading skills
but only basic ability to receive phone calls. This finding is
consistent with previous studiesthat demonstrated the preference
for voice messages among the rural population in Bangladesh
and Cambodia, who also had low rates of reading literacy
[26,27]. Thus, we believe that voice messages have great
potential to deliver interventions, especially among popul ations
with low socioeconomic status.

M essage-based interventions have been increasingly applied to
promote chronic disease management. However, less attention
had been paid to content design than its effectiveness. A number
of studies have tested the effectiveness of phone-based
interventions implemented among various populations
worldwide[25,28,29], but only afew studies have described in
detail the development process of message-based interventions
and their lessons learned. Studies have found insufficient use
of behavior change theories in mHealth messages and lack of
involvement of the target population in the design process[30].
The modest effect and inconsistent results of message-based
interventions suggest that we cannot overlook the design
process. In our study, the health belief model [16] and the
transtheoretical model (stage of change) [21] were embedded
in the message contents by emphasizing the perceived threat of
poor adherence to medication use, improving their perceived
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benefitsin behavior changein linewith the secondary prevention
recommendation, providing them cuesto action and encouraging
their maintenance throughout different stages. In addition,
considering the education level and health literacy of stroke
patientsin rural China, we did not involve our target population
intheinitial drafting of messages as some other studiesdid [31],
but instead, we conducted interviewsto understand their needs,
tested their acceptance through a pilot study, and refined the
messages based on their feedback.

Our study also reveded that the design of messages should
adequately consider the local context and characteristics of the
target audience. We found that message structure, language,
complexity and relevance, and repetition are factors that
influence patients acceptance and understanding. Thisfinding
is in line with some of the previous studies. For example,
Muench and Baumel [32] analyzed the components of digital
triggersin messages and differentiated triggersinto 5 elements,
including the sender, delivery approach, time of delivery,
frequency, and trigger contents. Our study results also showed
that areliable sender, an accepted form of the message dispatch,
optimal timing based on patients’ daily routine, and simple but
relevant key messages were essential for the acceptance of
message-based interventions. In addition, we also discovered
certain factorsthat are specific to voice messages. For example,
the speed of audio playback, the pattern of repetition, and the
use of dialect may also improve audiences’ understanding of
message contents [26].

Limitations and Strengths

Our study has some limitations. Firgt, in this pilot study, the
acceptance of messages was measured using a self-designed
short survey, rather than actual statistics from the message
dispatch system in the number of messages received and
reviewed. Thus, self-report bias could be introduced, as
participants may have overrated their acceptance and
understanding of messages when interviewed by village doctors
because of recall or social desirability bias. In addition, although
the questionnaire was designed based on previous studies in
China, we did not conduct reliability and validity testing for the
guestionnaire; thus, we were not able to rule out all potential
measurement errors from the study. Second, the participants
involved in our contextual research and pilot study were
conveniently sampled with arelatively small sample size based
on set inclusion criteria. For example, more than 60% of our
participants were male, and such proportion is higher than the
proportion in general stroke patients, although the nationwide
epidemiological study found a higher age-specific prevalence
of stroke among men than that among women for the age groups
of above 40 years [1]. Although participants may not be fully
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representative of all stroke patientsin rural areas of China, we
believe that the views they shared were common among stroke
patientsin rural China.

Our study also has severa strengths. First, we have applied
multiple methodologies, including literature review, expert
consultation, qualitative in-depth interviews, and a pilot study,
including a quantitative survey and personal interviews. By
doing so, we were able to ensure a deeper involvement of the
target population in the study design and gain a more
comprehensive understanding of their needs, acceptance, and
preferences. Second, the messages were developed by
researchers and verified by health care professionalsand village
doctors. Such collaboration ensured that the messages were
designed based on the clinical evidence and behavior change
theories with conscientious consideration of local context. By
applying these strategies, the contents of messages could be
made reliable, feasible, and understandable. Third, the results
of theinitial design and pilot study were incorporated into the
refinement of both the final content and delivery agorithm,
potentially ensuring better acceptance and effectiveness of the
message-based intervention.

Conclusions

In summary, our study demonstratesthe potential of using voice
message interventions to improve chronic disease prevention
and management among people with low education level in
resource-limited settings. The development process indicates
the importance of contextualization, which includes involving
the target audience early and considering their preference and
characteristics in the design process. The findings on the
preference of participants for voice messages and the potential
factors related to the acceptance add new evidence to the
literature. These findings have general implications beyond
stroke care in rural China and will be informative to other
researchers who plan to develop message-based interventions
for other disease conditions or in other research settings.

We recommend future studies to describe the message
development procedures so that researchers could have better
insight on the underlining mechanisms of the message design
and the contextual environment that enabled the intervention
implementation, which will facilitate the construction of the
evidence based on the impact of the message-based
interventions. In addition, more studies are needed to understand
further the generalizability of the key aspects of message
optimization that we found through our study among other
populations. With such knowledge, we could better design the
content and dispatching algorithms of the message-based
interventions with higher adoption and maintenance.
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Abstract

Background: Assmartphone ownership continuesto rise, health care systems and technology companies are driven to develop
mobile health (mHealth) interventions as both diagnostic and therapeutic tools. An important consideration during mHealth
intervention devel opment is how to achieve health equity despite demographic differencesin smartphone ownership. One solution
isthrough the recirculation of loaner smartphones; however, best practices for implementing such programs to optimize security,
privacy, scalability, and convenience for participants are not well defined.

Objective: In this tutorial, we describe how we implemented our novel Corrie iShare program, a 30-day loaner iPhone and
smartwatch recirculation program, as part of a multi-center mHealth intervention to improve recovery and access to
guideline-directed therapy following acute myocardial infarction.

Methods: We conducted a prospective study utilizing asmartphone app and leveraged iOS enterprise features aswell as cellular
data service to automate recirculation.

Results: Our configuration protocol was shortened from 1 hour to 10 minutes. Of 200 participants, 92 (46.0%) did not own an
iPhone and would have been excluded from the study without iShare. Among iShare participants, 72% (66/92) returned their
loaned smartphones.

Conclusions: The Caorrie iShare program demonstrates the potential for a sustainable and scalable mHealth loaner program,
enabling broader population reach while optimizing user experience. Implementation may face institutional constraints and
software limitations. Consideration should be given to optimizing loaner returns.

(JMIR Mhealth Uhealth 2019;7(12):€16391) doi:10.2196/16391

KEYWORDS

mHealth; digital health; innovation; myocardial infarction; health care disparities; smartphone; mobile phone; smart technology;
loaner device; telemedicine
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Introduction

Mobile health (mHealth) interventions are promising therapeutic
tools [1]. The high rate of smartphone ownership among
Americans, up to 77% in 2018 [2], and the popularity of
wearable technologies have driven health care systems and
technology companies to develop mHealth interventions and
create innovative health care delivery methods.

The delivery platform criticaly influences mHealth
functionality. Google's Android and Apple's iOS dominate
market share, accounting for 99.8% of smartphones[3]. mHealth
app developers need to choose between developing a
cross-platform app or native apps. Web-based (ie,
cross-platform) appsrequirelittle additional work to reach both
major smartphone platforms. Although cross-platform apps
have fast time to market and require less maintenance, they are
unable to take advantage of all the features that a native
platform-specific app could. On the other hand, developing
multiple native apps, in addition to requiring more time and
resources, also becomes hindered by thelack of interoperability
between platforms (eg, the Apple Watch cannot be paired with
an Android phone).

Platform selection also has implications for health equity due
to demographic differencesin smartphone ownership. In 2013,
those who identified as black, non-Hispanic, had less than a
college education, or whose annual household income was
below US $75,000 were more likely to own an Android phone
than an iPhone [4]. As socioeconomic status contributes to
health disparities, being inclusive of socioeconomically
disadvantaged groups when choosing an mHealth intervention
platform offers an opportunity to reduce health disparities.

Our team was cognizant of these factors as we developed the
Corrie app for the Myocardial infarction COmbined-device
Recovery Enhancement (MiCORE) prospective study (Johns
Hopkins University: IRB00099938, NCT03760796). We
considered multiple approaches to balance inclusiveness and
optimal user experience. Although we initially focused on

https://mhealth.jmir.org/2019/12/€16391
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cross-platform development, Corrie was ultimately devel oped
as anative iOS app following the release of the Apple CareKit
health app framework in 2016 [5]. iOS secures and encrypts
protected health information (PHI), while native app
development enables smartwatch integration, interactive
notifications, calendar and contacts integration, and Bluetooth.

Prior mHealth studies utilizing loaner smartphones have not
described how to implement a loaner model [6-8], details of
which are key to ensuring security, privacy, scalability, and
sustainability. To address these details and maintain broad
population reach, we created the iShare loaner program.
Through iShare, we enrolled patientswho did not own aniPhone
into MiCORE by providing each with areusable loaner iPhone
and Apple Watch preloaded with Corrie. In this paper, we
describe the development of our novel loaner program, initial
findings, and considerations for its generalized application.

Methods
Toward a Sustainable and Scalable Protocol

Overview

Without experience or guidance regarding the best approach to
operationalize a smartphone loaner program for a clinical
research study, we developed the program iteratively. With each
iteration came an increased financial investment, often resulting
in a greater-than-anticipated improvement in our processes.
Table 1 provides asummary of our protocol’s evolution. While
our final protocol (see Multimedia Appendix 1) was optimized
for the MiICORE study, earlier iterations may be more
appropriate for other mHealth studies. Determining optimal
configuration settings al so would have been challenging without
the experience gained during earlier iterations.

At the advent of iShare, rather than purchasing new iPhones,
we chose the economical approach of purchasing refurbished
iPhones in small batches from third-party resellers. Apple
donated Apple Watches for the MiCORE study.
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Table 1. Use cases and characteristics of each protocol version.
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Characteristic Version 1.0 Version 2.0 Version 3.0

Use case Exploratory testing of platform capabili- Small-scale study Study requiring scalability
ties

Interactive time 30-60 minutes 20-30 minutes 5-10 minutes

Requirements

Features

Limitations

Lowest level of automation

Minimum financial investment
Study team Apple ID for each phone
Participants must have home Wi-Fi

USB connection required to reset PIN-
locked phone

Unrestricted Apple App Store

Activation Lock to prevent circumvent-
ing security measures by factory reset

Find My iPhone GPS tracking to reduce
therisk of theft

iOSrestrictions to disable iCloud and
prevent inadvertent sharing of PHI?

Manual (error-prone) configuration of
all features and app installation

Insertion and removal of SIM card re-
quired to activate phones after each reset

Find My iPhone not helpful outside of
Wi-Fi range

In addition to previous requirements:
Apple Mac computer running Apple
Configurator software

Low-cost SIMs without cellular service

Increased consistency in configuration
due to automation

Manual configuration of Apple ID and
app installation

Find My iPhone not helpful outside of
Wi-Fi range

Apple Configurator unableto share con-
figuration profiles with other comput-
ers—single team member performs all
setup

Highest level of automation

Apple Mac computer running Apple
Configurator software

Apple Business Manager (free)

Mobile Device Management (subscrip-
tion fee)

Cellular plan for each loaner phone

Apple Device Enrollment Program to
prevent circumventing security measures
by factory reset

Lost Mode GPS tracking to reduce the
risk of theft

Mobile Device Management policies to

disable iCloud and prevent inadvertent
sharing of PHI

Apple Configurator required for first-
time configuration of each loaner phone

8PH|: protected health information.

Enterprise Tools for Automated Configuration

Apple's Device Enrollment Program (DEP) and Volume
Purchasing Program (VPP)—unified under Apple Business
Manager [9]—together with Mobile Device Management
(MDM) software, allow organi zationsto manage Apple devices
that may be redistributed to multiple people over time. Table 2
summarizes the features provided by each enterprise tool.

During initial phone setup, Apple Configurator was used to
enroll iPhonesinto DEP. DEP then contacted the MDM server,
and MDM configured the phone remotely, allowing easy
automated return processing by any team member, facilitating
scalability. The enterprise tools also eliminated the need for
Apple IDs on each device, trandating into significant time
savings. Asaresult, new iPhones required only 10 minutes and
returned iPhones required only 5 minutes to set up. Although
we paid a subscription fee for MDM, the efficiency gained
greatly outweighed the cost.

Table 2. Summary of enterprise tools adopted in iShare 3.0 and key benefits provided by each tool.

Enterprise tool Key features

Apple Device Enrollment Program

Protect ownership of study team phones and deter theft without using Apple IDs

Automatic and mandatory configuration of phones with Mobile Device Management server

No cost to use

Apple Volume Purchase Program

Enable bulk automated app download and purchase

Download apps without Apple IDs

No cost to use

Mobile Device Management

Automate phone configuration (ie, security policies and app installation)

Update configuration on previously deployed phones over the Internet

Use of Lost Mode—enterprise equivalent to Find My iPhone—to disable and GPS-track missing phones
Monitor availability of iShare inventory

Easily reset returned phones with afew clicks

Variable subscription fee based on vendor and features desired
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Cdlular Service

We purchased prepaid plans for each phone, which enabled
patients without home Wi-Fi to participate in the study;
facilitated MDM-initiated resetting of locked returned phones;
and allowed activation of Lost Mode on phones not connected
to Wi-Fi.

Study Outcomes

We describe in detail the i Share 3.0 protocol. In addition to the
feasibility of the loaner smartphone process, we evaluated
process outcomesincluding the following: number of additional
participants enrolled, device return rate, and the estimated
per-participant investment cost of aloaner phone. In the final
MiCORE analyses, which will be presented in future
publications, we will compare iShare participants and iPhone
owners demographics, readmission rates, survey data, and app
usage data.

Results

CorrieiShare 3.0 Protocol

Device Procurement and Preparation

Equipment was inventoried and labeled. A SIM card with an
active prepaid cellular plan was installed in each phone, and
each phone was placed in a protective case. Using Apple
Configurator onaMac computer, each i Phone was updated with
the latest version of iOS and provisionally enrolled in Apple
DEP and our team’s cloud-based MDM server. DEP and MDM
automated the installation and updating of security policiesand
the Corrie app on each iPhone, while also enabling our team to
remotely disable and track lost or stolen phones. Figure 1 depicts
a schematic of this process.

Configuration profiles disabled Apple iCloud, disabled Apple
ID configuration to prevent participants from enabling

Yang et a

Activation Lock on loaner Apple Watches, and blocked
bandwidth-heavy streaming apps to limit cellular charges. We
did not use MDM to enforce PIN security because the Corrie
app aready requires it. Apple Watches were paired with each
iPhone prior to participant enrollment to ensure they were
updated, an unattended processthat can take up to several hours.

Study Enrollment

Patients were enrolled early in the MiCORE study during their
hospitalization for myocardial infarction in accordance with the
protocol described previously [10]. Participants with a
study-compatible iPhone were assisted with downloading Corrie
from the App Store. iPhone owners who did not own an Apple
Watch were loaned one, which was paired with their personal

device. Participantswho did not own a study-compatibleiPhone
were loaned a team-owned iPhone and prepaired Apple Watch
viathe Corrie iShare program. Participants began using Corrie
while hospitalized and continued to use it at home after hospital

discharge. All participants borrowing either aniPhone or Apple
Watch were provided with return instructions and a prepaid
return package with which to mail equipment back to our team
30 days after hospital discharge. Non-smartphone ownerswere
excluded to remove confounding from the steep learning curve
of smartphone adoption.

Study Completion and Device Recycling

A total of 30 daysafter hospital discharge, participants returned
borrowed equipment, which was inventoried and disinfected
following a hospital-grade protocol. Using MDM, iPhoneswere
factory reset to ensure no PHI remained. DEP and MDM
automated the phone configuration (see Figure 1). We then used
MDM to update iOS. The Apple Watch was then paired and
updated. Equipment was turned off and placed into storage until
needed.

Figurel. AppleDevice Enrollment Program (DEP), Volume Purchasing Program (V PP), and Mobile Device Management (MDM) facilitate automated
setup of i Share phonesthrough a series of handoffs. Steps A-D are completed manually thefirst time an iPhoneis adopted into the Corriei Share program.
Steps 1-6 are automatic and require only minimal interaction with the phone. Returned phones are reset with one click through the MDM server (step
R), which triggers afactory reset and wipes all data. Phones then automatically proceed through steps 1-6. Physical cleaning and handling steps are not

shown in thisfigure.
iShare Phone
:_F\rsHime setup for new phones only

Apple DEP

MDM Server

(Cloud or Local)

Phone enrolled in DEP 4’9
by Apple Configurator
*é First-time setup wizard
contacts Apple

I

1

Phone registered to I
institutional account I
I

Phone assigned to '
Corrie MDM server :

Registered phone list
requested from DEP

Configuration
sent to phone

Policies applied

Corrie app installed

Apple VPP

Reset command
sent to returned phone
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Evaluation of Process Outcomes

We initially purchased 24 iPhone 5S phones on arolling basis.
After protocol refinement and site expansion acrossthree states,
we upgraded to 28 iPhone 6S Plus phones. The MiCORE study
completed enrollment with atarget sample size of 200 patients
in April 2019. A total of 92 participants out of 200 (46.0%)
were enrolled in the iShare program and 108 (54.0%)
participants were enrolled with their personal iPhones. The
participantswho did not own iPhones would have been excluded
from the study without theiShare program. Compared to iPhone
owners, iShare participants were dightly younger (age range
30-81 years, mean 57.4[SD 11] vsagerange 32-89 years, mean
60.8[SD 11]). They were also morelikely to be women (72/200,
36.0% vs 45/200, 23.0%), of black race (50/200, 25.0% vs
28/200, 14.0%), and insured by Medicaid (40/200, 20.0% vs
8/200, 4.0%).

Asexpected, some participantswerelost to follow-up, and some
devices were lost or damaged. Of participants enrolled with a
loaner phone, 72% (66/92) returned the phone and 70% (64/92)
returned the watch; however, 2 participants (2%) returned
damaged equipment (one phone and one watch), while one
package (phone and watch) was damaged by the postal service.
Estimating the cost of arefurbished phone at US $250, the loss
due to phone nonreturn (n=26) or damage (n=2) was US $7000
or US $76 per i Share participant. The incremental cost of our
MDM subscription was US $1950 total for 2 years or US $21
per iShare participant. Thus, we spent US $97 for each iShare
participant, resulting in a cost savings of 61% compared to
purchasing an iPhone for each participant who did not already
own one. Thisestimated cost savings does not take into account
the cost of the smartwatch, which Apple donated to our study
team.

Final outcomes of MiCORE and iShare will be presented in a
future publication.

Discussion

Inthistutorial, we shared how our team implemented the Corrie
i Share program to maximize patient enrollment in the MiCORE
study through the use of loaner smartphones and smartwatches.

Security and Privacy I mplications

Data security is paramount for protecting participant privacy.
Apple iOS ensures security by encrypting data with the PIN
unlock code. We chose to enforce PIN security at the app level
rather than by MDM policy; participants could not use Corrie
until a PIN had been set on the phone. The advantage of
app-based enforcement is that it ensures data security on both
iShare phones and personally owned iPhones used in the
MiCORE study. While some would advocate for double
enforcement, we decided to forego an MDM-enforced PIN code,
which would have required that our team either not complete
theiPhone setup wizard in advance, or set atemporary PIN that
would need to be changed at enrollment time. Both situations
would prolong study enrollment time without benefit.

To protect participant privacy and ensure that all data were
deleted, phones were factory reset after each return. An
aternative would have been to clear only user data, which would
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have reduced turnover time. However, this would have been
less complete than a factory reset. While factory reset was
initially alaborious and time-consuming process, the automation
provided by DEP and MDM mitigated its inconveniences. We
also used MDM and VPP to remove the need to preconfigure
Apple IDs, eliminating the risk of one participant's data
inadvertently being exposed to a future participant through
iCloud data synchronization.

Institutional I nformation Technology Challenges

Overview

As with many novel protocols in large institutions, our initial
i Share protocol encountered anumber of challenges. While our
health system had a process for mobile devices that would be
used by patients sequentialy while remaining hospitalized, it
did not offer guidance for implementing our desired process
where a patient uses a loaner phone while hospitalized and
continues to use it at home for a time before returning it. We
share the lessons we |earned to help other mHealth researchers
implement aloaner device program.

Apple Enterprise Tools

Apple DEP and VPP are offered to institutions and corporations
rather than independent teams within those entities. Asaresult,
it was necessary to identify and collaborate with theinformation
technology (IT) staff member responsible for overseeing DEP
and VPP. However, these Apple services are also available to
any business at no cost and are not limited to large ingtitutions,
making this a valuable resource to independent teams, which
could register as small businesses.

Mobile Device Management and Wi-Fi

We launched iShare using a cloud-based MDM solution
provided by Jamf Software, LLC. Subsequently, our IT
department offered us free access to use the ingtitutional
enterprise MDM—VMware AirWatch—which would have
saved us the cost of subscribing to Jamf and enabled access to
the hospital-authenticated Wi-Fi network. However, unlike
Jamf, our institutional MDM required accessto our ingtitution’'s
network to manage the phones and thus would not scale to a
multi-site study. The interface was also more difficult for
nontechnical usersto learn. Therefore, we continued to use our
team'’s independent MDM without authenticated Wi-Fi. Since
iOSin standby does not stay connected to guest Wi-Fi networks,
participantsinitially struggled to use Corrie with hospital Wi-Fi.
Thisissue was mitigated after we added cellular data serviceto
iShare, but increased cellular data expenses in an environment
that otherwise had Wi-Fi.

L oaner Retrieval

We initially asked that participants return loaner equipment 30
daysafter discharge. Initially, only basic instructionswere given
to patients on how to return equipment. Our loaner return system
evolved to include written instructions, prepaid mailers, and
follow-up reminder calls.

We discovered that reminder phone calls made from personal
phones were less likely to be answered or returned. Therefore,
we switched to using hospital-based phones, which patients
were more receptive to answering. Although we did not have a
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dedicated phone number or voicemail, either could be useful in
the future to facilitate receiving callbacks from patients.

The final step in retrieving unreturned devices was using Lost
Mode GPS tracking. The vast mgjority of unreturned phones
could not be GPS-tracked because the phone batteries had died.
MDM data confirmed these phones had not connected to the
Internet for a period of time and were presumed lost. DEP
mitigated the risk of theft as participants could not bypass our
security restrictions even if phones were reset. Our return rate
was higher than one might anticipate in the absence of areturn
incentive.

Potential methods of increasing the return rate include actively
monitoring MDM data and contacting patients if phones are
unused for 7 days, rather than waiting until the end of the 30-day
period to contact participants who had not returned their phones.
Automated email and text reminders to patients or a monetary
return incentive would also likely increase returns.

Apple Watch Limitations

Apple Watch setup, although simple, can take severa hours to
install updates and cannot be automated using Apple
Configurator or MDM because of current software limitations,
which limits scalability. In addition, a participant could

Yang et a

their Apple ID on the phone, which enables Activation Lock
on the watch. While DEP can bypass Activation Lock on
iPhones, no bypass is available for Apple Watches; thus, we
used MDM to disable Apple ID configuration. However, this
reduced the functionality of loaner phones by making some
apps and features unavailable.

Conclusions

The Corrie iShare program demonstrates the potential for
sustainable and scalable smart technology reuse. A loaner
smartphone program enables teamsto focus on app devel opment
while maximizing study enrollment. Smartphone enterprise
features readily adapt to aloaner program that ensures security
and privacy. Although the loaner process described here is
limited to iOS devices, the overal framework may be
generaizable to other platforms. Implementation on other
platforms would be an area for future research. In addition,
while our work is promising for expanding demographic reach,
we excluded patients who did not own a smartphone; thus,
further research is necessary to study the feasibility of using a
loaner program to reach the 39% of the global population who
do not own smartphones[11] and are not typically represented
in mHealth research, yet may stand to benefit from these
technologies.

accidentally take ownership of an Apple Watch by configuring
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Abstract

Background: Sickle cell disease (SCD) is an inherited red blood cell disorder affecting millions worldwide, and it resultsin
many potential medical complications throughout the life course. The hallmark of SCD is pain. Many patients experience daily
chronic pain as well as intermittent, unpredictable acute vaso-occlusive painful episodes called pain crises. These pain crises
often require acute medical care through the day hospital or emergency department. Following presentation, a number of these
patients are subsequently admitted with continued efforts of treatment focused on palliative pain control and hydration for
management. Mitigating pain crisesis challenging for both the patients and their providers, given the perceived unpredictability
and subjective nature of pain.

Objective: The objective of this study was to show the feasibility of using objective, physiologic measurements obtained from
awearable device during an acute pain crisisto predict patient-reported pain scores (in an app and to nursing staff) using machine
learning techniques.

Methods: For thisfeasibility study, we enrolled 27 adult patients presenting to the day hospital with acute pain. At the beginning
of pain treatment, each participant was given a wearable device (Microsoft Band 2) that collected physiologic measurements.
Pain scores from our mobile app, Technology Resources to Under stand Pain Assessment in Patients with Pain, and those obtained
by nursing staff were both used with wearable signals to complete time stamp matching and feature extraction and selection.
Following this, we constructed regression and classification machinelearning algorithmsto build between-subject pain prediction
models.

Results: Patients were monitored for an average of 3.79 (SD 2.23) hours, with an average of 5826 (SD 2667) objective data
values per patient. As expected, we found that pain scores and heart rate decreased for most patients during the course of their
stay. Using the wearable sensor data and pain scores, we were able to create a regression model to predict subjective pain scores
with aroot mean square error of 1.430 and correlation between observations and predictions of 0.706. Furthermore, we verified
the hypothesis that the regression model outperformed the classification model by comparing the performances of the support
vector machines (SVM) and the SVM for regression.
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Conclusions: The Microsoft Band 2 allowed easy collection of objective, physiologic markers during an acute pain crisisin
adults with SCD. Features can be extracted from these data signals and matched with pain scores. Machine learning models can

then use these features to feasibly predict patient pain scores.

(JMIR Mhealth Uhealth 2019;7(12):€13671) doi:10.2196/13671

KEYWORDS
pain; sickle cell disease; SCD; machine learning

Introduction

Background

Sickle cell disease (SCD) is a hematologic disorder that can
cause a multitude of complications throughout a patient’s life,
with pain being the most common and a significant cause of
morbidity. The pain experienced by SCD patients is often
chronic with acute vaso-occlusive crises that are unpredictable
and lead to frequent visits to the emergency department (ED)
and day hospital for management [1]. Of these patients, 1in 4
will be admitted and can result in unplanned hospitalizations
with missed days from work and school, significantly impairing
a patient's quality of life [2]. Acute pain management is
palliative, with hydration and pain control via narcotic and
nonsteroidal anti-inflammatory drugs (NSAIDs). With pain
being inherently subjective, both medical providersand patients
express difficulty in determining idea treatment and
management strategies for pain.

In the last several years, there has been an increasing focus on
developing and implementing individualized pain plans [3].
However, in addition to the dow adoption of these
individualized plans, difficulty also lies in understanding the
patient’s degree of pain and response to pain management. With
at least 1 in 4 patients with SCD seen in the ED being admitted
to the hospital, it is critical to determine accurately which
patients require additional pain management and which patients
can be discharged.

More recently, technology has been leveraged to use mobile
appsfor recording symptomsin real time and wearable devices
to provide more frequent physiologic measurements. The field
of mobile health (mHealth) has continued to grow and has been
used in a variety of different clinical settings. Many studies
have attempted to help patients and providers connect using
mobile technology to better understand and treat a multitude of
symptoms, including pain [4-6]. Many of the initial mHealth
systems and apps are smartphone-based and allow patients to
self-report symptoms and activity in addition to recording
objective data[7-9].

We previoudly reported the usefulness and validity of our
mHealth app for patients with SCD [7-9]. The app has
undergone multiple upgrades in the user interface based on
feedback, aswe continueto foster patient engagement. We have
included additional health and mood questions, and the app was
recently expanded to specific patient populationsincluding bone
marrow transplant patients [10]. In this study, we used
Technology Resources to Understand Pain (TRU-Pain) app,
which allows patients to record pain and other symptoms
throughout their treatment, as described above [7]. In addition,

https:.//mhealth.jmir.org/2019/12/€13671

TRU-Pain now allows the integration of wearable devices such
as the Microsoft Band 2 to passively obtain physiologic data
such as heart rate (HR), accelerometer activity, and galvanic
skin response (GSR) using the AppleCare Kit platform.

In the face of the continued opioid crisis, the search for more
objective measures of pain continues to rapidly evolve in
medicine, and studieslooking at avariety of objective measures
to predict pain have been published in recent years. Among
these studies, the types of objective data utilized to predict pain
vary in invasiveness (vital signs vs neuroimaging) but show
promisefor utilizing such datato predict pain. Bendall et a [11]
examined prehospital vital signs to predict pain severity using
ordinal logistic regression and found that elevated respiratory
rate, HR, and systolic blood pressure (specifically in older
adults) were associated with more severe pain. A moreinvasive
study by Lee et a used multimodal neuroimaging and HR
variability with machine learning techniquesto predict clinical
pain in patients with chronic low back pain [12].

Owing to the growing volume of clinicad data and the
requirement of high accuracy predictive models, machine
learning techniques have been increasingly utilized in medicine.
They have been applied to multiple health care domains, from
analgesic response prediction to postoperative pain estimation
[13-15]. Machinelearning techniques have al so previously been
utilized effectively in SCD studies[16,17]. Our previous study
has also shown promising resultsin pain assessment [18]. Using
nurse-obtained vital signs for patients with SCD admitted for
pain crisis, our best model predicted pain with an accuracy of
0.429 on an 11-point rating scale (0 to 10) and 0.681 on a4-point
rating scale (none, mild, moderate, and severe) [18]. In these
studies, machine learning can be described as a computational
method to build efficient and accurate prediction models using
known past information [19].

Objectives

We now aim to use physiologic data obtained from awearable
device matched with mobile app and nurse-obtai ned pain scores
to predict pain scores at between-subject level using machine
learning techniques. The combination of mobile apps and
wearable sensors has been used in several studies to provide
novel solutions to different health problems [20-22]. To date,
there has been a paucity of research in SCD focused on pain
prediction, despite the critical need. The ability to objectively
and accurately predict pain severity and onset could result in
more prompt and effective treatment of pain crises, leading to
improved outcomes, as well as encouraging more diligent use
of medications [23,24]. Using our past experience, our
hypothesis for this study was as follows: For SCD patients
presenting in acute pain, can we feasibly obtain objective data
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from a wearable device and then utilize machine learning
techniques to accurately predict pain scores?

Methods

Recruitment and Data Collection

Following Duke Institutional Review Board approval, patients
presenting for acute pain crisis to the day hospital were
approached and asked to participatein the study. A convenience
sample of eligible patients who were willing to participate was
consented. A small number of patients approached declined to
participate, but this specific number was not recorded, and no
patients withdrew from the study after consent. Of the 27
patients consented, 20 were included in this study because of
insufficient datafrom the wearable devicein 7 patients. Patients
were consented Monday through Friday based onthe availability
of study team members. Study duration was variable based on
patient’s length of stay in the day hospital. The study included
a one-time visit only. Patients might have had other chronic
medical conditions but were not excluded based on these
conditions, and subgroup analysis was not undertaken.

Following consent, a Microsoft Band 2 wearable was placed
on the patient’swrist. The Microsoft Band 2 isacommercially
available smart band that is compatible with many smartphones;
it has multiple objective sensorsincluding HR monitor, a3-axis
accelerometer and gyrometer, a GSR sensor, and a skin
temperature sensor. The physiologic and activity measures
utilized in the study are shown in Textbox 1. Overdl, we
adopted 8 wearable sensor signals to estimate pain scores (HR,
R-R interval [RR; time between peak of QRS complex of
electrocardiogram to subsequent QRS electrocardiogram peak],
GSR, skintemperature, accel erometer [Z axis], angular vel ocity
[Y axig], angular velocity [Z axis], and steps). These 8 signals
were chosen partially based on signals readily available on the

Johnson et al

Microsoft Band 2 aswell as previously postulated physiologic
correlationswith pain. Patientsin more pain typically experience
higher HR and will move less frequently in the setting of pain
[25,26]. Furthermore, greater RR variability has been correlated
with better pain treatment outcomes [27]. However, these
objective measures have not been well established on their own
to correlate with pain. Previous study by our group has supported
the use of temperature, systolic blood pressure, diastolic blood
pressure, oxygen saturation, and respiratory rate as statistically
significant predictorsin pain for SCD patients [18].

Patients were also provided with an iPad with the TRU-Pain
app to record pain scores and other symptoms in conjunction
with nurse-reported pain scores using avisual analog scalefrom
0 (none) to 10 (worst). Each patient was instructed on the use
of the TRU-Pain app. The TRU-Pain app allowed patients to
useasdlider bar to ratetheir pain on the visual analog scalefrom
0to 10. The app aso alowed patients to note other symptoms
and rate general health and mood (scale of 0 to 10). The
TRU-Pain app implemented these general health and mood
measures and a platform upgrade to AppleCare Kit, replacing
our previous app, Sickle Cell Disease Mobile Applications to
Record Symptoms via Technology. Nursing pain scores were
assumed to be entered at the time they were obtained.

Both objective data from the Microsoft Band 2 and the
TRU-Pain app were uploaded to a Health Insurance Portability
and Accountability Act—compliant Citrix ShareFile cloud-based
server. Patients were continuously monitored while in the day
hospital, and at thetime of discharge, the deviceswere returned.
If patients were admitted, data before transfer were included
even if the devices traveled with the patient during admission.
Patients were not provided specific questions regarding
acceptability and feasibility of participation, but the feasibility
of the study was determined by the accuracy of machinelearning
algorithms in predicting pain scores.

Textbox 1. Physiologic and activity measures from Microsoft Band 2 (values for acceleration in X and Y directions equal that of Z direction—only
acceleration in Z direction isincluded in this study; angular velocity in X direction was not correctly captured and was excluded from the dataset).

« Heartrate

« R-Rinterval

«  Galvanic skin response

o Skintemperature

o Accelerationin X direction

e AccelerationinY direction

o Accelerationin Z direction

« Angular velocity in X direction
« Angular velocity in Y direction
« Angular velocity in Z direction
e Steps

Data Preprocessing

To apply machine learning analysis on the collected wearable
sensor data (physiologic and activity signalsfrom the Microsoft
Band 2 in Textbox 1), 3 data preprocessing steps need to be

https:.//mhealth.jmir.org/2019/12/€13671

performed: time stamp matching, feature extraction, and feature
selection. Intime stamp matching, pain scores had to be matched
with the wearable sensor data using the time stamp as close to
the exact time of data collection as possible. However, the
wearable sensor data samples were collected typicaly per
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second, and the pain scores were collected at varying times
throughout the stay, with time stamp formatted in hours and
minutes only. To complete this best possible match, each pain
score was matched with the 1-min long wearable sensor data
segment that was tracked at the same hour and minute. By
assuming that pain scores usually do not change rapidly within
a short period, we also matched the app pain scores without
exact time matching to the wearabl e sensor data when the time
stamp difference was less than 10 min.

We obtained 40 matched records containing a 1-min long
wearabl e sensor data segment and a pain score from the mobile
app that logged at the same (or approximately the same) period.
However, asample size of 40 was not sufficient for theintended
data analysis. To further increase the sample size, we included
nurse-documented pain scores in our dataset. Our group made
the assumption that nurse-documented scores were similar to
patient-reported scores in the app. Nurse-documented pain
scoreswere matched with wearable sensor datausing the within
10-min time stamps methodology as described above. By
including nurse-documented pain scores, our final dataset
contained 107 data samples (40 mobile app and 67 nursing
notes).

After time stamp matching, each pain score was mapped to a
1-minlong wearable sensor data segment that included 8 signals
as mentioned in Textbox 1 above. As the sensor signal was
recorded typically every second, a 1-min long segment having
8 signals contained 480 (8x60) data points. It is difficult to
process raw sensor signals directly in any analytical task.
Therefore, wetransformed raw sensor signalsto amore suitable
datarepresentation format by feature extraction. First, amoving

Table 1. List of features extracted from wearable signals.

Johnson et al

averagefilter was applied to raw sensor signal sto remove noise.
The moving average filter is the most common filter in digital
signal processing to reduce random noise[28]. Then, 8 statistical
features (as described in Table 1) were extracted for each of the
8 signals. These extracted features represented the properties
of the original raw signals while reducing the volume of data.

The feature extraction yielded up to total 64 (8x8) features.
Giventherelatively small sample size (107), afeature selection
method was applied (wrapper method) to remove irrelevant or
redundant features and to further reduce the number of features
[29]. The wrapper method has been reported to be able to
improvethe predictor performance when compared with variable
ranking methods [29]. The basic idea of the wrapper method is
selecting the subset of features that yields the best possible
performance of a given learning algorithm. A total of 2 types
of search strategies are widely adopted in the wrapper method:
forward selection and backward elimination. In forward
selection, one starts with an empty set and features are
progressively added into the subset, whereas in backward
elimination, one startswith the full feature set and progressively
eliminates the feature with worst performance [30].

Table 2 showsthe reduced feature set using the wrapper method
with forward selection. A total of 10 featureswere selected from
5signals. Thetable aso illustrates the reduced feature set with
backward elimination, which contains total 14 features from 7
signals. In both feature selection approaches, no features of
acceleration in Z direction (AccZ) were selected, which might
be because the information contained in AccZ was aready
covered by Steps.

Feature Description

Mean Average value of the signal
Standard deviation

Mean of derivative

RMS?

Peak to peak
Peak to RMS
Number of peaks
Power

Amount of variation of the signal
Average rate of change of the signal

Square root of the mean of the squares of a set of values

Difference between the maximum and minimum peak
The ratio of the largest absolute value to the RMS value
Number of local maximums (peaks)

Sum of the absolute squares of time-domain samples divided by the length

3RMS: root mean square.
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Table 2. Signalsand reduced feature sets.

Johnson et al

Signal Feature
Forward selection Backward elimination
Heart rate « Mean of derivative o  Power
«  Number of peaks
R-R interval «  Number of peaks o  Standard deviation
*  PesktoRMS?
Galvanic skin response « Mean « Mean
« PesktoRMS o Peak to peak
Steps « Mean «  Number of peaks
. RMS . Power
o Peaktopeak
Skin temperature o PeaktoRMS «  Power
e Mean of derivative
o Number of peaks
Angular velocity in Y direction _b « RMS

Angular velocity in Z direction —

o Number of peaks

o PeaktoRMS
o Number of peaks

8RMS: root mean square.
BNot applicable

Machine L earning Techniques

The prediction of numeric pain score, the main study outcome,
can be treated as either aregression problem or a classification
problem. As the pain scores from app data are float numbers,
it is more reasonable to build a regression model to provide
continuous estimation of the target variable. More importantly,
there is only 1 target variable (pain score) in the regression
model. In contrast, there will be 11 classes if painistreated as
a classification problem, as there are 11 distinct possible pain
scores (0 to 10). The number of classes can be reduced by
employing a sparse rating scale. Using awidely adopted more
sparse 4-point rating scale, the 11-point pain scores can be
categorized as none (0), mild (1-3), moderate (4-6), and severe
(7-10) [31]. However, because of our small sample size, we
hold the hypothesisthat the regression model is more appropriate
than the classification model in this study. We adopted 4 widely
used regression algorithms in our analyses: Ridge regression
(Ridge), Lasso regression (Lasso), Gaussian process for
regression (GPR), and support vector machines for regression
(SVR). In addition, we applied support vector machines (SVM)
to predict the pain scores using the 4-point rating scale and
compared the results with SVR.

For linear models, we utilized Ridge and Lasso [32,33]. Linear
models are easy to fit and interpret, but they cannot model the
nonlinear relationships between explanatory variables and the
outcomevariable. Theother 2 algorithmsare nonlinear models.
A Gaussian process (GP) is a collection of random variables
such that any finite subset of them has a joint multivariate
Gaussian distribution. A GP can be fully specified by a mean
function and a positive definite covariance function (or kernel).

https:.//mhealth.jmir.org/2019/12/€13671

GPR is one of the Bayesian learning methods in which a
previous distribution over the mapping function between inputs
and outputs is conditioned on observations (training process).
Then, the posterior distribution can be used to make predictions
[34]. GPR provides a powerful way to quantify the uncertainty
in model estimations to make more robust predictions on new
test data. Finally, SVM are usualy applied to classification
problems. In classification, the SYM model maps the input
samples into the feature space, then creates a decision surface
among classes with the largest distance to any data point.
However, it can also be applied to regression problems where
we seek to find a continuous function that maps input variables
to output variables, called SVR. For SVR, the goal isto find a
function that deviates from the training output by a value no
greater than a certain distance for each training point, and at the
same time, is as flat as possible [35]. The nonlinearity of the
algorithm can be obtained by utilizing kernel modulations.

Results

Overview

A total of 20 adult patients (of 27 consented) had complete data.
Median age was 28 years, with arange of 20 yearsto 66 years
(Table 3). A total of 11 (11/20, 55%) patients were female,
whereas 9 (9/20, 45%) were male. Moreover, 10 patients (10/20,
50%) had type SS SCD, 8 (8/20, 40%) had type SC, and 2 (2/20,
10%) had S beta thalassemia. The average length of stay in the
day hospital was 3.79 (SD 2.23) hours. In addition, 2 patients
were subsequently admitted to the hospital. Nursing pain scores
decreased in 16 out of 20 patients (80%). Patients had an average
decrease in visual analog pain score of 2.75 (SD 2.34). A total
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of 11 patients had multiple pain scores through the TRU-Pain  received during their day hospital stay are shown in Table 3.
app, and 91% (10/11) of the patients had a decrease in pain  Thelast 3 columns are the number of visits each patient had to
score, with an average decreasein pain score of 2.69 (SD 2.53). the ED and day hospital as well as admissions over the past

. . . o calendar year.
Patients presenting to the day hospital often receiveintravenous y
fluids, antiemetics, NSAIDs, and opioids. The opioid doses
Table 3. Patient demographics.
Patient Age(years) Sex Sickle cell Insurance Medications Emergency de-  Day hospital  Inpatient
disease type partment visitsin visitsin prior  staysinprior
prior year year year
1 21 Fa scb PublicS Dilaudid 6 mg; Oxycodone 11 1 1
5mg
2 25 F s<d Public Dilaudid 8 mg 3 8 3
3 24 F SC Private Dilaudid 8 mg 1 4 3
4 40 Mme SS Public Dilaudid 16 mg; Oxycodone O 4 0
5mg
5 48 M s+f Public Dilaudid 9 mg 3 2 2
6 39 M SS alpha? Public Dilaudid 12 mg 1 3 0
7 37 F SC Public Dilaudid 9 mg 1 3 1
8 38 F SC Public Dilaudid 8 mg 1 10 2
o9 21 M SS Public Dilaudid 4 mg; Dilaudid 14 19 14
PCAP
10 28 F SS Public Dilaudid 16 mg; Oxycodone 5 8 16
20mg
11 36 M SS Public Dilaudid 6 mg 23 1 17
12 66 M SS Public Dilaudid 8 mg; Morphine4 0 0 0
mg
13 44 M SC Public Dilaudid 11 mg 10 12 6
14 28 F B0 Public Dilaudid 8 mg 19 7 12
15 20 F SC Public Dilaudid 9 mg 18 6 10
16 26 F SS Public Dilaudid 13 mg 12 30 4
17 38 F SS Public Dilaudid 16 mg 0 22 2
18 22 M SC Private Dilaudid 8 mg 51 8 3
19 28 M SC Public Dilaudid 8 mg; Oxycodone 7 4 8
10 mg
20 21 F SS Public Dilaudid 5 mg; Oxycodone O 10 7
10 mg
F: female.

bsc: type SC (hemoglobin S and hemoglobin C).

CPublic: at least some portion of insurance is Medicare or Medicaid.

dss; type SS (hemoglobin S and hemoglobin S).

eM: male.

fsB+: type S beta thalassemia plus (hemoglobin S and beta thalassemia plus).

9SS alpha: type SS with alpha thalassemia (hemoglobin S and hemoglobin S with al pha thalassemia).
PpCA.: patient-controlled analgesia.

iSBO: type S beta thalassemia zero (hemoglobin S and beta thalassemia zero).

Rearession Result cross-validation. Moreover, 2 evaluation metrics were applied

egresson Results to evaluate the performance of a gorithms—the root mean square
A total of 4 regression algorithms were implemented on 2 error (RMSE) and Pearson correlation [34]. RMSE isthe square
reduced feature sets. Results were validated using 10-fold  root of the average of squared differences between predictions
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and actual observations. It is measured on the same scale and
has the same units as the pain score. Another metric is the
Pearson correlation between predicted values and the actual
values, which has a value between +1 and -1, where 0 means
no linear correlation and +1 or —1 meanstotal linear correlation.
The higher the correlation value, the better the performance of
the regression model. Table 4 summarizes the performance of
the 4 algorithms on the 2 reduced feature sets.

For the dataset in our study, the standard deviation of 107 pain
scoresis 2.013, which can be interpreted asthe RM SE of using
the mean value as the predicted pain values. All the regression
models obtained RM SE |ower than the mean-only model. With
10 features in the forward selection feature set, the SVR had
the best performance asthe RM SE of 1.721 and the correlation
of 0.522, followed by the GPR obtaining the RMSE of 1.764
and the correlation of 0.475. These results demonstrate the
feasibility of using objective wearable sensor measurements to
estimate subjective pain scores. With 14 features in the
backward elimination feature set, the performance of GPR and
SVR is further improved. The SVR model is dlightly superior

Johnson et al

to the GPR model, with an RMSE of 1.430 and correlation of
0.706, respectively, which are also the best performance results
obtained using regression methods. These data show that there
was a strong associ ation between the subjective pain scores (via
app or nurse-obtained) and the predicted pain scores derived
from wearable sensor signals.

The result of the SVR model with the best performance can be
visualized in Figure 1. It isascatter plot of the actual pain scores
and predicted pain scores using the SVR model with the least
squares regression line. The slope value of the least squares
regression line is the same as the correlation of 0.706 in Table
4 and demonstrates a strong correlation of values between the
actual pain scores and the predicted pain scores.

To better analyze the results of these regression methods, the
residual plots of 4 regression models using the backward
elimination feature set areillustrated in Figures 2-5. The dashed
lines show the positive and negative standard deviation (2.013)
of pain scores. The performances of Ridge and Lasso are nearly
the same, which can be seen from Figures 2 and 3.

Table 4. Algorithm performances on 2 reduced feature sets using 4 regression methods.

Regression agorithm

Forward selection feature set

Backward elimination feature set

RMSE? Correlation RMSE Correlation
Ridge 1.853 0.381 1.844 0.370
Lasso 1.871 0.358 1.891 0.370
Gaussian process for regression 1.764 0.475 1.473 0.683
Support vector machines for regression 1721 0.522 1.430° 0.706P

8RM SE: root mean square error.
bBest performed model as described in the text.

Figure 1. Scatter plot of the predicted and actual pain scores using the support vector machines for regression model.
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In either Figure 2 or 3, there is a roughly inverted U pattern,

and pain scores. Thus, performances of linear models were

suggesting anonlinear rel ationship between predictor variables  notably lower than the other 2 nonlinear models. The
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distributions of residualsin Figures 4 and 5 are similar, which
explains the comparable performance of the GPR model and
the SVR model. The SYR model dlightly surpassed the GPR
model by having lower extreme residuals. Specifically, there
are 2 outliersin both Figures 4 and 5, marked as points 1 and
2 (with actual pain scores of 0.41 and 2, respectively). The
reason for the poor performance of these 2 pointsisthe lack of
training sampleswith lower pain values. It suggeststhat we can

Johnson et al

further improve our model performances by training the model
with more samples having mild and moderate pain scores or
having alarger dataset. Although alarger dataset is possible to
obtain in future studies, an uneven distribution of pain scores
will likely persist when acute pain crises are analyzed, as SCD
patients will typically not present to medical care with lower
pain scores and will manage minor crises at home [36].

Figure 2. Plot of the residuals versus predicted pain scores using the backward elimination feature set.
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Figure 3. Plot of the residuals versus predicted pain scores using the backward elimination feature set (Iasso).
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Figure 4. Plot of the residuals versus predicted pain scores using the backward elimination feature set (gaussian process for regression).
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Figure5. Plot of the residuals versus predicted pain scores using the backward elimination feature set (support vector machines for regression).
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Classification Results

To apply classification to the origina dataset, pain scores
ranging from O to 10 were categorized into 4 classes as
mentioned above: none (0), mild (1-3), moderate (4-6), and
severe (7-10). The number of samples for the 4 pain levels are
2, 4, 34, and 67, respectively and indicates a high-class
imbalance among the 4 classes. As patients visit the hospital
because of pain management issues, the skewing to higher level
pain scores makes clinical sense.

The SVM classifiers were applied on the categorized input
dataset and evaluated for accuracy. F1 scores as well as a
weighted F1 score were also evaluated. Accuracy is the ratio

https://mhealth.jmir.org/2019/12/€13671

RenderX

of correctly predicted pain scores over total number of pain
scores. F1 score is the harmonic mean of precision and recall
for each pain score, where precision is the ratio of the number
of correctly identified entities with this pain score over thetotal
number of this particular pain score predicted by the model.
Recall istheratio of the number of correctly identified entities
with this pain score over the total number entitieswith thispain
score in the dataset [ 35]. The weighted average F1 scoresisthe
average of F1 score among al pain scores weighted by the
number of instances of each pain score, and it is abetter choice
for evaluating datasets with multiple classes [37].

The classification result of the SVM model was compared with
that of the best performance model, which was the SVR model
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applied on the backward elimination feature set as described
above. In the experiment, both SYM and SVR were
implemented on the backward elimination feature set. For afair
comparison, the same kernel was used in SYM and SVR. In
addition, the continuous predicted pain scores of the SV R model
were categorized into 4 classes. In this way, the accuracy, F1
scores, and weighted F1 score were calculated for the SVR
model. Table 5 showsthe performance comparison between the
SVR model and the SYM model. Overall, the SYR model
outperformed the SVM model in each evaluation metric.

From Table 5, we can seethat the performance of both the SV M
and SV R modelswere affected by the class-imbalance problem,
as the F1 scores for no pain and mild pain were much lower
than that for the higher pain scores. However, the SVR model
can better overcome this issue by treating the outcome as a

Johnson et al

single continuous variable, as opposed to treating the prediction
asamulticlass classifier. The SYR model obtained an F1 score
of 0.286 for mild pain even when there were only 4 training
samples with mild pain scores in the dataset. In addition, by
assuming pain as a continuous variable, there are ordinal
relationships between pain levelsin SVR. For example, apain
score 5 is greater than pain score 4 in this model. On the
contrary, the ordinal relationship is not considered in the SVM
model. Treating pain asan ordinal variableisamore reasonable
assumption, and it may be another reason why the regression
models outperform the classification model. In summary, our
results verified the hypothesis that the regression model (SVR)
would obtain ahigher performance than the classification model
(SVYM) with a small sample size and when there was a
class-imbalance problem in the dataset.

Table5. Prediction performances on the 4-level pain scale using support vector machines for regression and support vector machines.

Algorithm Accuracy F1 score of no F1 score of F1 score of moderate F1scoreof  Weighted F1
pain mild pain pain severepain  score

Support vector machines 0.682 0 0 0.537 0.786 0.663

Support vector machines for regression g 7092 0 0.286 0.675 0.803 0.728%

®Best performed model as described in the text.

Discussion

Principal Findings

This study demonstrates the feasibility of using physiologic
data collected on a wearable device and applying these data
using machine learning techniques to accurately predict
subjective pain scores. The best accuracy was found using the
machine learning technique SVR, with an accuracy of 0.729
prediction of pain on a 4-point scale. In addition, for patients
treated in the day hospital for pain, we found expected
improvement in pain and physiologic measures such as HR
from the beginning to the end of their stay.

Our predictive results are encouraging and provide insight into
potential techniques to predict pain and the understanding of
individual physiologic response to pain and treatment. A few
investigators have recently begun to evaluate the potential use
of physiologic datato develop digital phenotypes for pain and,
subsequently, an individualized pain prediction model. As
discussed previously, objective and physiologic data of varying
invasiveness have been utilized in medicine to better understand
disease processes and symptoms, including SCD. Coates et al
have extensively published on objective datain SCD, including
spin-tagged magnetic resonance imaging to assess cerebral
oxygen extraction and metabolic rate, biventricular dimensions
and function to assess cardiac iron load, and the use of a
graphical Lasso model to evaluate functional brain connectivity
in SCD [38-40]. This group has also published analysis of
laboratory measurements of carbon monoxide and heme
oxygenase for acute pain crisis prediction [41]. Other groups
have studied red blood cell mechanical sensitivity and biomarker
signatures of SCD severity [42,43]. The use of machinelearning
in avariety of areas of medicine including outcome prediction
for chemoradiotherapy, breast cancer survival prediction, and
early prediction of asthma exacerbations have recently been

https:.//mhealth.jmir.org/2019/12/€13671

published [44-46]. However, to date, the combined use of
objective and physiol ogic datawith machinelearning techniques
for painin SCD islacking.

Strengths and Limitations

A more objective pain prediction model could significantly help
medical providers manage pain crises. As described, data
collected from wearabl e devices can be utilized to improve pain
management via advanced machine learning methods. In this
analysis, we aimed to build predictive models for pain based
on objective, physiologic wearable sensor data. This study is
of great value given that the data utilized were obtained from a
wearable device and provided minimal to no risk to patients.
Furthermore, wearable sensor data were acquired frequently
and obtained passively from patients as compared with
nurse-documented vitals, which were obtained approximately
every 2 hours.

Importantly, wearables and mobile apps (to track symptoms
and pain scores over time) paired together to form an mHealth
pain prediction system, as in this study, could fairly easily be
applied to theinpatient and outpatient settings. mHealth systems
are attractive for providers as pain can be tracked on a more
frequent basis and can provide more personalized care for
patients and potentially prevent ED visits, day hospital visits,
and hospital admissions. Further work is needed in thisfield to
continue to develop models with increasing accuracy in
predicting pain to help guide management and patient care[47].

There are limitations to our study, including obtaining a
convenience sample from our day hospital only and the small
number of patients. Patients with SS and SC can be treated the
sameclinically, but the study included patients with thalassemia
who may have a more or less severe phenotype depending on
the type of thalassemia. Specific analysis on these patients was
not performed for thisfeasibility study. The study isalso limited
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given that patients might have had underlying medical
conditionsthat could affect HR, and this was not controlled for
in our study. In addition, each patient had pain control achieved
through individualized pain protocols, which varied among
patients and were administered at variousintervals. Therefore,
it was impossible to control for these pain medications during
this initial study. Medications administered, both opioid and
nonopioid, may affect vital sign parameters independently
(namely, opioids decreasing HR). The administration of pain
medication, however, provides an important future opportunity
to also evaluate pre- and postadministration objective datasets
for pain prediction. Although all patientswerein the day hospital
either in achair or bed, their environment was not compl etely
controlled, and HR changes might have occurred with movement
inand out of the bed or chair aswell asto use therestroom, and
these movements were not accounted for. HR can also vary
outside of pain when apatient is at rest based on a multitude of
different factorsincluding stress, excitement, and breathing.

In addition, our group had to make the assumption that
nurse-documented pain scores and patient-reported pain scores
inthe app were not dissimilar, but thisisalso an areafor further
study. One hypothesis would be that the patients could report
alower pain score to the nurse to look tough, but an aternative
hypothesis may be a patient elevating their pain score to be
given additional medication. There is also the assumption that
the physiologic measures from the wearabl e device are accurate.
We attempted to take data averaged over 1 min (with recordings
typically every second) to minimize variability. We chose the
Microsoft Band 2 because of the ability to acquire the raw data
directly from the wearable and because of previous studies
showing its relative accuracy. Stahl et al [48] and Shcherbina
et al [49] havereported that wrist-based monitors, including the
Microsoft Band, provided an accurate measurement of HR in
most activity settings. Xie et al [50] further demonstrated that
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wearable devices had a high accuracy with respect to HR,
number of steps, distance, and sleep duration.

Utilizing mobile devices and technology have great promise as
we have discussed, but HR data and other physiologic
parameters should be interpreted in the clinical context of the
patient’s history and exam. For example, a tachycardic patient
should be thoroughly evaluated to rule out life-threatening
conditions before attributing tachycardia to pain. Although our
group has shown that wearable sensor dataarefeasibleto abtain
and can be used to create models for predicting pain scores,
models and objective vital signs need to be paired with clinical
experience and judgment for ideal patient management.

Conclusions

Future directions include refining the predictive model with a
larger dataset. We are continuing to troubleshoot our data
extraction procedure to minimize lost data. Furthermore, we
could attempt to expand our models by examining patient’s
disease severity (related to number of ED visits, day hospital
visits, and hospitalizations per year), length of stay in the day
hospital, etc, to obtain a more ideal model for pain score
prediction. Given that we combined app pain scoreswith nursing
pain scores, further study is needed to determineif these can be
treated as similar scores. Related to medi cation administration,
we could examine HR changes before and after medication,
time since last dose, total net dose of medications, etc, and
attempt to project pain score and the need for medication before
the patient requests medication. Thiswould be an essential part
of a real-time pain forecasting system and alow a trial that
evaluates the timing of administration of additional doses of
opioids based on physiologic and objective data alone. Our
initial resultsindicate promisein pursuing each of these efforts,
and our study is a valuable addition to ongoing studies
investigating how physiologic and objective data can be used
to help providers better understand and treat pain.
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GSR: galvanic skin response

HR: heart rate

mHealth: mobile health

NSAID: nonsteroidal anti-inflammatory drug

RM SE: root mean square error

RR: R-Rinterval

SCD: sickle cell disease

SVM: support vector machines

SVR: support vector machines for regression
TRU-Pain: Technology Resources to Understand Pain
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